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(a) (1) Submitter's name, address Contact Person
Bionostics, Inc. Randy Byrd
7 Jackson Road VP, Chief Technical Officer
Devens, MA 01434 (978) 772-7070 x 272

Date of preparation of this summary: 15 August 2011

(2) Device trade or proprietary name: Glucose Meter-Check Control for AgaMatrix

Device common or usual name or classification name:

AJX Single (Specified) Analyte Control, All Types, Assayed and Unassayed

REGULATION MEDICAL REGULATION
-SPECIALTY NUMBER. CLASS REGULATION IDESCRIPTION
Chemistry 862.1660 11 Glucose Control

1. Substantial Equivalence
Glucose Meter-Check Control Solution for AgaMatrix substantially equivalent in function,
safety and efficacy to currently marketed devices for the same intended use as shown in
the following tables:

Characteristic Predicate Device Modified Device
Name: WaveSense Control Solution Glucose Meter-Check Control

Solution for AgaMatrix
510(k), Date: K052762, Jan 23 2006

Number of levels: 2, typical fasting glucose and 1, typical fasting glucose
high, elevated blood glucose

Target ranges: 111-169 and 298-448 mg/dL 105-158 mg/dL
Analytes: glucose glucose

Container: 6 ml IDPE vial with dispensing 6 mL LDPE vial with dispensing tip
tip and cap and cap

Fill volume: 4 ml 4 ml
Color: blue blue

Matrix: Buffered, aqueous solution of 0- Buffered, aqueous solution of D-
Glucose, viscosity modifier, Glucose, viscosity modifier,
preservatives and other, non- preservatives and other, non-
reactive ingredients. reactive ingredients.

Brands: WaveSense Glucose Meter-Check

This summary of safety and effectiveness is submitted in accord ance with the requi rem ents of SMDA 1990 and 21 CPA 807.92.
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11. Description of the new device
Glucose Meter-Check Control Solution for AgaMatrix is a buffered aqueous solution with
glucose containing no ingredients .of biological origin, or in concentrations qualifying as a
controlled product under the Controlled Products Regulation. The Glucose Meter-Check
Control Solution is formulated fdr optimal performance on AgaMatrix glucose meters
utilizing the WaveSense family of test strips.

(a) (1) Intended use of the device
The Glucose Meter-Check Control Solution for AgaMatrix is intended for use to verify the
performance and correct operation of the AgaMatrix blood glucose monitoring test
systems utilizing the WaveSense family of blood glucose test strips. Glucose Meter-Check
Control Solution for AgaMatrix is intended for use by healthcare professionals and people
with diabetes mellitus at home.

(a) (2) Technological characteristics of the device.
This material consists of viscosity-adjusted, aqueous glucose control solution prepared
with a single concentration of D-glucose with recovery on the test systems in the range
typically considered normal, fasting glucose for a non-diabetic person. This solution has
been optimized to simulate the response of whole blood on the blood glucose test
systems manufactured by AgaMatrix and utilizing the WaveSense family of blood glucose
test strips. The solution contains no hazardous, human or animal derived components.

(b) (1) Summary of non-clinical tests submitted with the premarket notification for the device.

Tests were conducted to verify specific performance requirements:
a) Closed bottle stability (Shelf-life)
b) Stability after opening (Use-life)
c) Transport Stability
d) Test response

(b) (2) Summary of clinical tests submitted with the premarket notification for the device.
N/A

(b) (3) Conclusions drawn from the clinical and non-clinical trials.
Comparison of technological characteristics, formulation and intended use to predicate
devices listed in this summary support the claim of substantial equivalence.
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c/o Ni r. Rand Byv
Chief Technical Oficer SEP1
7.Jackson Road
Devens. MA 0 1434

Re: kI 12356
Trade Name: Glucose Meter-Checck Control SoIlut1i o A'alMatii
[(el-'LIat ion IN tmber: 21 CFR. 862. 1660
Reaulation Name: Gtialitvcrl ,VCILO material
Regulatory Class: Class L reserved
Product Codes: UIX
Dated: A Ugust IS: 201 1
ReceivedI: AuguLst 16, 201f

Dear IMr. Byrd.,

\We have lriewed VOW SCti l01 510(k) preniarket roichlication of inten to market the
devi ce i- erenced above' and have Cleterm melId the dev\i(c is stIbstttntialb lv qivale (211 (or the
indications for1 tise Statedl in the einclosure) to leg-ally marketed predlicate devices marketed
inl inter-state commlerce prior to Mlay 28, 1976, the enactment dlate of the iMedical [Device
Amendmvents, or to devices that have been rec Iassillied in accordance with the provisions of'
the Federal Food. Dr11g, anti Cos me tic Act (Act) that dlo nIot reqtli re ap pioval of a prem~a rket
a ppro valI appli cation (IM iA). Y out may. thec lb mc. ma ike I the Cle vice, stibjCt to the general
contro Is provisions of the Act. Th"e Cgenercal coMitO IS pl\rSiOilS of the Act Ii cILtide
requir'eents for' anutr-al regListration. listingL of devices. good IllafltihictillgM practice.

ibin;and prohibitionls aglainst misbranding and adUltei-aticnl.

Ifyour. device is classified (see albove) into eithert class I I (Special Controls) or class Ill
(PM\,A). it may be subjtt C to such add it iona ltoMI-Os. "Xi stingQ major- regulations affecting
your device can be found~ inl Title 2 1I. Code of' Federal Regulations (CF7R). PartLs 800 to 895.
Ill addition. FIDA may p 1Jublish ftLirther annotincements concernaing( Yourl deCVICe inl the
Federal Register,

[Please be advised that FDA's issuance oI' a S~ibstanti al equi\7~a lelnce determinatioin does not
mean that FDA has made a dleterminlationl that \1'our dev\ice COmpIIieS with other'
requliremenlts of the Act or any Federal statutes antCI recti1.lationIs administered by other
Federal agencies. YOUi must comIpIl wvith all the Act's requ-irements, ne hi~ding-, but not
li mi ted to: registration and li sting (2 I C FR Part 807); labeling (21 IT Parts 801 and 809);
m ed ical device report in g (reportig of medical dev ice-tealcate ad verse events) (21I C FR
803); and good mant11IL1 fIcIur-' pmtice req i reileilts as set forth inl the quality sy:stemIs (QS)
regu Llationl (21 CF-R Part 820)
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If you desire specific advice for your device 01] our labeling regul.1ation (2 1 CER Part 801), please contact the
Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (21 CER Part 807.97). For
questions regarding postmnarket surveillance, please contact CDRHJ's Office of Surveillance and Biomnetric's
(OSB's) Division of Postmnarker Surveillance at (301) 796-5760, For questions regarding the reporting of
adverse events under the MDR regulation (21 CER Part 803), please go'io
littp://w %wfda.eov,/MecdicailDe\vices/Safetvf/ReoortaProbleni/defauIIltTmI for- the CDRH 's Office of
Surveillance and Biomietrics/'Division of Postmnarket Surveillance.

YO U ma y obtain other generalI ii]fo;-nat ion on your responsi b ilities under the Act fronm the Div~is ion of Sm all
Manufaeturers, International and Con~sumler Assistance at its toll-fice number (800) 638-2041 or ( 301 ) 796-
5680 or at its Internet address littp://\kwwv.fca.eo\v[edicaDcvices/ResouiicesforYou/lnidustrv/default.1ttmi

Sincerely yours,

Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of lit Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number: KIj9"3 $_4:
Device Name: Glucose Meter-CheckO Control Solution for AgaMatrix

Indications for Use: The.Glucose Meter-Check Control Solution for
AgaMatrix is intended for use to verify the
performance and correct operation of the AgaMatrix
blood glucose monitoring test systems utilizing the
WaveSense family of blood glucose test strips.
Glucose Meter-Check Control Solution for AgaMatrix
is intended for use by healthcare professionals and
people with diabetes mellitus at home.

For In Vitro Diagnostic Use

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

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

Concurrent of CDRH, Office of Device Evaluation (OIVO)

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