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1.0 Submitted By:

Nancy Nadler
Director, Regulatory Affairs
Beckman Coulter, Inc.
11800 SW 147 Avenue. M/C: 3 1-B306
Miami. Florida 33 196-2500
Telephone: (305) 380-4191SE 18
FAX: (305) 380-3618 SE 0213

2.0 Date Submitted:

February 13, 2013

3.0 Device Name -Classification

NaviosTM Flow Cytometer with Navios tetra software and Navios software (off-
line software package) - Automated Differential Cell Counter. OVE (21 CFR §
864.5220)

Flow-SetM Pro Fluorospheres - Automated Differential Cell Counter, PDX (21
CER § 864.5220)

4.0 Predicate Devices:

Candidate Predicate Manufacturer Docket Number

Navios Flow Cytometer Cytornics FC 500 Beckman K030828
with Navios tetra software with tetraCXP Coulter, Inc.
and Navios software (oft- software

line analysis software)

Flow-Set Prto Flow-Set Beckman K(944751
Fluorospheres Fluorospheres Coulter, Inc.
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5.0 Description:

The Navios Flow Cytometer system is composed of the following components:
* Navios Flow Cytomecter
* Navios tetra Software
* Navios Software (off-line analysis tool)
a Flow-Set Pro Fluorospheres
* CYTO-STAT tetraCHROME reagents
* COULTER IMMUNOPREP Reagent System
* TQ-Prep Workstation (Accessory for Sample Preparation)
* PrepPlusTM 2 Workstation (Accessory for Sample Preparation)

The Navios Flow Cytomneter uses flow cytometric principles to determine
qualitative and quantitative measurements of biological and physical properties of
cells and other particles. These properties are measured when the cells pass
through the laser beam(s) in single file.

The Navios tetra software is an optional locked algorithm application plug-in that
is designed for the Navios flow cytomieter. It provides automated analysis and
results for tetraCHROME reagents; this application cannot be modified by the
user.

The Navios Flow Cytometry System also offers an optional standalone offline
software package, Navios software, which may be installed on an independent
Computer workstation for off-line analysis of listmode files generated by the
Navios Flow Cytometer with tetraCHROME reagents and Navios tetra software
according to the product labeling.

CYTO-STAT tetraCHROME CD45-FITC/CD4-RD I/CDS-ECD/CD3-PC5
reagent provides identification and enumeration of CD3+CD44, CD3+CDS+, and
CD3+ lymphocyte percentages and absolute counts in peripheral whole blood.
CYTO-STAT tetraCHROME CD45-FITC/CD56-RDI/CD1I9-ECD/CD3-PC5
reagent provides identification and enumeration of CD3+, CDI9+ and CD3-
CD56+ lymphocyte percentages and absolute counts in peripheral whole blood.

Flow-Set Pro Fluorospheres is a Suspension of' fluorospheres with uniform and
stable size and fluorescence intensity. The stability of' these product parameters
allows for the standardization of light scatter and fluorescence intensity
instrument settings.

The COULTER ImmunoPrep Reagent System is comprised of 3 ready-to-use
reagents: Reagent A lyses the red blood cells, Reagent B buffers the solution and
stops the lysing Process, and Reagent C fixes the cells. This reagent system
provides a rapid, no-wash, standardized, whole blood lysing solution for sample
to sample, and laboratory to laboratory reproducibility.
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The INavios Flow Cytomneter uses sample preparation devices as part of the overall
workflow system. The COULTER TQ-Prep Workstation is used with the
COULTER ImmunoPrep Reagent System to prepare leukocytes fromn whole
blood for quantitative inmmnoflorescence measurements on flow cytometers.
The COULTER PrepPlus 2 is a inicroprocessor-control led pipetting and diluting
system, designed for automating sample preparation or assay methods. It is
capable of aspirating and dispensing liquid samples.

6.0 Intended Use:

Navios Flow Cytometer
The Navios Flow Cytometer is intended for use as an in vitro diagnostic device
for immuLnophenotyping. It can be used in conjunction with the f'ollowing
monoclonal antibody reagents and software package:

"CYTO-STAT tetraCHROM E CD45-FITC/CD4-RD I/CD8-ECD/CD3-
PC5 and CYTrO-STAT tetraCHROME CD45-FITC/CDS6-RDI/CDI9-
ECD/CD3-PC5 monoclonal antibody reagents. These reagents provide
identification and enumeration of CD3+CD4+, CD3±CDS+, CD3+,
CDI9+ and CD3-C1J564 lymphocyte percentages and absolute counts in
peripheral whole blood. Absolute Counts may be determined by the Navios
flow cytometer using Flow-Count Fluorospheres (single platform
technology method) or separate hematology results (dual platform
method). These reagents are indicated for use in the immunologic
assessment of patients having or suspected of having immune deficiency.

"Navios tetra Software for automated analysis and results With CYTrO-
STAT tetraCHROME C1J45-FITC/C04-RDI/CDS-ECD/C03)-PC5 and
CYTO-STAT tetraCHROME CD45-F]ITC/CD56-RDI/CDI9-ECD/C03-
PC5 monoclonal antibody reagents.

Navios Software may be installed on an independent computer workstation for
off-line analysis of listmode files generated by the Navios Flow Cytometer with
the monoclonal antibody reagents and software package listed above. The off-line
analysis must be performed in accordance with the product labeling.

Navios tetra Software
The Navios tetra Software is intended for use as an in vitro diagnostic device for
immunophenotyping with CYTO-STAT tetraCH ROME C1J45-FITC/CD4-RD I/
CD8-ECD/CD3-PC5 and CYTO-STAT tetraCHROME C1345-FITC/CD56-
RIJI/CDI9-ECO/CD3-PC5 monoclonal antibody reagents on the Navios Flow
Cytometer.

It provides automated analysis and results for the identification and enumeration
of CD3+CIJ4+, CD3+CD8+, CD3+, CDI9a- and C03-CD56+ lymphocyte
percentages and absolute counts in peripheral whole blood. Absolute counts may
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be determined by the Navios flow cytorneter using Flow-Count Fluorospheres
(single platform technology method) or separate hematology results (dual
platform method). It is indicated for use in the immunologic assessment of
patients having or suspected of having immune deficiency>

Flow-Set Pro Fluorosnheres
Flow-Set Pro Fluorospheres is a suspension of fluorescent microspheres used as
an aid in standardizing forward scatter, side scatter, and fluorescence detectors
(FL 1-4) on the Cytomnics FC 500 and Navios Flow Cytometers.
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The data in the Prernarket Notification on safety and effectiveness supports a finding of
substantial equivalence to products already in commercial distribution.

This summary of safety and effectiveness is being submitted in accordance with the
requirements of the Safe Medical Device Act of 1990 and the implementing reguilation 2 1
CFR 807.92.

Beckman Coulter, Inc. Volume 005. Page 14 of 14

Navios Flow Cytometer System
510(k) Submission



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

4S Food and Drug Administration
771, 10903 New Hampshire Avenue

Document Control Center- W066-G609
Silver Spring, MD 20993-002

September 18, 2013

BECKMAN COULTER, INC.
C/O MS. NANCY NADLER
11800 S.W. 147 AVENUE
MIS 31-1306
MIAMI, FL 33196-2500

Re: K130373
Trade/Device Name: Navios Flow Cytometer System
Regulation Number: 21 CFR 864.5220
Regulation Name: Automated Differential Cell Counter
Regulatory Class: Class 11
Product Code: OYE, PDX
Dated: August 14, 2013
Received: August 16, 2013

Dear Ms. Nadler:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stared in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability

warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Parr 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (OS) regulation (21 CER Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Ad); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-

free number (800) 638-2041 or (301) 796-7100 or at its Internet address

http://www.fdai.aov/Medical l)eviceS/ReSOurcesforYou/ndustrv/default.htm. Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
http://www.fdat.govMedicaDCvices/Salfetv/Rep~ortaProblcIn/default.htm for the CDRI-Is Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

http2://www.1d~a.ovMedical)evices/ResourcesforYouindustrv/defaulthlli.

Sincerely yours,

R e ena FOIi PS
for Maria M. Chan, Ph.D.

Director
Division of Immunology and Hematology Devices

Office of In Vitro Diagnostics and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 130373

Device Name
NaviosTm Flow Cytometer

Indications for Use (Describe)

The Navios F low Cytometer is intended for use as an in vitro diagnostic device for immunophenotyping. It can be used in conjunction

with the following monoclonal antibody reagents and software package:

-CYTO-STAT tetraCi-ROME CD45-FlTC/CD4-RDI/CD8-ECD/CD3-PC5 and CYTO-STAT tetraCHROME CD4S-FITCICD56-

RD h/CDI9-ECD/CD3-PC5 monoclonal antibody reagents. These reagents provide identification and enumeration of CD3±CD4+.

CD3±CD8-', CDV'-, CDI19+ and CD3-C056± lymphocyte percentages and absolute counts in peripheral whole blood. Absolute

counts may be determined by the Navios flow cytometer using Flow-Count Fluorospheres (single platform technology method) or

separate hematology results (dual platform method). These reagents are indicated for use in the immunologic assessment of patients

having or suspected of having immune deficiency.

-Navios tetra Software for automated analysis and results with CYTO-STAT tetraCHROM/E C045-FITIC/CD4-RD l/CD8-ECD/CD3-

PC5 and CYTO-STAT zetraCHROME CD45-FlTC/CD56-RDIlCDl9-ECD/CD3-PC5 monoclonal antibody reagents.

Navios Software may be installed on an independent computer workstation for off-line analysis of listmode Files generated by the

Navios Flow Cytometer with the monoclonal antibody reagents and software package listed above. The off-line analysis must be

performed in accordance with the product labeling.

Type of Use (Select one or both, as applicable)

SPrescription Use (Part 21 CFR 801 Subpart D) UOver-The-Counter Use (21 CFR 80t Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Sic Luzafl;$\
201 3.O9.18 1:0:oS04'00'

FORM FDA 3881 (6113) 
- sE6' F



510(k) Number (if known)
K 130373

Device Name
NavijosTM tetra Sofware

Indications for Use (Describe)

The Navios tetra Software is intended for use as an in vitro diagnostic device for immunophenotyping with CYTO-STAT

tetraCHROME CD45-FITCICD4-RD IICD8-ECDICD3-PC5 and CYTO-STAT tetraCHROM/E CD45-FITCCD56-l /CD1I9-ECD!

CD3-PC5 monoclonal antibody reagents on the Navios Flow Cytorneter.

It provides automated analysis and results for the identification and enumeration of CD3+CD4+, CD3±CDS+, CD3+, C01 9+ and

CD3-CD56 - lymphocyte percentages and absolute counts in peripheral whole blood. Absolute counts may be determined by the

Navios flow cytometer using Flow-Count Fluorospheres (single platform technology method) or separate hematology results (dual

platform method). It is indicated for use in the immunologic assessment of patients having or suspected of having immune deficiency.

Type of Use (Select one or both, as applicable)

R Prescription Use (Part 21 CER 801 Subpart D) flOver-The-Counter Use (21 CFR 80% Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Conurrnceof ener or evies ndFOR.FDA USE ONLY,
Concrrece f CnterforDevcesandRadiological Health (CORH) (Signature)

Sic Lung E~a~n
2013.0911g~ M\-0O34'~00'

FORM FDA 3881 (6113) 
E 0 J-4 F



510(k) Number (if known)
K 1303 73

Device Name
FIOWSCtM Pro Fluorospheres

Indications for Use (Describe)

Flow-Set Pro Fluorospheres is a suspension of fluorescent microspheres used as an aid in standardizing forward scatter, side scatter,
and fluorescence detectors (FLI -4) on the Cytomics FC 500 and Navios Flow Cytometers.

Type of Use (Select one or both, as applicable)

N~ Prescription Use (Part 21 CFR 801 Subpart 0) E Over-The-Counter Use (21 CFR 80 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FQR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Sic LungjGhanitS)
2013.091l8tl00 2:48 -04'00'

FORM FDA 3881 (6/13) .. X~ INi,o ,p4l 1OiI44t1JO EF


