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51 0(k) Summary

Liquichek immunoassay Premnium, Control

1.0 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 t 5
Telephone: (949) 598-1467 75 1

Date of Summary Preparation

October 17, 2013

2.0 Device Identification

Product Trade Name: Liquichek Immnunoassay Premium Control
Common Name: Muiti-Analyte Controls, All Kinds (Assayed)
Classifications: Class 1, Reserved
Product Code: JJY
Regulation Number: 21 CFR 862.1660

3.0 Device to Which Substantial Equivalence Is Claimed

Liquichek immunoassay Plus Control
Rio-Red Laboratories
Irvine, California

510 (k) Number: K001373

4.0 Description of Device

Liqulchek Immunoassay Premium Control Is prepared from human serum with added
constituents of human and animal origin, chemicals, -therapeutic drugs, stabilizers and
preservatives. 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 Hepatitis 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 there are no approved tests.
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5.0 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. Data from Unltyw
Interlaboratory Program are Included In the determination of some ranges. The tests
listed were performned 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 time and between laboratories may be caused by
differences in laboratory technique, Instrumentation and meagenta, or by manufacturer
test method modifications.

6.0 intended 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 this package Insert.

7.0 Comparison of the new device with the Predicate Device

Liquichek Immunoassay Premium Control claims substantial equivalence to the Liquichek
Immunoassay Pius Control currently in commercial distribution (KO0l 373). Table 1
(below) contains comparison Information of similarities and differences between the new
and predicate device to which substantial equivalence is claimed.

Table 1. Slm~Iarlies anid Differences between new and re~dkcale device.
Characteristics Liquichelk Immunoassay Premium Control Liquichok Immunoassay Plus Control

(Noew Device) (Predicate Device, K001373)
Similarities

Intended Use Liquichek immunoasay Premium Control Is Uiquichek Immunoassay Plus Control Is Intended
intended for use as an assayed quality control for use as an assayed quality control serum to2
serum to monitor the precision of laboratory testing monitor the precision of laboratory testing
procedures for the analytes listed In this package procedures for the analytes listed In this package

___________ Insert. Insert.
Matrix Human Serum Human Seruim
Form Liquid Liquid

Storage unopened -20oC to -700C until expiration date -20oC to -700C until expiration date
_(Shelf lifoJ_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

IDifferences;
Fill Volume Trleve, Level, 2 and 3- 6x 5mL Level ,2 and 3-12 xs5mL

Trilevel MiniPak - 3Sx 5 ml. Trilvol iniPak 3x 5 mL
Thawed Opened 14 days at 2 to 80C 14 days at 2C to 8 OCStability Palate: 4 days at 2to 80C Except _Folate: 4_daypa2to 80C

Except Estradiol: 5 days at 2 to 80C _____ Estradil 5 day at 2 to 80C
Free PSk- 7fdays at 2 to 80C
Vitamin D: 9 days at 2 to 80C

____Total -PSA: 13 iy~t 2oSc___________________
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Thawed Unopened 28 days at 2 to 80C _ ____ 30dys at2 to StCStability Fat:4 days at 2 to M' Folate: 4 days at 2 to 80C
Feat. st-radt iol: 10 days at to 8-C Except Estadol days at 2 to 800

Except Free dlt PSA&Pmiactin: 16 days at 2 to 80C ree PSA, PSAi Proaln: 14 days at

[Total ____________I__8_C 
2 to 80C

Frozen aliquot a_____ 2~y at -20 to -70 C
Analytes Include: Folate, Estradiol, Free PSA, Total No Claim
PSA and Total Vitamin D

Analytas Contains: Contains:
* 2544ydroxy Vitamiln D . PhenylolR, Free . 26-Hydnaxy Vhamn D * fl, Total
* Acetamrinophen * Prlmlone * Acetaminophen . T4, Free
* Acid Phosphatase, * PrOOcalnamide * Adid Phosphatase, * T4, TotalProstatic (PAP) * Progesterone Prostalic (PAP) * Tricylic Anfidepressants
* Alpha Fetomrotsn * PoOCtin . Alpha Fotoprotch, Screen
* Anlkecln . PMoSil Specific Anigen, * Amlkaoln * Testosteronre
* Cefllreo Free * Caffeine . llieophylWrie
* Carbsnaszplne . Prostate Specific Antigen, * Carbanazetane * Tobisemycln
* Carclnoenibryonc Total . Carbarrnezapftie, Free * Thyrod StimulatingAntigen . Ouldine . Cacninmro'o Hormone
* Cortisol * Satiylate Antigen * Thvroiglobulln
* Digoxin . T3 Uptake IT uptake * Coilisol . ThyroxneBlrding
* Disolpyrmide * T3. Free . Cyoloopicrtne Globulin
* DHEA-Sultatv . T3. Total * Digoxdn . Vaiprolo Acid
* Esandclol . T4, Free * Olsopyramide . Vaiproic Acid. Free
* Esdol, Free * T4. Total * 0NEA-Su~Iate . VancoIIytrn

* Elbosuximide . Trlcyvil Anlidepresants . Estrodlol * VitamfiBl 2
* Fernlin Screen * Estflol. Free * Sex Hormone Binding
* Foliate * Testosterone * Elliosuximrids Globulin
* Follicle Stimulating * Theophyllne * Fermin * lVAlofia

Hormone (FSH) * Tobrami Folate Hydroxyprgestrne
* Gentanicki * Thyroid Stlmulrjrng * Folliclea Stimulaln * I -Ooxycotlso

* CG. Total beta -o~n Hormonec (FSH) * Adotrn
* Human Growth, Hormone * Thyroxine Binding Globulin & Gentamlolr * Am!odorone
* mmwnoloiuln A * Veiparole Acid * hCG, Total bet * Amitriptyline
* mmunogloti * Vaproc Acd.Free * Human Gove * Androstenedilone
* lrmunoiglobriiln E * Vanoomycin Hlormon * Anglotensin I
* Immunogtobtiin Mt * Vitamin 812 * mmwnioglobhnA * Anfithyrold Peroxidae"
* Insulin * Sexltrmicnoa rding * mmuioglobouinoG Antbodles
* Lutalrtding Hornm Globulin * Immuioglobulln E * Anflthyrogil
* Licooirie, * Beta-2-M.1uoglobuiuln * lrntigtoburn M anibody
Litum * CA 125 * .i Chloramphonlcol

* N-Acotlprocalnamil * CA 15-3 * Lutolnlzkng Hormone * C-MB tsonero* Phanoberblala * CA 19-S * Udocoine * Dspann
___________________ Lithium * Ohydirooplondrootorono

Does not Contain:* N-Acetyprcalrerrtde * Esimge. Total* 17-Alpha Esfli Total * Nixtrlpt$[~n,,o* Eiil o
ttydroxyprogesterone * RFewlnids Pleroblin * Fecalrilde

* I1-lDeoxyoorttal * Fructsamino Phonrroln * Fruclosamlnote
* Aldoslerone * Human Ctodlonloc * ey~aln, Free * Human ChoDronle
* Amlodlarono Conadlotropin- Beta * Primidoine Gndcloi-Bt
* Anmitriptyllne Subrunit * Procalnamido * Ibularcen
* Anduostenedione, * ltispfoon * Progesteroneo * Lion
* Angiolensin I * Irn * Mroai Imijalnine* Antithyrofid Posxidlaso Imiprarnine * Prostatic Spec4ii * NeijirncinAndtiodies * Notilmictn Anragon, Free

* Antithyroglotailin * Nortilptylne * Prostata Specific * PmlyudHomn
antibody * Proponolol Antigen. Total mom

* Carbarnwzoplno. Free * Porathyrold Hormone - * Qindne * SMatreM
* Cliloramphenilcl MM * Salt$OIC * Testocterone, Fre
* CK-MB lsoontzlme * Sorne!omedr- T 3 Uptakeir Uptke * Total iron Binding
* Cyclosporine * TestosteorM, Free * T3, Free Capacity
* Deuipramine * Total Iran Binding Does not Contain:
* Dehydroeplondrostorone C aacty * Sta-2-Maglioblln * A1 15-3
* Estrogen. Total * Thyroglobulin** A1-
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8.0 Statement of Supporting Data

Accelerated Stability studios 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
follows:

Thawed Opened Stability: 14 days at 2 to 80C (for most anatytos)
Thawed Unopened Stability: 28 days at 2 to 80C (for most analytes)
Frozen Aliquot 28 days at -20C to -700C
Shelf Life Stability: 28 Months at -200C to -70OC (for most analytes)

The acceptance criteria for above studies Is defined as the recovery result on final day
(TFI,,,) being ± 10% of the recovery result of time zero vial (Tz,0 ).

Real-time stability studies are ongoing to support the shelf life of this product.

9.0 Conclusion
Based on the performance characteristics Indicated above, Llquichek immunoassay
Premium Control Is substantially equivalent to the predicate device (K001373).

All supporting data Is retained on file at Bio-Rad Laboratories.
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-Food and 0n4 Adrinsndio,
44 1003 New HampshircAvcnue

BIO-RAD LABORATORIES October 25, 2013
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: JJY
Dated: September 25, 2013
Received: September 26, 2013

Dear Ms. Parsons:

We have reviewed your Section 5 10(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 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 far 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 2 1, 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 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 CER Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 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 Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
httn://www. lda.Lov/Mcdica[Devices/Resourcesror\'ouIndJustr/del',ltjt.hitii. Also, please note
the regulation entitled, "Misbranding by reference to premnarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hII In://www. fid aov/Med iealIfDevi ccs/Sa letvy/Renorta Problemi/defauIt.hltmi for the CDRH's Office
of Surveillance and Biomnet rics/Di vision of Postrnarket Surveillance.

You may obtain other general inforation 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) 796-7lO00or at its Internet address
httn://Avww. li1a.uovMelicaIDevice.s/Resourccsbor)ouIndusi-/lef-ault.iii

Sincerely yours,

Carol CBe'hson -S for

Courtney H-. Lias, Ph.D.
Director
Division of Chemistry and Toxicology Devices
Office of In Vitro Diagnostics

and Radiological Health

EnclosureCenter for Devices~ a'nd Radiological Health



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 / And/Or Over the Counter Use __

(21 CFR PartSOI1 Subpart D) (21 CFR PartBOI1 SubpartC)

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

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

Yung VF~n -S
Division Sign-Off
Office of In Vitro Diagnostics and Radiological Health
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