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510(k) Summary

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

t) Submitter Roche Diagnostics Corporation
name, 9115 Hague Rd.
address, Indianapolis, IN 46250
contact (317) 521-2110

Contact Person: Mike Flis
Date Prepared: August 03, 2011

2) Device Proprietary name:
name ACCU-CHEK® Aviva Plus Blood Glucose Monitoring

System
Meter: ACCU-CHEK Aviva Meter
Test Strip: ACCU-CHEK Aviva Plus Test Strip
Controls: ACCU-CHEK Aviva Control Solutions

Classification name: Glucose dehydrogenase, glucose test system
(21 C.F.R. § 862.1345)

NBW, Blood Glucose Test System, Over-the-Counter
LER, Glucose Dehydrogenase

3) Predicate ACCU-CHEK Aviva System (K060620 and K043474)
device

Continued on next page
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510(k) Summary, Continued

4) Device The modified test strip is a blood glucose testing product used in conjunction
Description with the ACCU-CHEKO Aviva meter.

Through the use of molecular-cloning techniques, Roche has modified the
GDII enzyme to improve specificity for glucose; the modified reaction is
referred to hereafter as Mut. Q-GDH.

The newly advanced test strip measures blood glucose rapidly and reliably via
an electrochemical detection technique. The new version of the test strip
employs a disposable dry reagent based on the Mut. Q-GDH method for
glucose determination.

When a drop of blood is applied to the test strip, modified glucose
dehydrogenase catalyzes the oxidation of glucose. During the reaction,
electrons are transferred via the coenzyme PQQ and an electrochemical
mediator to the surface of the electrode. Current generated by the reaction is
proportional to the concentration of glucose present in the blood sample.

Continued on next page
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510(k) Summary, Continued

5) Intended The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended
use to be used for the quantitative measurement of glucose (sugar) in fresh

capillary whole blood samples drawn from the fingertips, forearm, upper arm,
or palm. The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is
intended to be used by a single person and should not be shared.

The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended
for self testing outside the body (in vitro diagnostic use) by people with
diabetes at home as an aid to monitor the effectiveness of diabetes control.
The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System should not
be used for the diagnosis of or screening of diabetes or for neonatal use.
Alternative site testing should be done only during steady - state times (when
glucose is not changing rapidly).

The ACCU-CHEK Aviva Plus Test Strips are for use with the ACCU-CHEK
Aviva Blood Glucose Meter to quantitatively measure glucose (sugar) in fresh
capillary whole blood samples drawn from the fingertips, forearm, upper arm,
or palm.

The single-patient use ACCU-CHEK Aviva Blood Glucose Monitoring
System will consist of:

Meter: ACCU-CHEK Aviva Meter
Test Strip: ACCU-CHEK Aviva Plus Test Strip
Controls: ACCU-CHEK Aviva Control Solutions

6) The modified ACCU-CHEK Aviva Plus Test System is substantially
Substantial equivalent to the ACCU-CH-EK Aviva System (K060620 and K043474).
equivalence

7) Data Performance testing on the ACCU-CI-EK Aviva System demonstrated that
demonstrati the device meets the performance requirements for its intended use. The data
ng demonstrates that the test strip is substantially equivalent to the predicate
substantial dei.
equivalence dei.

3/3



.) 1. kA WI INT 0 F I I EA 1:iHi & F I MIA N SI ItVIS Public Health Servce

Food and Drug Adminis'atioi
10903 New Hamnpshire Avenue
Silver Spring, MD 20993

Roche Diacuost0 icsar
c/o Mike HisSEj7 al

Re tri ate B'AlTatirs j) ram ~art i mc r
9 115 HI-C Road
lItd inaldjOis, IN, 462504)457

Re: kI0I299
biade N ame: A CC U-Cl-ILFK t\viva PlIus B lood (iiucose MIon i tori nrz S\vsteml
RegIlation601 Number 2 1 JR §862.1345
ReguIlation Namre: Gliucose Test S'ystem.
ReUuLlatorv Class: Class 11
Product Codes: N 13W. LFR. JJX
Dated: September 16, 2011
Received: September 19, 2011

Dear Mr1. Buis:

We have i exedC \,Oil[r Section 51 0(k) p remarket notIifi3cation oI intent to miarket the
device r-eferenced above andI have dleterinedICC thle device is substantial lv equLivalent (For thle
nld icationIs for Uise stated inl the enclosureC) to legal1\ lv marketed predicate devices marketed

inl interstate commerce prior to iMay 28, 1976. the enactment dlate of the iMedical Device
AmItenldmfen ts. or- to deviCcs that have buen ccl assi fed inl accordance with thle IDlo'iSions of
the Federal Food. DruLg. and Cosmetic Act (Act) that do not requi re approval of a premarket
aippro vat app licatio n (PNiV A). YOU t IlaV. there-cfore, market thle Cl ic\e, s LlbjeCt to thle gener~lal
con troIs provisions oi'the Act. The general controls prov'i sions of the Act iIc Lltre
requ]Liremenlts for anntral regoistr-ation, listing ol' ~~e. Locad afc trrr ngl plactree,
abel ing, and proh ibitions agpainst misbranding and adulterationl.

11It uIdvice is classified (see above) into either class 11 (Special Controls) Or Class Ill
(l'\'l A). it may be Strbj ect to Stich additional controlIs. Existing maj or reuti1.lations affecting,
your1 dlevice canl be fodLIC ill Title 21. Code of Federal RegUiations (CFR). Parts 800 to 895.
fIn addition. FDA may I)LIb i sh ftther annIouncements concerning Iotr r device inl the

Feeal Reurster.

Please be advised that FIDA' s issuiance of a strbstaritial OCI Llivalenice determination does nlot
mean that FDA has miade a determ in a ion that v oL Cr dvice con P lIies Wvith other
r'C~leqi reets of the Act or any FederIal statutes and reaOUlations administered by other
Federatl auence s. YOUI vi tist comply wvith all the Act's requ~i rervents.n 1CI rd i ng. butl no0t
limuted to: retzistrationl and listing (21 CFR Part 807): labelino (21 CIT Parts 801 and 809):
medical device reportling (reporting of vied ical device-related adverse events) (21, CF R
803); and good IvarlbctUr"ia practice req I l~eents as set ['01rth inl thle cjCIa Iitv7 systems (QS8
r'egtllation (21 CFR Part 820).
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If you desire specific advice for your device on our labeling regulation (2 1 CER Part 801), please contact the
Office of I Vlito Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the

-regulation entitled, 'Misbranding by reference to premnarket notification" (21 CFR Parr 807.97). For
questions regarding postniarket surveillance, please contact CDRH's Office of Surveillance and Biomnetric's
(OSB's) Division of Postmarkei Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events tinder the MDR regulation (2] CFR Part 803), please go to
http://www.fd-a.govfMedic,,lDevices/SafetN,/eportallrobleiidefault hitmi for the CDRH 's Office of
Surveillance and B iometrics/Di vision of Posimarket Surveillance.

You may obtain other general information on your responsibilities tinder the Act fromt the Division of Small
Manufacturers, International and Consumner Assistance at its toll-free number (800) 638-2041 or ( 30! ) 796-
5680 or at its Internet address littp://% ww.fda.tov/MNedicalDevices[RCSOurcesfory'ou/Industry/deftult~htni

Sincerely yours,

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

Center for Devices and Radiological Health

Enclosure



Indications for Use Statement

5 10(k) Number (if known): k101299
Device Name: ACCU-CHEK Aviva Plus Blood Glucose
Monitoring System

Indications for Use:

The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended to be used
for the quantitative measurement of glucose (sugar) in fresh capillary whole blood
samples drawn from the fingertips, forearm, upper arm, or palm. The ACCU-CHEK
Aviva Plus Blood Glucose Monitoring System is intended to be used by a single person
and should not be shared.

The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended for self
testing outside the body (in vitro diagnostic use) by people with diabetes at home as an
aid to monitor the effectiveness of diabetes control. The ACCU-CHEK Aviva Plus Blood
Glucose Monitoring System should not be used for the diagnosis of or screening of
diabetes or for neonatal use. Alternative site testing should be done only during steady -

state times (when glucose is not changing rapidly).

The ACCU-CHEK Aviva Plus Test Strips are for use with the ACCU-CHEK Aviva
Blood Glucose Meter to quantitatively measure glucose (sugar) in fresh capillary whole
blood samples drawn from the fingertips, forearm, upper ann, or palm.

Prescription Use AND Over-The-Count&r Use -XX
(Part 21 CFR 801 Subpart D) (Part 21 CER 801 Subpart C)

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

Concurrence of CDRHE, -Office of In Vitro Diagnostic D5evices (OTVD)

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

510(k)

Pagel1of _


