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View 1

Human Research Under DHHS Regulations
*1 Is the activity an investigation? (Investigation: A searching inquiry for facts; detailed or careful examination.)

[image: image1.wmf]Yes  [image: image2.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Is the investigation systematic? (Systematic: Having or involving a system, method, or plan.)

[image: image3.wmf]Yes  [image: image4.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Is the systematic investigation designed to develop or contribute to knowledge? (Designed: evaluate whether the activities will develop or contribute to knowledge. Develop: to form the basis for a future contribution. Contribute: to result in. Knowledge: truths, facts, information.)

[image: image5.wmf]Yes  [image: image6.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 Is the knowledge the systematic investigation is designed to develop or contribute generalizable? (Generalizable: Universally or widely applicable.)

[image: image7.wmf]Yes  [image: image8.wmf]No  Clear
Click here to add a concern/contingency: [Add]
(Logic-If “No” to any of the questions, goes to View 3; If “Yes” to all questions, goes to View 2)
View 2
Human Research Under DHHS Regulations (continued)
*1 Is the investigator conducting the Research gathering data about living individuals?

[image: image9.wmf]Yes  [image: image10.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Will the investigator gather that data through either of the following mechanisms:

· Physical procedures or manipulations of those individuals or their environment (“intervention”).

· Communication or interpersonal contact with the individuals. ("interaction”).

[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Will the investigator gather data that is either:
· About behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place (i.e. “Private information”).

· Provided by individuals for specific purposes in which the individuals can reasonably expect that it will NOT be made public, such as a medical record (i.e. “Private information”).

[image: image13.wmf]Yes  [image: image14.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 Can the individuals’ identities be readily ascertained or associated with the information by the investigator (i.e. “Identifiable information”)?

[image: image15.wmf]Yes  [image: image16.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Goes to View 3
View 3
Human Research Under FDA Regulations
*1 Is the activity conducted in the United States and involves the use of a drug in one or more persons that is NOT the use of an approved drug in the course of medical practice?

[image: image17.wmf]Yes  [image: image18.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Is the activity conducted in the United States and evaluates the safety or effectiveness of a device in one or more persons?
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Click here to add a concern/contingency: [Add]
*3 Is data regarding subjects or control subjects going to be submitted to or held for inspection by FDA as part of an application for a research or marketing permit?

[image: image21.wmf]Yes  [image: image22.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 Is data regarding the use of a device on human specimens going to be submitted to or held for inspection by FDA as part of an application for a research or marketing permit?
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Click here to add a concern/contingency: [Add]
View 4
Human Research Determination
This activity is Human Research under DHHS regulations. (Logic-system shows this statement when “Yes” for all questions on View 1 and “Yes” for Questions 1 and 2 on View 2 OR “Yes” for all questions on View 1 and “Yes” for Questions 1, 3 and 4 on View 2)
This activity is Human Research under FDA regulations. (Logic-system shows this statement when “Yes” for any question on View 3)
This activity is not Human Research. (Logic-system shows this statement if neither of the above statements is shown)
Engagement Determination (answer only if the activity is Human Research)
1 Engagement Determination (answer only if the activity is Human Research)

Reference WORKSHEET: Engagement Determination if needed
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Click here to add a concern/contingency: [Add]
View 4
Final Page
*1 Summary - enter a summary of your review:
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Click here to add a concern/contingency: [Add]
*2 Have you completed this checklist?
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Click here to add a concern/contingency: [Add][image: image30.png]
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