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OBJECTIVE:

The objective of this administrative guidance is to describe the QC processes for scanned files including but not limited to exempt, coded and non-engaged protocols. 
GENERAL DESCRIPTION;  ( use if applicable) 
Certain types of files will be scanned and kept electronically (see AG 2-11 for additional information).  Quality control must be done on the scanned files to meet the requirements of VA Code 42.1-85.  
PROCEDURE:

1. On a yearly basis, go into the documents found under IRB/IRB-HSR/ Current Protocols and Consents and open the oldest stored file under each of the following files:

a. Approved Exempt Applications
b. Approved Coded Applications

c. Approved Non- Engaged Applications

2. Confirm the files can still be opened using the current version of computer programs.  
3. One complete file scanned in the last year will also be reviewed to verify the documents are readable and complete. 

DOCUMENTATION:

Documentation of this QC process will be done in the IRB-HSR QC files. 
REFERENCES:

AG 2-11
VA Code 42.1-85

