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Date Prepared: September 13, 2011
Trade Names: GAL- IC Blood Glucose Monitoring System

GAL- IC Blood Glucose Test Strips
Contrex Plus III Glucose Control Solution

Classification: Glucose test system, 21 CER 862.1345, Class I1
Single (specified) analyte controls (assayed and unassayed), 21 CFR

_______________862.1660, Class I

Product Codes: CGA, NBW, JJX
Predicate Device: GlucoSure STAR Blood Glucose Monitoring System (k073648)

________________Contrex Plus Glucose Control Solution (100747)

Device Description: The GAL-I C blood glucose meter and GAL-I C test strips used for
testing of blood glucose by self-testers at home with Contrex Plus Ill
Glucose Control Solutions for quality control testing.



5 10(k) Summary (Continued)
Intended Use: The GAL-IC Blood Glucose Monitoring System is intended for the quantitative

measurement of glucose in fresh capillary whole blood samples drawn from the
fingertips, forearm, or palm. Alternative site testing should be performed only
during steady-state (when glucose is not changing rapidly). Testing is done outside
the body (In Vitro diagnostic use). It is indicated for lay use by people with
diabetes, as an aid to monitoring levels in Diabetes Mellitus and should only be used
by a single patient and it should not be shared. It is not indicated for the diagnosis or
screening of diabetes or for neonatal use.

The GAL-IC Blood Glucose Test Strips are to be used with the GAL-IC Blood
Glucose Meter to quantitatively measure glucose in capillary whole blood taken
from fingertips, palm, or forearm. Alternative site testing should be performed only
during steady-state (when glucose is not changing rapidly). They are not indicated
for the diagnosis or screening of diabetes or for neonatal use.

The purpose of the control solution test is to validate the performance of the Blood
Glucose Monitoring System using a testing solution with a known range of glucose.
A control test that falls within the acceptable range indicates the user's technique is
appropriate and the test strip and meter are functioning properly.

Comparison of The GAL- IC meter uses the same test algorithm as the predicate meter. The
Technological GAL- IC meter has been modified by changing 4 operating buttons to 3
Characteristics: operating buttons. Meter software has been changed to accommodate the

new autocoding feature. The test strip holder has been modified to allow
automatic detection of the calibration code upon insertion of the test strip.
The test strip chemistry has been slightly modified and the blood collection
chamber has been reduced in volume. The Contrex Plus III Control Solution
includes an added red dye and slightly modified glucose concentrations.

Non-Clinical Testing was conducted as follows: Software verification and validation,
Testing: software integration, linearity, Lo/Hi detection, drop testing, EMC and

Electrical Safety, verification of strip non interchangeabilIity between new and
predicate devices, precision, interferences, minimum sample volume,
altitude, hematocrit, humidity and temperature, control solution qualification,
environmental conditions testing, test strip shelf life and use life, control
solution shelf life and use life, and battery life testing. Disinfection testing
was done to show that the system remained accurate after multiple
disinfections to simulate a life time of disinfection treatments. Evaluation
was done to demonstrate the ability of the selected disinfectant material to
inactive Hepatitis B. Results demonstrate substantial equivalence to the
predicate device meter, test strips, and control solutions.

Clinical Testing An accuracy study was performed with blood testing by healthcare
professionals. A User Performance study was conducted with self-testing at
finger, palm, and forearm sites. A User Study was conducted to evaluate

ease-of-use of the system and ease-of-understanding of the User's Manual.
Results demonstrate substantial equivalence to the predicate system.

Conclusion: Clinical and non-clinical testing demonstrated that the GAL- IC system
perf 'orms in a substantially equivalent manner to that of the predicate system.
We conclude that the GAL-IC meter and GAL-IC test strips are

____________I substantially equivalent to the predicate devices.
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Rec: kl102816
Tradle/Device Na mce: GAL- IC B3lood Glucose Monim ton, I rgystem.l GAL- I C 3 C loa ILucoSe TeCS
Strip)s, anld Contrex PIlus Ill GIlucose Control SoIlutions
Regtrulatio i Number 21 CF-R 862.1345
Regu at ion Namie (H ucose Trest System,
RegIr awryOI Cla.ss: Class 11
Produci Code: NB\V. CGA. JJX
Dated: Augu'Lst 22, 2011
Rceived: Augu-st 23, 2011

Dear Si i/adlam

We have reviewed your Section 510(k) premarket notification of* intent to market the device rceleerced
above anld have dteminiled thle device is subhstanltially ejiiValent (1or thle indications for tUse stated ill
thle eclCosure) to leg'alI lynarketel pre~dicate devics mlarketed inl interstate commericce rior to
May' 28, 1976. thle enactment date of the Mledical Device Amendments. or to devices that have been
rclassiflied inl accordance with thle provisions of the Federal Food. Dug, and Cosmetic Act (Act) that

do0 not1 require approval oi* a premarket approval application (PMIA). YOU mlay. thlerefore. market the
deiMce, Strbj-ct to the general controls provis i ois of the Act. The general controls provisions of the Act
iltLCideceunireents fOr aluntral registration, listing of devices. good manufacttrirtg practice, laibeling,
and prolhibitions atgainst misbranding- and adtrltcration.

If y'our device is classiflied (see above) into either class [1 (Special Controls) or class it (PMA). it may
be subject to suIch additional controls. Existing mlajor regtrlat ions affecting your device canl be found1)( inl
Title 21. Code of Federal Regu1.lations (CF-R), Parts 800 to 895. Inl addition, FIDA mlay publish furth[Ier
a rHOi ntrce mlents concerning- yot device inl thle Federal Regi ster.

Please be advised that FDA's ISStrarice Of a stibstanltial equLivalene detein111ationl does not1 rueart that
FDA has made a dleteitirtatiot 01hat YOLrr device comie)Is With other requLireerts of' the Act or arly
Federal statultes and rctztrlations administered b\, other Fedleral aguencies. YOtr trust comply with all thle
Act's ieqtrirCeents. irteltding. butl riot lirmited to: registration arnd listing (21 CFR Part 807): labeling
(2 1 CER Parts 801 anld 809); andC good rnlatiufacttrirtgll p~actice rCeqirerertS as Set Forth ill teqttil LLity
systcnts (QS) rega lat ion (2 1 CFR Par t 82(0).

This Mlete Will allow 'L yot to2.1 beinmarkrirtg \votr device as clescribetI inl yotrr Section 5 10(k) prentarket
rtotihicatiort. The FAIidn01SISali e iaCFC 1Yotireic to a lealtarketed pied licate

d~evice resti ts ill al class ilficat ion for VO I device alri I tIt us. per i isVOtIr de vice to proceed to thle rtiarket.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 ), please contact thle
Office of/In Vitro Diagnostic Device Evaluation anid Safety at (301) 796-5450. Also, please note the
regulation entitled, "Misbranding by reference to premnarket notification" (21 CFR Part 807.97). For
questions regarding posimarket surveillance, please contact CDRH's Office of Surveillance and Biometric's
(OSB's) Division of Postnrket Surveillance at (30]) 796-5760. For questions regarding the reporting of
adverse events under the MIDR regulation (21 CER Part 803), please go to
lhtp://www.fda.gov,/MedicailfeNvices/Safetv/ReportaProbleni/defaulit.htni for thre CDRH '5 Office of
Surveillance and Biomectrics/Division of Posimarket Surveillance.

You may obtain other general information on your responsibilities under the Act fromt the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or ( 301 ) 796-
5680 or at its Internet address littp://wwwfda.gov/hledicalDevices/ResourcesforYouInduistry/defiulthtmiii

Sincerely yours,

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

Center for Devices anid Radiological Health

Enclosure



Indications for Use Statement

5 10(k) Number (if known): k102816

Device Name: GAL- IC Blood Glucose Monitoring System

Indications for Use:

GAL- IC Blood Glucose Monitoring System:

The GAL-IC Blood Glucose Monitoring System is intended for the quantitative
measurement of glucose in fresh capillary whole blood samples drawn from the
fingertips, forearm, or palm. Alternative site testing should be performed only during
steady-state (when glucose is not changing rapidly). Testing is done outside the body (In
Vitro diagnostic use). It is indicated for lay use by people with diabetes, as an aid to
monitoring levels in Diabetes Mellitus and should only be used by a single patient and it
should not be shared. It is not indicated for the diagnosis or screening of diabetes or for
neonatal use.

GAL- IC Blood Glucose Test Strips:

The GAL- IC Blood Glucose Test Strips are to be used with the GAL- IC Blood Glucose
Meter to quantitatively measure glucose in capillary whole blood taken from fingertips,
palm, or forearm. Alternative site testing should be performed only during steady-state
(when glucose is not changing rapidly). They are not indicated for the diagnosis or
screening of diabetes or for neonatal use.

Prescription Use AND/OR_ Over-The-Counter Use ___X__
(Part 21 CFR 801 Subpart D) AN/R (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) k102816
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Indications for Use Statement

5 10(k) Number (if known): k102816

Device Name: Contrex Plus III Glucose Control Solutions

Indications for Use:

Intended use
The purpose of the control solution test is to validate the performance of the Blood
Glucose Monitoring System using a testing solution with a known range of glucose. A
control test that falls within the acceptable range indicates the user's technique is
appropriate and the test strip and meter are functioning properly.

Prescription Use AND/OR_ Over-The-Counter Use ___X__
(Part 21 CFR 801 Subpart D) AN/R (21 CER 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) k102816
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