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Dear Ms. Pan:

We have re viewe~d vowII Section 5 I 0(1k) prelnarcet notifitcationl of inltent to market the device
rc fereneed above and have dlete[ ri]Ined thc device is substantially equivalent (for the inld ications
ftor LISC Stated inl the eNClostlre) to legally marketed predicate devices marketed inl interstate
com merce prior to Nlay 28, I1976, the enactment date of the Medical Device A mendmrents, or to
devices that have been reclassiftied in accordance with the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not re~lui re approval of a premarket approval application (P N4A).
YOU may, therefore, market the device, sulbject to the general controls provisionsS of the Act. The
general controls provisions oftile Act include requirementHIs for annual registration. Ilisti ng of
devices, gzood manluarZH--ing( priactice, labeling, and prohibitions against misbranding and
adulteration.

I> yor evice is classified (see above) into class 11 (Special Controls), it may be S~lbject to suIch
additional controls. Existing major reguilations affecting your device can be found in) Title 2 1.
Code of Federal ReguI-lations (CF7R). Plarts 800 to 895. In addition, FDA may publish furthder
announcements concerning your dev'ice inl the Federal Repister.

P lease be advised that FDA's issulance of> asubstantial eqjui valence determination does not mecan
that FIDA has made a determination that your1 device com1plies With other lC~li remenots of the Act
or any Federal statutes and regullations administered by other Federal agencies. YOU Imust
comply with all the Act's requir-emlents. ilIie l g. but not limited to: regi stration and li stinrg (2 I
CFR Part 807); labeling- (2 1 CFI{ Parts 801 and 809): medical device reportin (reporting of>
Medical (levice-related adverse events) (2 1 CFR 803); and good manufacturig practice
r-eqi reents as set forth in the quality systems (QS) regulation (2 I C FR P~art 820).
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If YOU desire. specific advice for your device onl our labeling r'eulation (2 1 CFR Part 801 ), please contact the
Office ofn I,lii Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please nrote the
eCQU at ion ent i led, "'Misbrandin by r-eference to premlarket notification' (21 CFR Part 807.97). For-
(Il~tl reg-arding~ postmarket sur veil lance, please contact CDRH's Office of Surveillance and Biomectric's
(0S13's) Division of Postmarket Surveillance ait (301) 796-5760. For questions r-egarding the reporing of
adverse events under thre MDR regulation (21 CFR Part 803). please go to
litti://%vww .fdzi.2o\/M~edicalDevices/Safety/Reporia~t~roblemi/detiLIltltm for the CDRHI' s Office of
S urve illance and B iometrics/Di vision of Postmarket Sur veillance.

YOU nayV olbtaiI] other general information onl your responsibilities tin1der thre Act fromr the Division of Small
MialUfactUuS, finternflt ionalI and Consumer Assistance at its toll-free number (800) 638-204 1 or (301 ) 796-
5680 or at its Internet address htti)://www.fda.2ov/Medical ]Devices/ReSOLurCeSfOr You/Indulstrv/def au It. lit Ill

Sinlcerely your-s.

Courtney H. Lias, lih.D.
Director
Division of Chemistry and Toxicology
Office of In Vlitro Diagnostic Device

Evaltration anid Safety
Center for Devices arid Radiological Health



Indication for Use

5 10(k) Number (if known): k100806

Device Name: DiaCheck Premium Blood Glucose Monitoring System

Indication for Use:

Diacheck Premium Blood Glucose Monitoring System:
The Diacheck Premium Blood Glucose Monitoring System is intended for the
quantitative measurement of glucose in fresh capillary whole blood samples from the
fingertips by people with diabetes at home as an aid to monitor the effectiveness of
diabetes control.

The Diacheck Premium Blood Glucose Monitoring System is intended to be used by a
single person and should not be shared. The system is intended for self testing outside
the body (in vitro diagnostic use). This system should not be used for the screening or
diagnosis of diabetes or for testing neonates.

Diacheck Premium Blood Glucose Test Strips:
The Diacheck Premium Blood Glucose Test Strips are for use with the Diacheck
Premium Blood Glucose Meter to quantitatively measure glucose in fresh capillary whole
blood samples from the fingertip. The test strip is intended for self testing outside the bod
(in vitro diagnostic use). This system should not be used for the screening or diagnosis of
diabetes or for testing neonates.

Diacheck Glucose Control Solution:
The Diacheck Control solutions are intended for use with Diacheck Premium Blood
Glucose Meter and Diacheck Premium Blood Glucose Test Strips as a quality control
check to verify that the meter and test strips are working together properly and that the
test is being performed correctly.

Prescription Use ___ And/Or Over the Counter Use X
(21 CER 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 Diagnostic Device Evaluation and Safety (OIVD)

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