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Notes from The University of Arizona

Human Subjects Review Quick Guide

Is your project status “exempt”, expedited, or full review?









  YES  
     NO

Does the project involve something more than 

interviews, surveys,  or observations of public 

behavior?  Does it involve physical intervention or 

physical or behavioral manipulation?
Will data be recorded and presented in 

such a manner that personal identifiers 

(names, images, voice recordings) can be

connected with observations/data about 

individuals ?

Would disclosure of data collected place the

subjects at risk of criminal, civil or social penalty?

(This includes information about criminal or 

socially-proscribed activities.)

Will participation in the project entail substantial

cost or risk to the subjects, over and above what 

they would encounter in their daily lives or in 

taking standard educational or medical tests?

Will you collect data from minors by any means 

other than observations of public behavior? 

Will you be interacting with minors?

(Minor status is defined according to standards 

of the community in which you are working.)

If you answer NO to all five of these questions, then your project should be given exempt status. This does not mean that no review is necessary.  You still need to complete and submit a project approval form, but the IRB is advised that the project does not need intensive scrutiny and that annual review is unnecessary.

Is Your Research Exempt From IRB Review? 

Research using data from living persons does not require IRB approval when the research either does not involve human subjects as defined in the Code of Federal Regulations (45CFR46) Protection of Human Subjects (Subpart A is the Common Rule), or the only involvement of human subjects is in one of the 6 "exempt" categories listed in the Code. Exemptions most pertinent to work with human data are Exemptions #1, #2, and # 4. 
 
As stated in 45 CFR 46.101(b): 
(1) Research conducted in established or commonly accepted educational settings, involving normal educational practices. 

(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. 


(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. 

Sensitive information reasonable persons would not want disclosed is exempt only when the research participants cannot be identified directly or through identifiers linked to them. 

 What is meant by "existing" data? 
The term "existing data" applies to retrospective studies involving already collected data where data must be "on the shelf" when the protocol is initiated. For research supported on NIH grants or contracts, the data should be in place when the application or proposal is submitted for IRB review. 
 
Some researchers mistakenly believe that secondary data analyses using existing data to address new research questions are always exempt. Exemption #4 does not apply to existing data as long as participants can be identified. A status of "No Human Subjects" applies when data are given to a researcher by others after being permanently and completely delinked from the identity of living subjects. Check with your IRB to see if approval is necessary, especially if any data may be linked to research participants. 
 
What is meant by "identifiers linked to the subjects"? 
Identifiers such as names, Social Security numbers, medical record numbers, and code numbers permit data to be linked to individual people and perhaps also to associated medical, financial, or employment information. Exemption # 4 applies most clearly to behavioral and social sciences research (BSSR) data where such personal identifiers do not accompany the data provided to or utilized by the researcher. Your IRB will determine whether Exemption #4 applies when you receive coded BSSR data from a collaborator or other source. 

What is meant by "publicly available sources"? 
This refers to public sources of data, such as telephone books and public records. Although there are organizations that make data sets broadly accessible at reasonable cost to the research community, these materials are not usually available to the public at large. If you obtain data from any of these sources, you should not assume that the source meets the definition of "publicly available." It is up to your IRB to decide. 
 
What about behavioral and social sciences research (BSSR) data obtained from a data bank or archive? 
BSSR data obtained from a data bank or archive may be exempt depending on the policies and procedures to prevent the release of personal identifiers. There are many kinds of data banks that operate in different ways. Your IRB will need to determine whether the questions you will ask and the bank you will use meet the requirements for an Exemption. 
 
How can you determine if your research is exempt? 
Human subjects regulations decision charts from the Office for Human Research Protections (OHRP) are available from their website at: 
 
http://ohrp.osophs.dhhs.gov/humansubjects/guidance/
 decisioncharts.htm 
 
This information will suggest whether your research falls under the human subjects regulations and if so, whether it is likely to require IRB review, is exempt from IRB review, or is a candidate for a waiver or alteration of informed consent. You should be aware, however, that institutions vary in their requirements for IRB review and usually have an official authorized to determine exempt status. You must check with YOUR institutional officials to determine whether full, expedited, or no IRB review is required for your proposed project. 

Models of Institutional Approaches to Exempt Projects

Tools to determine whether your research is “exempt” (which does not mean that you need no review by the IRB…!)

http://obssr.od.nih.gov/IRB/isyour.htm
The NIH webpage which explains what is meant by the various terms in 45 CFR 46.101(b).

http://ohrp.osophs.dhhs.gov/humansubjects/guidance/decisioncharts.htm
Decision chart for determining whether your project is exempt.

http://www.irbtool.com/
A public service tool for determining whether your project is exempt.

Different forms for each type of exempt project.

University of Pittsburgh Exempt Web Page

http://www.irb.pitt.edu/exempt/Default.htm
South Dakota State University

http://gra.sdsu.edu/cphs/forms.htm
University of Indiana at Bloomington

http://www.indiana.edu/~resrisk/instruct.html
Three of forms – existing data, collecting data, and both existing & collecting data.

UC San Fransisco
http://www.ucsf.edu/ora/chr/forms/forms.htm
Separate formal form for exempt projects.

UCLA

ftp://www.oprs.ucla.edu/oprs/forms/hs-7.doc
Pdf form for exempt projects. Nests inside regular form so that if your project is viewed as non-exempt, you simply need to answer a few more questions, rather than start over completely.

University of Nebraska at Kearney

http://www.unk.edu/acad/gradstudies/IRB/exmprtprp.htm
University of Oregon

http://darkwing.uoregon.edu/~humansub/exemapp.html#Claim%20Of%20Exemption
Duke University

http://www.ors.duke.edu/irb/Xmpapp.doc
University of Minnesota

http://www.research.umn.edu/subjects/humans/form.htm
Miami University

http://www.units.muohio.edu/oast/External_grants/Requirements/human_sub_guidelines.html
Sites not included and why

Any institution that does not differentiate between exempt and other projects in terms of paperwork submitted. (Most sites were of this sort.)

Any institution that simply asks for a letter or asks the PI to check off each of the items in 45 CFR 46.101(b) (the UA would not accept this). (I only found a few like this.)

The double whammy: University of Georgetown: for exempt status, you fill out the regular IRB approval form and an additional form requesting exempt status!

Department representative assurance
Based on DHHS policy regarding protection of human subjects, this project falls in exemption category #___ of 45 CFR 46.101 (b)(2). The research project proposed <___brief description of project___>.  To protect confidentiality, the data will be <___brief description of how personal identifiers will be protected___>.  For purposes of contacting the subjects, <_____>.  All subjects are volunteers, given informed consent forms, paid for each research session, and free to drop out of the research at any point in time, with no obligation to us.  The (attached) surveys/questionnaires/… are nonsensitive in nature.

I am prepared to defend the exemption category I have selected to a federal agency if necessary.
Signature ________________________________  Date______________
Model of Certification of Investigator Responsibilities

By signing below I agree/certify that:

1. I am cognizant of, and will comply with, current federal regulations and IRB requirements governing human subjects research.

2. I have reviewed this protocol submission in its entirety and I am fully aware of , and in agreement with, all submitted statements.

3. I will conduct this research study in strict accordance with all submitted statements.

4. I will request and obtain IRB approval of an proposed modification to the research protocol prior to implementing such modification.

5. I will ensure that all co-investigators, and other personnel assisting in the conduct of this research study have been provided a copy of the entire current version of the research protocol.

6. Neither I nor members of my research team will record identifiers (e.g. name, SSN, medical record number, street address, phone number, etc.)

7. I will not begin recording data from records or conducting analyses until the exempt status of this applications has been determined by the IRB and I have been informed in writing.

8. I will ensure that if linkage codes are recorded with these data, the person or persons responsible for recording linkage codes is/are completely independent of this project and that those individuals have certified their willingness to perform this task.

9. I will respond promptly to all requests for information or materials solicited by the IRB or the IRB Office.

10. I will maintain adequate, current, and accurate records of research data.

11. I will not knowingly include data from prisoners.

12. Neither I, nor any member of my research team, will intervene or interact with identified human subjects during the conduct of this research project.

Faculty Sponsor/Mentor Assurance

I certify that the PI named above will conduct this research under my direct supervision and guidance. I further certify that I will assume final responsibility for the conduct of this protocol in accordance with all University of Arizona policies and procedures relating to human research. If the PI leaves before completion of this study, I will see to it that all data collection and analysis will be completed.

***

I’ve included this FYI: this is used at one institution when names are recorded, in order to maintain confidentiality of subjects.

Independent “Honest Broker” Assurance
By signing below, I agree/certify that:

1. I have reviewed this project with the PI and agree to de-identify and, if applicable, to maintain linkage code information for data that will subsequently be accessed by the research team.

2. I will, under no circumstance, provide the PI or any member of the research team with information that would permit the identification of research subjects.

3. I will not intervene or interact with identified human subjects during the conduct of this research project.

4. I will maintain complete confidentiality of research subjects’ private information.

