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Submitter

Bio-Rad Laboratories

9500 Jeronimo Road,

Irvine, California 92618-2017
Telephone: {949) 598-1200
Fax: (949) 598-1557

Contact Person

Suzanne Parsons
Regulatory Affairs Manager
Telaphone: {949) 508-1467

Date of Summag[' Preparation
October 17, 2013

Device Identification

Product Trade Name:
Common Name:
Classlfications:
Product Code:
Regulation Number:

Device to Which Substantial Equivalence is Claimed

510(k} Summary

Liquichek Immunoassay Premlum Control

21 CFR 862.1660

Liquichek Immunoassay Plus Confrol

Blo-Rad Laboratories
Irvine, California

510 (k} Number: K0O1373

Description of Device

orr
_072520’3

Liquichek Immunoassay Premium Conlrol
Muiti-Analyte Controls, All Kinds (Assayed)
Class |, Reserved

Liquichek Immunoassay Premium Control Is prepared from human serum with added
constituents of human and animal origin, chemicals, -therapeutic drugs, stabilizers and

presarvatives. The control is provided in liquid form for convenience.

Each human donor unit used to manufacture this control was tested by FDA accepted
methods and found non-reactive for Hepatitls B Surface Antigen (HBsAg), antibody to
Hepatitis C (HCV) and antibody to HIV-1/HIV-2. This product may also contain other

human source material for which thera are no approved tests.



Bio-Rad Laboratories 510 (k} Summary

Page 2 of 4

Liquichek Immunoassay Premium Control

5.0

6.0

7.0

Value Assignment

The mean values and the corresponding +3SD ranges printed In this Insert were derived
from replicate analyses and are specific for this lot of product. Dala from Unity™
Interlabaratory Program are included In the determination of some ranges. The tests
listed were performed by the manufacturer and/or independent laboratories using
manufacturer supported reagents and a representative sampling of this lot of product. It is
recommended that each laboratory establish its own acceptable ranges and use those
provided only as guides. Laboratory established ranges may vary from those listed during
the life of this control. Variations over ime and between laboratories may be caused by
differences in laboratory technique, Instrumentation and reagents, or by manufacturer
test method modifications. .

Intendad Use

Liguichek Immunoassay Premium Control Is Intended for use as an assayed quality
control serum to monitor the precision of laboratory testing procedures for the analytes
listed in this package insert. :

Comparison _of the new device with the Predicate Device

Liquichek Immunoassay Premium Control claims substantial equivalence to the Liquichek
Immunoassay Plus Confral currently in commercial distribution {K001373). Table 1
(below) contalns comparison Information of similarities and differences between the new

and predicate device to which substantial equivalence is claimed.

Tabla 1. Simllarliles and Diffarences between new and predicate device.

Characteristics

Liquichek Immunoassay Promium Control
{New Devica)

Liguichek Immunoassay Plus Control
(Predicate Device, KOO1373)

Similarities

Intended Use Liquichek Immunoassay Premium Control Is | Liquichek Immunoassay Plus Control Is Intended
intended for use as an assayed quality contral | for use as an assayed quality confrol serum to
sorum to monitor the pracision of laboratery tasting | monltor the precision of laboratory testing
procedures for the analyles listed In this package | procedures for the analytes listod In this package
ingert, insert.

Matrix Human Serum Human Serum

Form Liquid Liquid

Storage unopened
{Shelf life)

-20°C to -70°C until explratlon date

-20°C to -70°C until oxplration date

Differences
Fill Voluma Trilevel, Level 1, 2and 3 -6 x5 mL Leval 1,2and 3- 12 x5mL
Trilevel MiniPak - 3 x 5 mL. Triloval MiniPak - 3 x 5 mL
Thawed Opened 14 days at 2 fo 8°C 14 days at 2°C o 8 °C
Stability

Folate: 4 days at 2 to 8°C

Except ["Esfradlol 5 days at 2 10 8°C

Excapt

Folate: 4 days at 2 ta 8°C

Estradiol: 5§ days at 2 o 8°C

Free PSA: 7 days at 2 to 8°C

Vitamin D: 9 days at 2 to 8°C

Tolal PSA: 13 days at 2 to 8°C
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Thawed Unopened 28 days at 2 to B°C 30 days at 2 to 8°C
Stabllity Folate: 4 days at 2 fo 8°C Folata: 4 days at 2 to 8°C
Estradlol: 10 days at 2 to 8°C Except | Estradiol: 8 days at 2 to 8°C
Excepl |"Froe PSA & Prolactn: 16 days at 2 1o 6°C Fres PSA, PSA, Prolactin: 14 days at
210 8°C
Tatal PSA: 17 days at 2 to 8°C
Frozen allquot 28 days at -20 to -70 °G
Analytes include: Folate, Estradiol, Frae PSA, Total No Claim
PSA and Total Vitamin D
Analytes Contains; Contalns:
s 26-Hydroxy Vitamin D *  Phanytcin, Free ¢ 26-Hydrexy ViEsminD | » T3, Total
. Acetaminophen . Primidone s Acetaminophen * T4, Fraa
. Acld Phogphatage, . Procalnamica . Acld Phogphatase, . T4, Total
Prostatic (PAP) *  Progesterone Prostatlc (PAP} ¢ Trcycls Antidepressants
. Alpha Feloprota!n . Prolactin . Alpha Faloproiein Scraen
. Amikacin . Proslatic Specific Anfigen, | * Amlkazin . Testostarone
. Cailoine free - Caffelne L} Theophylhe
*  Carbamazepine *  Prostate Specific Anligen, | »  Carbamazepine *  Tobmamycin
»  Cartlnoembryonic Towsl »  Carbamazepine, Free | »  Thyrold Stmulating
Antigen . Quintdine *  Carcinosmbryon'c Homone
*  Cortisol . Salicylate Anligen Thyroglobulin
¢ Digoxin * T3 Uptake /T Uptake ¢ Cortisol Thyroxine Binding
+  Disopyramide * T3.Free s  Cyolosporing Globulin
. DHEA-Sulfate . T3, Total . Digoxin . Valprolc Acid
*  Egradiol s  T4,Free *  Disopyramide *  Velprolo Actd, Free
*  Estiol, Froo * T4, Towl »  {HEA-Sulfate & Vancomytin
s Ethosuximide s Tricyclic Anildepressants *  Estradlol ¢  ViamhBi2
. Ferrilin Screan . Estriol, Free . Sex Homona Binding
*  Folate *  Tastoslarone e Ethosuximide Glabulln
+  Follicl Siimulaling *  Theophyline e Femrin ¢ 17-Aloha
Hormone (FSH) *  Tobramwein s  Folate Hydroxyprogestarone
+  Gentamicn +  Thyrold Simulaing +  FolicloSumuiatng | °  }1-Deowycorisal
o hCG, Tonl beta Hormona Hormone {FSH) *  Aldosteronc
*  Human Giowth Hormons | *  Thyroxna Binding Globulln | «  Gantamigin *  Amlodarone
¢ immunoglobulln A *  Valprolc Ackd *  KCG, Toal bsta *  Amitriptylina
*  Immunoglobulin G *  Valprolc Acid, Free *  Human Giowih *  Androstenedione
*  Immunoglobulin E s Vancomycin Hormone *  Anglotenain |
& immunoglobuin M s VitaminB12 s Immunoglobulin A *  Anfithyrold Peroxidase
*  lasuln *  SexHormane Binding *  Immunoglobulin G Anfbadias
. Luteinizing Hormone Globutin . nmunoglobulin B . Anfihyroglobulin
s Llicocalne *  Beta-2-Microglobulin *  |mmunogicbul'n M antibody
e Litthm * CA15 +  Insulin *  Chloramphonicol
*  N-Acatiprocalnamide * Catsa *  Luloinizing Homone | ©  CI°MB Iscenzyma
. CA 188 bd Deslpramlna
* Phenoharbila) ° Lidocgine . Dehydroeplandrostero,
o Phenytoin »  Lithium . Esvoaontom T
Daes not Contain: *  NAcelyiorocaremide | | £ j Total
e 17-Alpha +  Esilo), Tota! *  Nortiphytine e Flecalnde
Hydroxyprogesterone . Flacainide . Pharobarbltal . Fructosaming
¢ 11-Deoxycortisol s Fructosaming *  Phonyioln *  Human Chorlonk:
*  Aldosterone »  Human Chesonlc ¢ Phenyloln, Free Gonadetroptn- Beta
+  Amlodarono Gomdolropin- Beta *  Primidane Subunit
*  Amitriptylina Subunit +*  Procalnamlde s [buprofen
¢ Androstenedions *  |buprofon *  Progesicrons s Iron
«  Anglotensin | * lron »  Prolacln *  [rmipramine
'« Antithyroid Peroxidase *  Imipramine *  Prostatic Specliic s Nelinmlcin
Anfibodies *  Natilmicin Antigen, :reﬂ n *  Propanolol
*  Anttthyroglobulin *  Norlriplyine *  Proslate Speciiic R
antibody " . Pmpa,:::bl Antigen, Tola! T g oM Homnone
s Carbamgzoping, Free s  Parathyrold Hormone - *  Cuinidine *  Somatomed!n-C
¢ Chioramphenkol MM *  Salicyale *  Teslogterons, Froe
s CK-MB isocnzyme *  SomaomedinC ¢ T3Uplake/TUptake | | o Binding
¢ Cyclosporine *  Tesiosteroné, Fron *+  TFres Capachy
*  Desipramine . I_:-al Iron Binding Dces not Contain:
*  Dehydroepiandrostorone paclty
e Fsirogen, Totd o Thyroglobuln . Bate-2-Microglcbulln . CA 1563

. CA 125

CA 199
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Staternent of Supporting Data

Accelerated Stability studies have been performed to predict the Shelf life stability and
real time studies were conducted to establish Thawed (opened and unopened) & Frozen
aliquot claims for Liquichek Immunoassay Premium Control. Product claims are as
foliows:

Thawed Opened Stabllity: 14 days at 2 to 8°C (for mos! analytes)

Thawed Unopened Stabllity: 28 days at 2 to 8°C (for most analytes)

Frozen Aliquot 28 days at -20°C to -70°C

Shelf Life Stability: 28 Months at -20°C to -70°C (for most analytes)

The acceptance criteria for above studies is defined as the recovery result on final day
(Trinai) belng + 10% of the recovery result of time zero vial (Tz,).

Real-time slability studies are ongoing to support the shelf life of this product,
Conclusion

Based on the performance characteristics indicated above, Liquichek immunoassay
Premium Control is substantiaily equivalent to the predicate device (K001373).

All supporting data is retained on file at Bio-Rad Laboratorles.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue

Document Control Center — WO66-G609

Silver Spring, MD 20993-0002
October 25, 2013
BIO-RAD LABORATORIES
c/o Ms. Suzanne Parsons
9500 Jeronimo Rd.
IRVINE CA 92618-2017

Re: K132227 -
Trade/Device Name: Liquichek Immunoassay Premium Control
Regulation Number: 21 CFR 862.1660
Regulation Name: Quality control material (assayed and unassayed)
Regulatory Class: I, reserved
Product Code: ITY
Dated: September 25, 2013
Received: September 26, 2013

Dear Ms. Parsons:

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 stated 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 approva! 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 II (Special Controls) or class III (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 conceming 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 (2]
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050,
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If you desire specific advice for your device on our labeling regulations {21 CFR Parts 801 and
809), please contact the Division of Smail Manufacturers, International and Consumer
Assistance at its toll-frec number {800) 638 2041 ar (301) 796-7100 or at its Internel address
hitp://www.{da.gov/Medical Devices/Resourcesfor Yow/Industry/defauit.him.  Also, plcase note
the regulation cntitled, “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 :

htip:/iwww.fda gov/MedicalDevices/Safety/ReportaProblem/defautt.htm for the CDRHs Office
of Survcillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other gencral 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

hup:/Awww . {da.sov/Medical Devices/ResourcesforY ow/Industry/default. him.

Sincercly yours,

Lo s .
Carol &:'Bénson -S .

Courtney H. Lias, Ph.D.

Director

Division of Chemistry and Toxicology Devices

Office of In Vitro Diagnostics

and Radiological Health

Center for Deviees and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): k132227

Device Name: Liquichek Immunoassay premium Control

Indication for Use:

Liquichek Immunoassay premium Control is intended for use as‘ an assayed quality

control serum to monitor the precision of laboratory testing procedures for the analytes
listed in the package insert.

Prescription Use v And/Or Over the Counter Use .
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

{(PLEASE DO NOT WRITE BELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Yung VIEDH8an -S
Division Sign-Off
Office of In Vitro Diagnostics and Radiological Health

S10(k132227
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