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7.0 510(k) Summary 
Date Prepared 

 
August 9, 2021 

 
510(k) Owner 

 
Immucor, Inc. 
3130 Gateway Drive 
Norcross, Georgia 30071 
Establishment Registration Number: 1034569 

 
Contact Information 

 
Name of Contact: Howard Yorek | Senior Director, Regulatory Affairs 
Phone Number: 470-428-5362 
Fax Number: 770-242-8930 

 
Device Name 

 
Trade/Device Name: NEO Iris® Galileo NEO® 

Common Name: Automated Blood Bank Analyzer Automated Blood Bank Analyzer 
Classification Name: Automated blood grouping and antibody 

test system 
Automated blood grouping and 
antibody test system 

Unique Device Identifier (UDI): 10888234002321 10888234001041 
 

Device Class 
 

Trade/Device Name: NEO Iris® Galileo NEO® 

Regulatory Class: II II 
Product Code: KSZ KSZ 
Regulation Number: 21CFR§864.9175 21CFR§864.9175 
Classification Advisory Committee: Hematology Hematology 
Review Advisory Committee: Hematology Hematology 

 

Predicate Device Information 
 

Trade/Device Name: NEO Iris® Galileo NEO® 

Clearance: BK210560 BK210562 
Date Cleared: April 12, 2021 April 12, 2021 

 

Device Descriptions 
 

The NEO Iris and Galileo NEO are robotic instruments programmed to move microplates, liquid 
reagent fluids, and blood sample fluids to different bays and processing areas for a given assay 
in the correct sequence, such as incubator bays, the microplate washing station, the centrifuge, 
and the reader. The plate reader uses CMOS cameras to capture an image of the microplate 
from underneath. The software calculates a reaction value for each well based on a multi-feature 
image analysis. The software algorithm then assigns a result and interpretation to the wells 
based on predefined criteria associated with the calculated reaction value. The NEO Iris and 
Galileo NEO use software to drive instrument mechanics and data processing. The operator 
uses hardware in combination with the software to operate and maintain the instrument. All of 
NEO Iris's and Galileo NEO’s functions are fully automated, including: sample and reagent 
handling, pipetting, incubation, washing, shaking, centrifugation, reading and interpretation of 
results. Automated process controls and error detection mechanisms significantly reduce or 
eliminate opportunities for user error and invalidate suspect results. 



Traditional 510(k) Premarket Notification 

Modification to NEO Iris and Galileo NEO 
Addition of Jka/Jkb Phenotype Assays 

 

 

 
Intended Use 

 
The intended use of the modified devices, as described in the labeling has not changed as a 
result of the modifications. 

 
NEO Iris: 

 
The NEO Iris is a microprocessor-controlled instrument to fully automate immunohematology 
in vitro diagnostic testing of human blood. The NEO Iris automates test processing, result 
interpretation and data management functions. The NEO Iris is designed to automate standard 
immunohematology assays using a microplate-based platform. Assays include ABO grouping 
and Rh (D) typing, detection/identification of IgG red blood cell antibodies, compatibility testing, 
red blood cell phenotyping and antigen screening. 

 
The NEO Iris is for in vitro diagnostic use. 

 
Galileo NEO: 

 
The Galileo NEO Iris is a microprocessor-controlled instrument to fully automate 
immunohematology in vitro diagnostic testing of human blood. The NEO Iris automates test 
processing, result interpretation and data management functions. The NEO Iris is designed to 
automate standard immunohematology assays using a microplate-based platform. Assays 
include ABO grouping and Rh (D) typing, detection/identification of IgG red blood cell 
antibodies, compatibility testing, red blood cell phenotyping and antigen screening. 

 
The Galileo NEO is for in vitro diagnostic use. 








