

INSTRUCTIONS:

· The purpose of this document is to provide guidance concerning what information should be provided to the IRB for studies including secondary research being conducted on data or biospecimens.  
· For information to assist you in determining if your project may be eligible for exempt review,  please refer to HHS guidance on Exemption 4 for secondary research here: https://www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-q-and-a/index.html 
· Note you have the option to either upload this document to the appropriate SmartForm within your eIRB application OR provide this information as a justification response in the space provided. 
· A copy of your data collection sheet is required and should be uploaded into the appropriate section of the Justification SmartForm.
· Please remove all instructions (bulleted, italicized text) from your final version of this document.

PI Name:       
Study Title:        
- Describe the types of research material obtained from living human subjects in the form of specimens, records or data.  

- List the data that will be recorded about the human subjects involved in the project (e.g., admission and discharge dates, diagnoses, medications, etc.). 

- Describe the linkages to subjects and indicate who will have access to subject identities.  Keep in mind that by definition, if the data is code-linked it is not de-identified.  De-identified means that there are no codes or identifiers and no possible way to link the data back to the subject.
- Provide information about how the specimens, records or data will be collected and where the data currently exist (e.g. patient chart, previous study, etc.).
- List any collaborating sites where human subjects research will be performed and describe the role of those sites in performing the proposed research.  If data will be sent or received outside of MUSC, describe how the data will be transferred and whether the data will contain identifiers.
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