MIAMI VAHCS IRB 

Human Subjects Research/Exemption Determination Form – Non-FDA
Principal Proponent:      


Reviewer:      
Title of Project:      
I. CONFLICT OF INTEREST DISCLOSURE
As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?  

 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No

**If yes, please do not perform the review and contact the IRB Office at 305 575-7000 x4462
II. FDA DETERMINATION

A. RESEARCH

1. Indicate whether the activity meets the following criteria:

 FORMCHECKBOX 
 The activity is a systematic investigation: an activity that involves a prospective research plan which incorporates data collection, both quantitative and qualitative, and data analysis to answer a research question

 FORMCHECKBOX 
 The activity is designed to develop or contribute to generalizable knowledge: designed to draw general conclusions (i.e., knowledge gained from a study may be applied to populations outside of the specific study population), inform policy, or generalize findings.

2. Are BOTH of the criteria met?

 FORMCHECKBOX 
 Yes. The activity meets the definition of research. Go on to the next section.

 FORMCHECKBOX 
 No. The activity is not research. Go to Section D – Determination.

B. HUMAN SUBJECTS

1. Indicate whether the research meets the following criteria:

 FORMCHECKBOX 
 The research involves living individuals

 FORMCHECKBOX 
 The investigator will obtain data or information about those individuals

 FORMCHECKBOX 
 The investigator will obtain EITHER of the following:


 FORMCHECKBOX 
 Data through intervention or interaction with the individuals.



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.


 FORMCHECKBOX 
 Identifiable private information.


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 readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects.

2. Are ALL of the criteria met?

 FORMCHECKBOX 
 Yes. The research involves human subjects. Go on to the next section.

 FORMCHECKBOX 
 No. The research does not involve human subjects. Go to Section D – Determination.

C. EXEMPTION

1. Does the research involve prisoners?

 FORMCHECKBOX 
 Yes.  The research is not eligible for exemption. Go to Section X - Determination

 FORMCHECKBOX 
 No. Go on to the next question.

2. Exemption Categories. In order to be exempt, the only involvement of human subjects must be in one or more of the following categories. Indicate all of the categories which apply:
 FORMCHECKBOX 
 Category 1: Research conducted in established or commonly accepted educational settings, involving normal educational practices.
 FORMCHECKBOX 
 Category 2: Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior.


NOTE: If the research involves any of the following, then this exemption does not apply:

 FORMCHECKBOX 
 Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 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.

 FORMCHECKBOX 
 The research involves surveys or interviews with children.

 FORMCHECKBOX 
 Category 3: Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under Category 2, if:

 FORMCHECKBOX 
 The human subjects are elected or appointed public officials or candidates for public office; or 

 FORMCHECKBOX 
 Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

 FORMCHECKBOX 
 Category 4: Research involving the collection or study of EXISTING data, documents, records, pathological specimens, or diagnostic specimens, if:

 FORMCHECKBOX 
 The sources are publicly available or 

 FORMCHECKBOX 
 The information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects

NOTE: ALL of the data must exist prior to the start of the research for this exemption to apply. According to the protocol, will all of the data exist prior to the start of the research?

 FORMCHECKBOX 
 Yes. This exemption applies

 FORMCHECKBOX 
 No. This exemption does not apply.

 FORMCHECKBOX 
 Category 5: Research and demonstration projects which are designed to study, evaluate, or otherwise examine public benefit or service programs, if:

 FORMCHECKBOX 
 The projects are conducted by or subject to the approval of Federal Department or Agency heads, and,

 FORMCHECKBOX 
 There is no statutory requirements for IRB review, and

 FORMCHECKBOX 
 The research does not involve significant physical invasions or intrusions upon the privacy of subjects and,

 FORMCHECKBOX 
 The exemption is invoked with authorization or concurrence by the funding agency

NOTE: ALL of these criteria must be met for this exemption to apply. According to the protocol, will all of these criteria be met?

 FORMCHECKBOX 
 Yes. This exemption applies

 FORMCHECKBOX 
 No. This exemption does not apply.

 FORMCHECKBOX 
 Category 6: Taste and food quality evaluation and consumer acceptance studies, if:

 FORMCHECKBOX 
 Wholesome foods without additives are consumed; or 

 FORMCHECKBOX 
 A food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture

3. Is the research eligible for exemption under one or more of the above categories?

 FORMCHECKBOX 
 Yes.  The research is eligible for exemption. Go to Section D - Determination

 FORMCHECKBOX 
 No.   The research is not eligible for exemption. Go to Section D - Determination

D. DETERMINATION

Based on the information in the protocol, I have made the following determination:

 FORMCHECKBOX 
 The activity is not human subjects research
 FORMCHECKBOX 
 The activity is human subjects research and is exempt

 FORMCHECKBOX 
 The activity is human subjects research and is not exempt.

	Please list any comments or, for exempt research, any additional provisions required to protect subjects (e.g., informed consent).



	     


	Signed
	
	Dated
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