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Summary of Safety and Effectiveness
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1.0 Submitter

Blo-Rad Laboratories
9500 Jeronimo Road, E147D
Irvine, California 92618-2017 1E1 D
Telephone: (949) 598-1200
Fax: (949) 598-1557

Contact Person

Suzanne S. Parsons
Regulatory Affairs Specialist
Telephone: (949) 598-1467

Date of Summary Preparation

September 10, 2010

2.0 Device Identification

Product Trade Name: Liquid Assayed Multiqual

Common Name:- Multi-Analyte Controls, (Assayed and unassayed)

Classifications: Class I

Product Code: JJY

Regulation Number: 21 CFR 862.1660

3.0 Device to Which Substantial Equivalence is Claimed

Liquid Assayed Multiqual
Bio-Rad Laboratories
Irvine, California

510 (k) Number: K043208

4.0 Description of Device

Liquid Assayed Multiqual is prepared from human serum to which purified biochemical
material (tissue extracts of human and animal origin), chemicals, drugs, preservatives,
and stabilizers have been added.

5.0 Intended Use

Liquid Assayed Multiqual 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.
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6.0 Comnarison of the new device with the Predicate Device

Liquid Assayed Muitiqual claims substantial equivalence to the Liquid Assayed Multiqual
currently in commercial distribution (K043208). Both of these controls are liquid human
serum base with identical formulation. Table 1 (below) contains comparison information of
similarities and differences between the new and predicate device to which substantial
equivalence is claimed.
Table 1. Similarities and Differences between new and predicate device.

Blo-Rad Laboratories Blo-Rad Laboratories

Characteristics Liquid Assayed Multiqual Liquid Assayed Multiqual
___________ ~~~~~~~~(New Device) T(Predicate Device K428

Sinellaurlties
Liquid Assayed Mulflqual is Intended for use as; ant assaye quality Liquid Assayed NMultiqual is intended for use as a, assayed quality

Intended Use control serum to monitorthe precision of laboratory testing Procedures for sontrol serum to menitor the peciin of laboratory tesing procedures Ion
_________________ the natyles listed In this package ksert. [he analyte histed in this packagei!msen,

Forms Luquid Liquidd

Matrix Humanserum based Human serum based

Differences

Storage (Unopened) Uil ezpkaron date at -20tC to S50t Untilexpiration date at -20-C to -70tC
Thawedand 30 days at 2 to 8&C, with the following exceptions Dirc Bitirubm n 30 days at 2 to BAC, with Ohe folloing exceptions: Direct Bikrubi 1 I

days TrglyeriesHOL Chlinstease Phsphrus7 days. Total days. Triglycerides, HDL, Phosphorus 7 days, Total Biliuin and Direct
Unopened Claim. diiuhnans, Dir ecgl Biles, H n valiues my ecrae, Alkplnoru hs pht 2 ilibin values may decrease, Alkaline Phosphataise acivt may rise,

civirubi mand DirectSlrbnvle a eresAkln hshts The contol must be stored frozen when using AST methods without
activity may rise. ~~~~~~~~pyrdoxal-6 phosphate.

Thawed and Opened 5 days at 210o B-C. Nota CO, values may gradually decease on-board 14 days at 2 to AtC, with the following exception: Direct Bilirubinthe Sarieses Dimension Vista, following product sanpling into Ole adiquot Tritlycerides. HDt. Phosphorus will be stable for 7 days, LAP
Claim Date ifallowed to stand fran exeded dinre period. Arylamidass will be stable for 3 days.

FrznAliquot None AST/SOOT, Direct gilirutin, HOE, Phosphorus. LOL, Triglycerides. LAP
Frozen ~~~~~~~~~~~~~~~~~~~~~~Arylanidaso 14 days in amber vials at -20 to -70tC

Fill Volume 2.5Sul- 3 ml-
Analyts Contains: Contains:

Acetanmrohoden ron Acetarninoluen Iiron
A)Dha-I-Anlipin lronunroalotoulin A loAi Alpha-l.Andbipsin Immunoiotobulin AfoAt
ADoliconrotei A- mmunroolobuli,, G IIQO) cHRDH Imniunoolobulin i C faG
Anolipmnootin B Immunroolotburla M (lam) A~olipoorotein A-I Imnunoglobulin M htMl
Albumin T180 Ancienbroftimn TIRC
Alkaline Phosohatase (ALP) Lactate (Lactic Adid) Alkaflne Phosphatese (ALP) UIBC
ALTISGPT [OH ALT/SGPT Lactate Lactic Acid)
Amiya lijoa Anici LOH
AST/SGOT Lithium nyilme, LAP Anv~amidass
Biliwbn Direct Macinnesum Anwyotae Pancreatic Upose,
Biliwr Totl Pherobarbital ASTISGOT Lithium
03 Conmatement Phanvicin Acid Phosphl~aase Magnesium
C4 Compltement Phosrhorus Albiumin Osmolait
Cerulardasmin Potassium Bilubnt. Direct Ph&Wkohubrtal
Calcium. Total Pneatborrin Bilirunj Neonatal Phientin
C~arbanazein protein. Total Siruibn Totle Phosorcijods
Carbon Dioxide (002) Salictiate 03 Complement Phosphorus
Chloride Sodium 04 Cnompemnent Potassium
HOE is Total Cerudordasmin Prealtiurrn
LDL T3 UotakerT-Uptake Coh~inesterase PAP
Cholesterol, Total T4 Tota Clcium Ionized Proein ERectronhoresis
Pseudlichorinesterame T4 Free Cooper Protein, Total
Creajbr Thenoblivine Calcium, Totld Saficyate
Creatire inose (CI<) TSH Ctrbtanmaeplone Sodium
Doioxir Tobhramycin Carbon Dioxide 1C02) 73 Free
Ethanol Transfenin Chloride 13 Total
Ferritin Triglycerides, HIID 73 lUptakerr-Ugtalne
GIST Urea Nitogen (BUN) UDL T4 Total
Centarricn Uric Acid Qidlesto, Total T4 Free
Glucose Vfleoic Acid CI<-MB lsoenvne Thweohlivfne
Hsojoplobin Vitamin 812 Cortset TSH

Crearanine Toleramyncin
Creartne Kinase (CK) Traurefarrin

Doe Not Contain: Fenitin Trigllyceides
aHlBDH Globulin Ethaeol Ure
Arrkacin UIBC Dioxit Urea Nitrogen (BUN)O
"mnye, Pancreatic LAP Miyamidase, GOT Uric Acid

Acid Phospihalase Osniot Gentarmicin Valroic Acdd
Blillrubri, Neonatal Ptrospholilods Globutin Vitamin B12
Calcium, Ionized PAP Glucosse Zinc
Copper Protein EIKlerphorsis Haploglotbi
OK-Mg Iscoemazyrne Urea
Corlisot Zi c_ _ _ __ _ _ _ _ __ __;_ __ _ _ _
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7.0 Statement of Supobrting Data

Stability studies have been performed to determine the open vial stability and shelf life
for the Liquid Assayed Multiqual. Product claims are as follows:

7.1 Open vial 5 days at 2 to 80C
7.2 Thawed and Unopened: 30 days at 2 to 80C, with the following

exceptions: Direct Bilirubin 11 days,
Triglycerides, HOL, Cholinesterase, Phosphorus
7 days. Total Bilirubin and Direct Bilirubin values
may decrease, Alkaline Phosphatase activity
may rise.

7.3 Shelf Life Stability 3 Years at -.2000 to -50CC

7.4 Assignment of Values The assigned values were derived from replicate
analyses and are specific for each lot of product.
The tests listed were performed by the
manufacturer and/or independent laboratories
using manufacturer supported reagents and a
representative sampling of the product lot.
Assigned values are presented as means and
±3SD ranges.

8.0 Conclusion

Liquid Assayed Multiqual (new device) is intended to be used for the same purposes as
the predicate device, it has the same human serum matrix and performs similarly as the
predicate device.

All supporting data is retained on file at Bio-Rad Laboratories.
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Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-0609
Silvor Spring, MD 20993-0002

Bio-Rad Diagnostics Group
c/o Suzanne Parsons
Regulatory A-ffairs/QA/OC Manager

9500 Jeronimo Road .SEP 1 4 2010
Irvine, CA 92618-2017, USA

Re: k100727
Trade/Device Name: Liquid Assayed Multiqual
Regulation Number: 21 CFR 862.1660
Regulation Name: Quality Control Material (Assayed and Unassayed)
Regulatory Class: Class 1, reserved
Product Code: JJY
Dated: August 27, 20 10
Received: September 3, 2010

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 premark et 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 is classified (see above) into either class II (Special 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 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); and good manufacturing practice requirements as set

forth in the quality systems (OS) regulation (21 CFR Part 820).

This letter will allow you to begin marketing your device as described in your Section 5 10(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.
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If you desire specific advice for your device on our labeling regulation (21 CFR Parts 801 and
809), please contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (30)O1) 796-
5450. Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR Part 807.97). For questions regarding the reporting of adverse events under
the MDR regulation (21 CFR Part 803), please go to
http ://www.fdajkov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH 's 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) 796-71 00 or at its Internet address
lhttp://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Co eyHrePh.D.
Director
Division of Chemistry and Toxicology
bffice of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



Indications for Use Form

510(k) Number (if known): K100727

Device Name: Liquid Assayed Mlultiqual

.Indications for Use: Liquid Assayed Multiqual is intended for use as an
assayed quality control serum to monitor the precisionof laboratory testing procedures for the analytes; listed
in this package insert.

Prescription Use X Over-The-Counter Use ___(Part 21 CFR 801§Subpart D) AND/OR (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k)__bc ~o-nfl
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