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This form should be used when it is unclear whether the proposed activities require review by an Institutional Review Board (IRB). If the proposed study clearly is Human Research, do not complete this form!   Instead, please submit the appropriate application for review and approval by the IRB. 
Contact Information
Status 
Additional Contact (These individuals will receive copies of this correspondence):
Name
UA Net ID
Research Role
Institution
Email Address
Funding Information
Will the project be using/receiving any of the following funding types to support the research:
 If you need help locating any of the UAccess numbers, please call Sponsored Projects at 626-6000.
Please review HSPP Guidance, Fees for Human Research, for more information.
 If you need help locating any of the UAccess numbers, please call Sponsored Projects at 520-626-6000.
Determination of "Research"          
 
45 CFR 46.102(l):  Research - a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. 
 
A systematic approach involves a predetermined system, method or a plan for studying a specific topic, answering a specific question, testing a specific hypothesis, or developing theory. A systematic approach includes the collection of information and/or biospecimens, and analysis either quantitative or qualitative.
 
Activities designed to develop or contribute to generalizable knowledge are those activities designed to draw general conclusions, inform policy, or generalize outcomes beyond the specific group, entity, or institution (i.e., to elaborate, to be an important factor in identifying or expanding truths, facts, information that are universally applicable).
1.         Does the proposed activity involve a systematic approach? 
2.         Is the intent of the proposed activity to develop or contribute to generalizable knowledge?
If Yes to BOTH questions the study is Research. Proceed to Determination of "Human Subject."
 
If the answers to one or both questions are NO, proceed to Determination of "Human Subjects" per FDA Regulations.
Determination of "Human Subject"          
45 CFR 46.102(e):  Human subject - a living individual about whom an investigator (whether faculty, student, or staff) conducting research: (1) obtains information or biospecimens through intervention or interaction with the individual; and uses, studies, or analyzes the information or biospecimens; or (2) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens. 
Intervention includes both physical procedures by which information is gathered 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.  
Identifiable is where the identity of the subject is or may be ascertained by the researcher, or will be associated with the information. The research could involve the use of coded data/specimens.
1.         Does the activity involve obtaining information about living individuals through intervention or interaction with the individuals?
2.         Does the activity involve obtaining identifiable and private information about living individuals?
If YES to either question, the research activity is research that involves human subjects. STOP and submit an IRB application for approval of human research.
If the answers to both questions are NO, proceed to Determination of "Human Subjects" per FDA Regulations.
Determination of "Human Subject" per FDA Regulations 
21 CFR 50.3(g): Human subject - an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient.         
 
*Test article means any drug (including a biological product for human use), medical device for human use, human food additive, color additive, electronic product, or any other article subject to regulation. 
 
**In vitro diagnostic products are those reagents, instruments, and systems intended for use in the diagnosis of disease or other conditions, including a determination of the state of health, in order to cure, mitigate, treat, or prevent disease or its sequelae.
1.  This is a clinical investigation involving a test article including in vitro diagnostics with a human subject(s) or their biospecimens?
a. An individual will be a recipient of any test article* (i.e. drug, biologic, or medical device) or as a control.
b. An individual on whose specimen a medical device will be used (21 CFR 812.3(p)) (i.e. In vitro diagnostic** device). 
Note: The FDA regulations (21 CFR Parts 50 and 56) apply to all clinical investigations regulated by FDA, as well as other clinical investigations that support applications for research or marketing permits.  Therefore, all studies of investigational IVDs that will support applications to FDA are subject to 21 CFR Parts 50 and 56, even if they are not subject to most requirements of 21 CFR Part 812.  For more information see the FDA Guidance on In Vitro Diagnostic Device Studies - FAQs.
 
Coded private information and/or human biological specimens per OHRP
Coded means a living individual's identifiable information such as name or social security number has been replaced by a code, such as a number, letter, or combination thereof and there is a key to link the code to the identifiable information of that individual. Coded data are considered identifiable under the Common Rule.
1.         Does the activity involve the use of coded private information/specimens?
The investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information /specimens pertain because:
a. The holder of the key and investigator enter into an agreement prohibiting the release of the key to the investigator under any circumstances, until the individuals are deceased. Provide a copy of this agreement (an informal email exchange is sufficient). OR
b. The investigator has documentation of written policies and operating procedures from a repository or data management center that prohibits the release of the key to the investigators under any circumstances, until the individuals are deceased. Provide documentation of the written policies and operating procedures.  OR
c. There are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased. Provide documentation of the legal requirements.  
2.         Were the information/specimens previously collected (or yet to be collected), specifically for the currently proposed project? 
Other Activities
(Please pick the most appropriate check boxes below) 
Section 2: Summary 
4. Explain where the information/specimens were collected/obtained (i.e. identify source of data/specimens).  
Are they a Business Associate or Collaborator? 
Business Associate means a person or entity that performs certain activities or functions that involve the use or disclosure of PHI on behalf of, or provide services to, a Covered Entity.
Provide a separate list of the specific data points, variables, and/or information that will be collected and/or analyzed (i.e. data abstraction form).  
 
Notes:   Access is limited to the items included in the list. The IRB must be notified of any additions to the list. The list will be reviewed to confirm that no private identifiable information (i.e. 18 PHI Identifiers) will be obtained.  If the list includes any private identifiable information, the activity involves human subjects.
Section 3: Location of Research 
*Please make sure that you have registered with the University International Travel Registry prior to submission.
You have now completed this form.  Next steps: 
1) Please save a copy of this document for your records.
2) Email the form to the appropriate individuals for their approval. 
3) Once it is ready email the application and attach all additional documents to vpr-irb@email.arizona.edu. Please review HSPP Guidance for any additional documents that are needed.  
Principal Investigator
 
I certify that the information I provide in this application is correct and complete. 
NOTE: A research proposal by a graduate or undergraduate student must have the following attestation statement signed by an Advisor or Mentor.
 
 Advisor/ Mentor
 
By signing below, I, the Advisor/ Mentor, certify that I have accurately reviewed and mentored the student/resident regarding completion of the items listed above. 
Signature of Faculty Supervisor
NOTE: Actual signature is not required. The HSPP Office will accept either email confirmation or an actual signature. This means that all signatures might not be on the same document. Attach email confirmations with your submission. 
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