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Dear M'vs. Cynthia I-ung,:

We have reviewed )'Our Section 5 10O(k) prernarket rioti lication ol intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated iii the eric isure) to legal ly mark eted predicate devices marketed in interstate
commerce prior to May 28. 1976. die enactmenctt date of die Medical Device Amendments, or to
devices that have been rec lassi fied in accordance with the provisions of the Federal Food. Drug.'
and Cosmetic Act (Act) thall do riot requ i-e approval of a prerinarket approval application (PM A).
You inay. therefore, market die device, sir bjcct to theC general coiitrols provi sins of the Act. The
general controls provisions of the Act include rCclliirciICltS lor annual registratioii. listing of'
devices, good manufactulrinlg practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CD)RI- does not evaluate in format ion irelated to conitract liability
warranties. We remid you. however, that device labeli ng M ust be truithfu I arid not mislead ing-.

If your device is c lassi fled (see above) into eitheir class 11 (Special Contro Is) or class Ill (PMA).
it may he Subject to acdditionalI controls. Eisring major reCgulations affecting your device call be
found in the Code of Federal Retzulations. litle 2 1. Parts 800 to 898. In addition. FDA may
ptublish further anriour1CIiciints conlcern t ne YOur device in the Federal Register.

Please be advised that FDA' iSSiraric OI' ISU116l il1 CILli va lerce deterni nation does not mean
that FDA has made a determinat ion that ' otr device complie1 s with other requ irenients of the Act
or any Federal statutes and reir at1611 ion diinisicred by other Federal agaencies. You must
comply with all the Act's requirementlus. iiiclUding. but iiot limited to: registration arid listing (21
CUR Part 807): labeling (2 1 CUR Parts 80 1 arid 809): iiedical device reporting (reporting of
medical device-related adverse events) (21 CU:R 803): good nianunfacturing practice requirements
as set florth in the quality systemns (QS) reaulation (21 CUR P)art 820): arid if'applicable. the
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electronic product radiation control provisions (Sections 531-542 of the Act): 2 1 CFR 1000-
1050.

If you desire specific advice for yo~rr decvice onl our labeling reuilatiorns (2 1 CFR Parts 801 and
809). please contact the D)iv ision ol'I adutst iv and Co as nL mr EdILidat ion at its toll-free n urnber
(800) 638 2041 or (301) 796-71 00 or at its Inaternet address

http/Avw~fa~ev/Mdicl levics/esotrcelbrnu! icustv/dlbut~hjr.Also, please note
the regulation entitled, "Mishrand ing by re IbreaceC to premnarket notiflication" (21 CER Part
807.97). For questions regarding the reCporting" of adverse events Under tile M DR regulation (21
CFR Part 803). please go to

httn//ww~fa~ev/Meica l~vics/SatrvReprta~inbenidelu~thtmfor the CDRI-L's Office
of 'S urvel Iance and 13i onit ri cs/I)iv is ion oF Postmiark ci S u rye ianrce.

You may obtain other -,eneral in formation onl your responsi bi ilties tinder the Act from the
Division of Industry and Consumer EdctionZ101 at its mi1-free number (800) 638-2041 or (301)
796-7 100 or at its Internet address
lhtip://w\vw.fdai. cov/di\,clie IIvi CCS!R SOLII'rCeSI'0 rY 0 ti/l]I(]LiStlr\'/def(iILIllt.

SinICCIC\ Yours.

Katherine Serrano -S
For Courtney) 1-1. Li.as. Ph.D

D)i rector
Division of Chemistry and Toxicology Devices
O)ffice fl In Vitro D aenostics

and Radiological Health
Cecnter for Devices and Radiological H-ealth

Enclosture



510(k) Number if known)
K 133537

Device Name
EGV 1.1 Pro Monitoring Blood Glucose system

Indications for Use (Describe)
The EGVI.I Pro Monitoring Blood Glucose System is intended for the quantitative measurement of glucose in venous
whole blood or fresh capillary whole blood from fingertip. Testing is done outside the body (In Vitro diagnostic use). It is
intended for multiple-patient use in professional healthcarc settings as an aid to monitor the effectiveness of diabetes
control. The system is only used with single-use lancing devices. The system is not to be used on neonates, nor for the
diagnosis of, or screening for diabetes mellitus.

The system consists of the EGVI.l Pro meter and the EGV 1.1 Pro test strips. The EGVI.1 Pro meter only is used with the
EGVI.I Pro test strips to quantitatively measure glucose in venous whole blood or fresh capillary whole blood from
fingertip.

Type of Use (Select one or both, as applicable)

19 Prescripton Use (Part 21 CFR 801 Subpart 0) Over-The-Counter Use (21 CER 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Stayce Beck -S

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BEILOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

*An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number."

FORM FDA 3881 (1114) Page I of 1 EF L



51 0(k) Number (if known)
K 133537

Device Name
EGV 1. 1 Self Monitoring Blood Glucose system

Indications for Use (Describe)
The EGV1.1 Self Monitoring Blood Glucose System is intended for the quantitative measurement of glucose in fresh
capillary whole blood from fingertip, palm, or forearm. Testing is done outside the body (In Vitro diagnostic use). It is
indicated for use at home (over the counter [QTC]) by a single patient with diabetes and should not be shared, as an aid to
monitor the effectiveness of diabetes control. The system is not to be used on neonates, nor for the diagnosis of, or
screening for diabetes mellitus. Alternative site testing can be only used during steady-state blood glucose conditions.

The system consists of the EGVI.lI meter and the EGV1.I1 test strips. The EGV1.I1 meter only is used with the EGVI. I
test strips to quantitatively measure glucose in fresh capillary whole blood from fingertip, palm, or forearm.

Type of Use (Select one or bath, as applicable)

53 Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Stayce Beck -S

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB number."
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