
 
*Only applicable if the additional 21 CFR Part 11 software upgrade has been purchased 

 

 

 

Overview 

ORFLO provides a user-performed Installation and Operation Qualification (IQOQ) Protocol to verify that the Moxi GO II or Moxi V is 
installed and functioning properly on-site. This additional purchase option is often needed by labs requiring GLP, GMP, or ISO standards. 
The package comes with official documentation that can be filled out, signed, and stored for verification of system results. 

For Use With: 

 Moxi GO II 

 Moxi V 
 

What Is Included 

IQOQ Manual  

 Protocol for the IQ/OQ test procedure to be performed by dedicated customer testing specialist (DCTS). 

 Additional tests for validating the operation of the 21 CFR Part 11-compliant “Secure Mode” is available. 
 

Certification paperwork to be filled out and signed by the user. 
 
System check beads for instrument validation testing. 

 Moxi GO II: MXA026 (System Check Beads, Green Channel) + MXA028 (System Check Beads, Red Channel) 

 Moxi V: MXA028 (System Check Beads, Red Channel)
 

Protocol  

The protocol takes the user through a variety of checks that include: 

Environmental conditions verification 

 Ensure the instrument is set up in a location optimal for success. 
 

Instrument damage inspection 

 Verify that no damage has occurred to the instrument. 
 

Instrument installation 

 Check that the instrument has been set up appropriately and that all settings are correct. 
 

Internal system check 

 Use a variety of built-in applications to confirm that all internal components of the instrument are functioning properly. 
 

Counting and fluorescence performance verification 

 Perform multiple tests using the provided system check beads and verification procedure document to make sure the 
instrument is recording accurate counts and fluorescence readings. 

 Check system for proper manipulation, saving, and recalling of test data. 
 

21 CFR Part 11 Secure Mode setup and/or operation confirmation* 

 Verify that Secure Mode has been properly activated and that all additional features provided with Secure Mode are 
functioning properly. 

IQOQ Validation Package 

Tech Tip 


