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OBJECTIVE:

To define the usual practice for saving electronic study documents within the IRB-HSR office. 
PROCEDURE:

1. Any electronic documents should be stored using the following naming nomenclature. 
· IRB-HSR #, Document Type, Version Date

The following documents type names should be used: 

IRB Protocol

Non- IRB Protocol (may use names that are more specific as applicable:  Sponsor's Protocol, CTEP Protocol etc)

Adult Consent
Parental Permission Consent 
Adult/ Parental Permission Consent

Assent

Addendum (include any additional info to describe the purpose of the addendum)

Investigator's Brochure

DOCUMENTATION: NA
REFERENCES:NA

