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510(k) Summary for

Berichrom™ Heparin LMW Cahbrator
Berichrom™ Heparin LMW Control 1
Berichrom™ Heparin LMW Control 2

This summary of 510(k) safety and effectiveness information 18 being submutted 1n accordance
with the requirements of SMDA 1990 and 21 CFR 807 92

The asstgned 510(k) number 1s K Og?) ( _g_?

A Manufacturer’s Name, Address, Contact Information, and Date of Preparation

1 Manufacturer
Siemens Healthcare Diagnostics Products GmbH
Emil-von-Behring Str 76
35041 Marburg, Germany

2 Contact Information
Siemens Healthcare Dhagnostics Inc
500 GBC Dnive
Newark, Delaware 19702
Attention Janet Fose, Regulatory Affairs Speciahist
Telephone 302-631-8826, Fax 302-631-6299

3 Preparation Date October 24, 2008

B Name of Device(s)
Benchrom Hepann LMW Calbrator
Benichrom Hepanin LMW Ceontrot 1

Berichrom Hepanin LMW Control 2



Siemens Healthcare Diagnostcs Inc
510(k) Nohfication

Benchrom™ Hepann LMW Calibrator
Benchrom™ Hepann LMW Centrol 1
Benchrom™ Hepann LMW Control 2

€ Regulatory Information.

1 CFR Section(s) 864 5425 - MULTIPURPOSE SYSTEM FOR IN VITRO
COAGULATION STUDIES
2 Classification(s) Class I

3 Classification Panel{s) Hematology (81)
4 Product Code(s) IPA, GIZ, GGC
D Predicate Device(s)
Calibration Plasma EMW Hepanin — K030964
Control Plasma LMW Hepann — K030965
E Device Description(s)

Benchrom Hepann LMW Calibrator

Benchrom Hepanin LMW Calibrator 15 a lyophlilized product containing low molecular
weight (LMW) heparin from porcine intesting and buffered human plasma Each package
contains 6 vials, each vial requires reconstitution with 1 0 mL distilled or detonized water

Benchrom Hepann LMW Control 1

Benchrom Hepann LMW Control 1 is a lyophilized, low level, assayed control contamming
low molecular weight (LMW) heparin from porcime intestine and buffered human plasma
Each package contains 6 vials, each vial requires reconstitution with 1 0 mL distilled or
delomzed water

Bernichrom Hepanin LMW Control 2

Benchrom Hepann LMW Control 2 1s a lyophilized, high level, assayed control contaimning
low molecular weight (LMW) hepann from porcine intesting and buffered human plasma
Each package contains 6 vials, each vial requires reconstitution with 1 0 mL distilled or
detomzed water

F Device Intended Uses

Benchrom Heparn LMW Calibrator

For the cahbration of the Benichrom Heparin assay for measurement of low molecular weight
{LMW) hepann

Benchrom Hepann LMW Contro] 1

For use as a low level assayed control for the quantitative measurement of low molecular
weight (LMW} hepanin with the Benchrom Hepanin assay
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Benchrom™ Hepann LMW Calibrator
Benchrom™ Hepann LMW Control 1
Berichrom™ Hepann LMW Contral 2

H

Benchrom Hepann LMW Control 2

For use as a high level assayed control for the quantitative measurement of low molecular
werght (LMW) hepann with the Berichrom Hepann assay

Substantial Equivalence Information

The Benichrom Hepanin LMW Calibrator, ike the Cahbration Plasma LMW Hepann, 13
intended for the caltbration of low molecular weaght (LMW) hepanin Both the proposed
device and the predicate also share similanties i form, matrix and traceability

The Berichrom Heparin LMW Control 1 and Benchrom Heparin LMW Control 2 are
substantially equivalent to Control Plasma LMW Hepanin The Benichrom Hepann LMW
Control 1 and Benchrom Hepann LMW Control 2 like, the Control Plasma LMW Hepanin
are assayed quahty control matenals and are intended for the measurement of LMW heparin
n the low and high concentration range, respectively Both the proposed devices and the
predicate also share sirmlarities in form, matrix and traceability

Conclusion

Based on the information provided, the proposed devices, the proposed devices are
substantially equivalent to their respective predicate devices
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Senace

Food and Drug Admirustration
2098 Gatther Road
Rockwille MD 20850

Siemens Healthcare Diagnostics, Inc

c/o Ms Janet M Fose JAN $ 6 2009
Regulatory Affairs Specialist

500 GBC Dnive, M/S 514

PO Box 6101

Newark, DE 19714

Re k083159
Trade/Device Name Berichrom Heparin LMW Calibrator
Berichrom Heparin LMW Control 1
Bernichrom Hepann LMW Control 2
Regulation Number 21 CFR 864 5425
Regulation Name Multipurpose System for In Vitro Coagulation Studies
Regulatory Class Class Il
Product Code JPA, GGC, GIZ
Dated October 24, 2008
Recetved October 27, 2008

Dear Ms Fose

v

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device 1s substantially equvalent (for the mdications for
use stated 1n the enclosure) to legally marketed predicate devices marketed in mnterstate commerce
prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that
have been reclassified m 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

If your device 1s classified (see above) mnto erther class IT (Spectal Controls) or class III (PMA), it
may be subject to such additional controls Existing major regulations affecting your device can be
found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895 In addition, FDA may
publish further announcements concerming your device m the Federal Register

Please be advised that FDA’s 1ssuance of a substantial equivalence determination does not mean
that FDA has made a determunation that your device complies with other requirements of the Act or
any Federal statutes and regulations admmstered by other Federal agencies You must comply with
all the Act’s requirements, including, but not mited to registration and listmg (21 CFR Part 807),
labeling (21 CFR Parts 801 and 809), and good manufacturing practice requirements as set forth n
the quality systems (QS) regulation (21 CFR Part 820) Ths letter will allow you to begin



Page 2

marketing your device as described 1n your Section 510(k) premarket notification The FDA finding
of substantial equivalence of your device to a legally marketed predicate device results in a
classification for your device and thus, permits your device to proceed to the market

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (240) 276-0450 Also,
please note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR
Part 807 97) For questions regarding postmarket surveillance, please contact CDRH’s Office of
Surveillance and Biometric’s (OSB’s) Division of Postmarket Surveillance at (240) 276-3474 For
questions regarding the reporting of device adverse events (Medical Device Reporting (MDR)),
please contact the Division of Surveillance Systems at (240) 276-3464 You may obtain other
general information on your responsibilities under the Act from the Drvision of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at 1ts Internet address hitp //www fda gov/cdrh/industry/support/index html

Sincerely yours,

Mana M Chan, Ph D
Acting Division Director
Division of Immunology and Hematology Devices
Office of In Vitro Diagnostic Device Evaluation
" and Safety
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): fco £3 ]

Device Name:
Berichrom Hepann LMW Calibrator

Indications for Use:
Benchrom Hepann LMW Calibrator i1s an in witro diagnostic product used for the
calibration of the Berichrom Hepann assay for measurement of low molecular

weight (LMW) hepann

Prescription Use _ X Over-The-Counter Use

(Part 21 CFR 801 SubpartD)  “P/OR )1 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Congurreljce of CDRH, Office o %ﬂm (ODE)
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Indications for Use

510(k) Number (if known): K¢ LINT

Device Name.
Benchrom Hepann LMW Controt 1

Indications for Use-

Benchrom Heparin LMW Control 1 1s an assayed, low level, quality control
matenal for assessment of precision and analytical bias in the quantitative
determination of low molecular weight (LMW) heparin with the Benichrom Hepann
assay

Over-The-Counter Use
(21 CFR 801 Subpart C)

Prescription Use ___ X
(Part 21 CFR 801 SubpartD) ~ AND/OR

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Conc ce of CDRH, Office %;luahon (ODE)
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Indications for Use

510(k) Number (if known): Ko 31477

Device Name:
Benchrom Hepann LMW Control 2

Indications for Use:

Benchrom Heparin LMW Control 2 1s an assayed, high level, qualty control
matenal for assessment of precision and analytical bias in the quantitative
determination of low molecular weight (LMW) heparin with the Berichrom Hepann
assay

Prescription Use ___ X Over-The-Counter Use

(Part 21 CFR 801 Subpart D)  ANPOR (51 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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