[bookmark: _Toc403077389]Description of Activity

Name of project:

Is your project a systematic[footnoteRef:1] investigation[footnoteRef:2], including research development, testing and evaluation, designed to develop[footnoteRef:3] or contribute[footnoteRef:4] to generalizable[footnoteRef:5] knowledge[footnoteRef:6]? [1:  Systematic: Having or involving a system, method, or plan.]  [2:  Investigation: A searching inquiry for facts; detailed or careful examination.]  [3:  Develop: To form the basis for future contributions.]  [4:  Contribute: To Result in.]  [5:  Generalizable: Universally or widely applicable; Knowledge from which conclusions will be drawn that can be applied to populations outside of the specific study population; Knowledge that contributes to a theoretical framework of an established body of knowledge.]  [6:  Knowledge: Facts or information.] 


Will you involve humans in which you will obtain (1) data through intervention[footnoteRef:7] or interaction[footnoteRef:8] with the individual, or (2) identifiable private information[footnoteRef:9]? [7:  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. ]  [8:  Interaction: Communication or interpersonal contact between investigator and subject.]  [9:  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).] 


Purpose
Briefly describe the purpose or objectives of the project.

Population
[bookmark: _GoBack]Describe the population you will use in the project. 

Procedures
Describe the interaction, intervention, and/or data collection procedures undertaken to obtain information for the project.

Description of data and/or biospecimens to be collected
 
Description of data and/or biospecimen analysis


Will data and/or specimens be identifiable[footnoteRef:10]?  [10:  Identifiable: The identity of the subject is or may readily be ascertained by the investigator or associated with the information. This includes when private information or specimens is linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.] 

Please describe in terms of coded[footnoteRef:11] identifiable data, de-identified[footnoteRef:12], or anonymous[footnoteRef:13]. [11:  Coded: Direct personal identifiers have been removed and replaced with numbers or letters; but the original identifiers are retained in such a way that they can be traced back to the source by someone with the code or key.]  [12:  De-identified: All direct personal identifiers are permanently removed (e.g., from data or specimens), no code or key exists to link the information or materials to their original source, and the remaining information cannot reasonably be used by anyone to identify the source. For example, identifiers like name, date of birth, email addresses, or full face photos have been removed.]  [13:  Anonymous data: Unidentified (i.e., personally identifiable information was not collected, or if collected, identifiers were not retained and cannot be retrieved); information or materials (e.g., data or specimens) that cannot be linked directly or indirectly by anyone to their source.] 

