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ARIZONA



Determination of Human Research

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.
This form is required if the proposed study involves the following activities and it is unclear whether these activities require IRB review:

· Access to an electronic medical record;

· Use or disclosure of Protected Health Information (PHI);

· Requests for data or specimens from the AHSC Data Warehouse or Specimen Warehouse;
· The project is or will be supported by federal funds; 
· The information will be used to support an application to the FDA or involves the use of a test article in a human; 
· IRB certification for access to materials from dbGap; OR
· The project involves Native American/Alaskan Native or international indigenous populations. 

The Human Subjects Protection Program (HSPP) will provide a written determination. This determination can be used to provide sponsors, collaborators, and journal editors who want verification from an impartial source that the activities do not require IRB approval. To have a successful determination, complete the entire form. Submit completed forms to the Human Subjects Protection Program through the departmental email account at VPR-IRB@email.arizona.edu.

If a written determination is needed in other instances than those described above, please contact HSPP for clarification using the departmental email account.  
	Section 1: Contact Information 

	Principal Investigator Name, Degree(s):
	

	Principal Investigator UA netID
	

	Status/Rank:
	

	Center:
	 

	Department:
	

	College:
	

	Contact phone: 
	

	Official Institutional Email:
	


	Section 2: General Information


	1. Project funding - If the proposed study is or will be funded, complete below:

a. UAccess 

i. Development Proposal #:
ii. Institutional Proposal #:
b. eDoc # (Required for For-profit sponsored research):

c. Total funding amount OR per subject amount:
Submit complete copy, cover-to-cover, of grant or award. 

	2. Conflict of Interest (COI):

The Principal Investigator hereby affirms that ALL individuals who meet the definition of investigator for this project in the current Policy on Investigator Conflict of Interest in Research have completed the mandatory Conflict of Interest training and Disclosure of Significant Financial Interests.

 FORMCHECKBOX 
Yes - All individuals who meet the definition of "investigator" have completed COI training and    

      disclosure.       

 FORMCHECKBOX 
 No (explain):  

	3. Location of Research

Banner – University Medicine Group:
 FORMCHECKBOX 
 Phoenix Campus



 FORMCHECKBOX 
 Biological specimens
 FORMCHECKBOX 
  Clinical Data

 FORMCHECKBOX 
 Tucson Campus     


 FORMCHECKBOX 
 Biological specimens
 FORMCHECKBOX 
  Clinical Data

 FORMCHECKBOX 
 South Campus



 FORMCHECKBOX 
 Biological specimens
 FORMCHECKBOX 
  Clinical Data

University of Arizona Cancer Center:

 FORMCHECKBOX 
 North Campus



 FORMCHECKBOX 
  Biological specimens
 FORMCHECKBOX 
  Clinical Data

 FORMCHECKBOX 
 Orange Grove Clinics 


 FORMCHECKBOX 
  Biological specimens
 FORMCHECKBOX 
  Clinical Data

 FORMCHECKBOX 
 Phoenix




 FORMCHECKBOX 
  Biological specimens
 FORMCHECKBOX 
  Clinical Data

Other:


	Section 3: Summary of Activities

	2a. Title (If funded, provide exact title of funded project)

2b. Provide a concise description of the purpose or objectives of the project.
2c. Describe the proposed methods and study procedures

2d. Describe how data collection will occur, where the study will take place, and the type of information to be collected? If applicable, include a list of the data elements to be abstracted or collected.



	Section 3: Research per OHRP
Research is defined in the Code of Federal Regulations, 45 CFR 46.102(d), as a systematic investigation designed to develop or contribute to generalizable knowledge.
	Yes         No

	Is there a systematic investigation, including (but not limited to) a hypothesis, research development, testing, pilot work, and evaluation?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 
  

	Is the activity primarily designed to develop NEW knowledge that can be applied broadly to similar groups or conditions?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	*If Yes to BOTH questions the study is Research. Proceed to Section 4.

If the answers to one or both questions are NO, proceed to Section 5 to determine if the activity is subject to the Food and Drug Administration (FDA) regulations.
	


	Section 4: Involvement of Human Subjects per OHRP
Human Subject is defined in the Code of Federal Regulations, 45 CFR 46.102(f), as a living individual about whom an investigator obtains data through intervention or interaction, or their identifiable private information.
	Yes         No

	Does the study involve interaction or intervention with a living individual or group of individuals (whether identifiable or not)? (e.g. surveys, interviews, medical or educational testing)

	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Does the study involve access to identifiable private information? 

Private information is information that a person would reasonably expect that no observation or recording is taking place or that will not be made public. NOTE: Access to social media is typically considered private information.

	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	*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 one or both questions are NO, proceed to Section 5 to determine if the activity is subject to the Food and Drug Administration (FDA) regulations.


	Section 5: Clinical investigation per FDA

Clinical Investigation is defined in the Code of Federal Regulations, 21 CFR 50.3(c), as any experiment that involves a test article and one or more human subjects.
	Yes         No

	Does the study involve the use of a drug or device (including in vitro diagnostic devices)?

* If NO, proceed to section 6. If YES, complete all Section 5.
	 FORMCHECKBOX 
          FORMCHECKBOX 
*

	Does the study include testing the safety and efficacy of a drug or device in a human subject, including analysis or comparison of outcome data about a drug or device?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Will a person receive a test article (i.e. drug, biologic, medical device, food additive, color additive, electronic article, or any other product or article subject to regulation) or serve as a control?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Will a person’s specimen be subject to a medical device (i.e. in vitro diagnostic device)? (This includes use of leftover specimens that are not individually identifiable such as clinical discard)
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	*If YES to ANY question, the activity is subject to the FDA regulations. STOP and submit an IRB application for approval of human research. 
If ALL answers are NO, proceed to Section 6.


	Section 6: Coded private information and/or human biological specimens per OHRP
Coded means identifiable information, such as name or social security number has been replaced by a code (i.e. a number, letter, or combination thereof) AND there is a key to link between the code and the identifiable information.
	Yes         No

	Is data being obtained from the University of Arizona Data Warehouse Honest Broker? 
*If YES, proceed to section 7.
	 FORMCHECKBOX 
*          FORMCHECKBOX 


	Does the study involve use of data/specimens that are coded and obtained from another entity besides the UA Data Warehouse?
* If NO, proceed to section 7. If YES, complete Section 6.
	 FORMCHECKBOX 
          FORMCHECKBOX 
*

	Please explain what data/specimens consists of (if it includes PHI elements please list them):



	The data/specimens were collected for the proposed project? 
	 FORMCHECKBOX 
          FORMCHECKBOX 
*

	The provider of the data/specimens will remove the code before sending the data/specimens to the researcher?
*If NO, STOP and submit an IRB application for approval of human research. 
*If any answer is YES, complete the section below. Identify the method for removing the code below.
	 FORMCHECKBOX 
          FORMCHECKBOX 
*

	The holder of the key and researcher enter into an agreement prohibiting the release of the key to the researcher under any circumstances?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	The researcher has documented written policies and procedures from a repository or data management center that prohibits the release of the key to the researcher under any circumstances?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	There are other legal requirements prohibiting the release of the key to the researcher?
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	*STOP! For HSPP determination, submit copies of the informed consent from the study where the data/samples were collected, agreements, or policies and procedures preventing access to the code for review. 
*If NO to all questions, STOP and submit an IRB application for approval of human research. 


	Section 7: Use or disclosure of Protected Health Information (PHI) per the HIPAA Privacy Rule
	Yes         No

	The private information/specimens come from a Covered Entity or medical record? 
Covered Entity means: (1) a health plan; (2) a health care clearinghouse; or (3) a health care provider who transmits any health information in connection with a standard, electronic transaction. 
Medical record means (i) the medical records and billing records about individuals maintained by or for a covered health care provider; (ii) the enrollment, payment, claims adjudication, and case or medical management record systems maintained by or for a health plan; or (iii) used, in whole or in part, by or for the covered entity to make decisions about individuals.
*If YES, complete this Section. If NO, proceed to Section 8. 
	 FORMCHECKBOX 
          FORMCHECKBOX 
*

	Does the study involve the use or disclosure of a Limited Data Set? 

A limited data set is PHI that excludes the following direct identifiers of the individual or of relatives, employers, or household members of the individual: (i) names; (ii) postal address information, other than town or city, state, and ZIP code; (iii) telephone numbers; (iv) fax numbers; (v) e-mail addresses; (vi) Social Security Numbers; (vii) medical record numbers; (viii) health plan beneficiary numbers; (ix) account numbers; (x) certificate/license numbers; (xi) vehicle identifiers and serial numbers, including license plate numbers; (xii) device identifiers and serial numbers; (xiii) Web Universal Resource Locators (URLs); (xiv) Internet Protocol (IP) address numbers; (xv) biometric identifiers, including finger and voice prints; and (xvi) full face photographic images and any comparable images.
*If YES, you must sign a Data Use Agreement (DUA). Please contact the HIPAA Privacy Program at PrivacyOffice@email.arizona.edu or (520) 621-1465 to receive a DUA. Please continue to Section 8.

If NO, please continue to “Preparatory to Research” (directly below).
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Preparatory to Research: Are you reviewing PHI preparatory to research?

· The information is necessary and is used solely to review PHI as necessary to prepare a research protocol or for similar purposes preparatory to research.

· No PHI is to be removed from the covered entity by the researcher in the course of the review.

· Researchers outside of the Covered Entity may not contact or recruit potential research subjects.
*If YES, you will be asked by the Covered Entity to attest to the above. Please continue to Section 8. If NO, please continue to “Decedents” (directly below).
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Decedents: The activity is necessary and is limited to death records, autopsy materials, or cadaver specimens?

· Note: Access to psychotherapy notes or information related to HIV, mental health, genetic testing, or drug or alcohol abuse may not be applicable.

· Note: PHI does not include information regarding a person who has been deceased for more than 50 years.
*If YES, you will be asked by the Covered Entity to attest to the above statements. Please continue to Section 8.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 



	Section 8: De-identified private information or specimens

De-identified means the complete removal of all identifiers, (e.g. HIPAA identifiers – see appendix), and that the information or combination thereof cannot be combined to identify an individual or readily ascertained by the investigator. 
NOTE: Analysis of video, image, or digital recordings is considered identifiable.
	Yes         No

	The investigator will only receive information/specimens that are fully de-identified? (Meaning, the investigator will not collect or remove the identifiers themselves.)
	 FORMCHECKBOX 
            FORMCHECKBOX 


	Proceed to Section 9.


	Section 9: Non-Human Research Activities  
Many proposed activities may involve people or their data, but may not be human research. The University of Arizona has determined the following activities to NOT represent Human Subjects Research. 
NOTE: Investigators may have obligations under HIPAA (as noted below).
	Yes         No

	Case Report: The proposed activity is a case report or case series of no more than three (3) cases describing an interesting treatment, presentation, or outcomes?
· If case report requires PHI, a researcher outside of the Covered Entity must obtain a signed HIPAA Authorization from the subject/patient.

· If you intend to disclose PHI as part of any case report, you must obtain a signed HIPAA Authorization from the subject/patient.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Program Evaluation/Quality Improvement/Quality Assurance: The proposed activity will assess, analyze, critique, and improve current processes of program or health care delivery in an institutional setting, involving data-guided, systematic activities designed to bring about prompt improvements in a program or health care delivery?
· The activity will NOT involve randomization to different intervention groups.

· The activity WILL improve clinical care.

· The activity will NOT be applied to populations beyond the specific study population (e.g. the knowledge gained from the activity is unique to the University of Arizona).
· The activity will not affect clinical decision making for an individual patient vs. a population of patients.

NOTE: Researchers outside of the Covered Entity may not conduct PE/QI/QA unless specifically authorized by the Covered Entity and pursuant to a Business Associate Agreement. Please contact the HIPAA Privacy Program at PrivacyOffice@email.arizona.edu or (520) 621-1465 for additional information.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Course-Related Activities: The proposed activity is limited to course-related activities designed specifically for educational or teaching purposes?
· The activity is part of a routine class exercise or assignment for a grade.

· The activity is meant to teach research or professional methodology.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Oral History: The activity is limited to oral history activities, such as open ended interviews that only document a specific historical event or the experiences of individuals without the intent to draw conclusions or generalize findings.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Public Use Datasets: The activity is limited to analyzing de-identified data contained within a publically available dataset. NOTE: This does not include reviewing or analyzing information from social media.  

· Restricted use data sets do not qualify.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Journalism/Documentary Activities: The activities are limited to investigations and interviews that focus on specific events, views, etc., and that lead to publication in any medium (including electronic), documentary production, or are part of training that is explicitly linked to journalism. There is no intent to test a hypothesis?
· IRB approval may be required when journalists conduct activities normally considered scientific research intended to produce generalizable knowledge.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Purchased cell lines: The activity involves commercially available, de-identified non-human embryonic cell lines.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Database creation: The primary reason for establishing this database is for clinical purposes or an improvement project (IRB approval of a new protocol must be obtained before any data from this database may be used for research purposes).

NOTE: For some records and database research, a signed HIPAA Authorization may not be needed. 
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	dbGap: Receipt of data from dbGap that requires IRB approval, but the data you will receive:
· Is de-identified, but the Data Use Committee requires IRB approval
· The researcher did not submit any of the original data to dbGap

· The researcher will not collaborate with others on the project who submitted the original data to dbGap
Investigators must also submit an Institutional Certification form to be completed and signed by the Investigator and IRB.
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	Native American/Alaskan Native: The activity involves access to tribal resources (e.g. cultural artifacts, environmental samples, or people), but the activity is not intended to produce generalizable knowledge.
*If YES, please submit a copy of this form to Claudia Nelson, Director of Native Peoples Technical Assistance at cen@email.arizona.edu. 
	 FORMCHECKBOX 
 *        FORMCHECKBOX 


	*If YES to any item the study does not involve human subjects. STOP! Submit to HSPP for a determination if required as noted in the bulleted instructions. Remember to submit copies of relevant materials to assist the review (e.g. informed consent from the study where the data/samples were collected, agreements, or policies and procedures). 

* If none of the areas above apply please submit to HSPP for review.


	Section 10: REQUIRED SIGNATURES


1. Principal Investigator (Required)

By signing below, I, the Principal Investigator, certify that I have accurately answered the items listed above.  

	
	
	
	
	

	Signature
	
	Date
	
	Print Name


2. Advisor (Required for all students and residents acting as the PI)

By signing below, I, the Advisor, certify that I have accurately reviewed and mentored the student/resident regarding completion of the items listed above.  

	
	
	
	
	

	Signature
	
	Date
	
	Print Name
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