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510(k) Summary

Date Prepared:
November 8, 2012 APR 4 2013

510(K) Owner:

Nova Biomedical Corporation

200 Prospect St.

Waltham, MA 02454 USA

Contact Person: Paul W. MacDonald
Phone: 781-894-0800

Fax Number: 784-891-4806
Registration Number: 1219029

Device Information
Proprietary Name:
Nova Max Mini Blood Glucose and -Ketone Monitor System
Common Or Usual Name:
Blood Glucose and B-Ketone Monitor
Classification Name:
System, Test, Blood Glucose, .Over the Counter
4. Classification:
Class |l (assay) and Class |, Reserved Controls
5. Product Codes:

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

JJY, Multi-Analyte Controls

JIN, Ketones

6. Regulatory Section:

21 CFR 862.1345, Glucose Test System
21 CFR 862.1660, Quality Control (assayed and unassayed)
21 CFR 862.1435, Ketone Test System

7. Panel:
Clinical Chemistry {75)
Intended Use:

The Nova Max Mini Blood Glucose and B-Ketone Monitor System is intended to be used for
the quantitative measurement of glucose or B-hydroxybutyrate (B-ketone) in fresh capiltary
whole blood. It is intended for single-patient home use and should not be used for testing
multiple patients. It is intended for self-testing outside the body by people with diabetes
mellitus as an aid to monitor the effectiveness of diabetes control. The Nova Max Mini Blood
Glucose and B-Ketone Monitor System is specifically indicated for the quantitative
measurement of glucose in fresh capillary whole blood obtained from the fingertip or
alternative site testing on the forearm, or B-ketone in whole blood capillary samples

'



obtained from the fingertip only. Glucose AST on the forearm can be used only during
steady-state blood glucose conditions.

The Nova Max Mini is not intended for the diagnosis of or screening for diabetes, and it is
not intended for use on neonates.

The Nova Max Mini Blood Glucose Test Strips are intended for use only with the Nova Max
Mini Blood Glucose Monitor System to quantitatively measure capillary blood glucose from
the finger and forearm.

The Nova Max Mini Ketone Test Strips are intended for use only on the Nova Max Mini
Blood Glucose and 8-Ketone Monitor System to quantitatively measure capillary -
hydroxybutyrate from the finger.

Nova Max Mini Glucose/Ketone Control Solutions are intended for use with the Nova Max
Mini Glucose and B-Ketone Monitor and test strips as a quality control check to verify the
accuracy of test results. There are two levels of controls, (Level 2 and Level 3).

Device Description:

Nova Max Mini Blood Glucose and B-Ketone Monitor

The monitor is a hand-held testing device that works in conjunction with Nova Max Mini
glucose test strips to measure glucose or the Nova Max Mini B-Ketone test strips to
measure B-ketone in a whole blood sample. Monitor operation is self-prompting using three
user interface buttons. In addition to measuring glucose and ketone, the monitor also stores
patient test and quality control test data.

The self-prompting menu system is navigated by means of a three-button keypad. It offers

audible feedback for user inputs, and audible and/or visual feedback for prompts and user
alerts.

A “battery low” warning will alert the user to change the batteries. Battery charge state
information is available on the “monitor status screen”. The user can select the auto shutoff
option to conserve power when the monitor is not in use. Test data and monitor setup
information will be stored in a non-volatile format to prevent data loss.

Nova Max Mini Blood Glucose Test Strips

The test strips contain a reaction layer that contains a glucose-enzyme (greater than 1.0 1U)
and ferricyanide as a mediator and will utilize glucose dehydrogenase flavin-adenine
dinucleotide {(GDH-FAD) chemistry (Aspergillis sp.). The test strip is touched to a drop of
blood to initiate the test process. The strip is designed such that when a drop of blood is
touched to the end of the strip, the blood is drawn into the reaction space via capillary
action. A simple one-step process provides a blood glucose result. Ten test strips will be
provided with the meter kit and will also be available separately in vials of 50 strips. These
test strips are manufactured by Nova Biomedical and identical to those cleared for market
with the predicate Nova Max One Blood Glucose Monitor System (K112638).

Nova Max Mini B-Ketone Test Strips

The Nova Max Mini B-Ketone test strips contain a reaction layer that contains the enzyme - .
hydroxybutyrate dehydrogenase (Alcaligenes fecalis) greater than or equal to 0.3 |U;
mediator greater than or equal to 0.42 pg: coenzyme equal or greater than 0.28 ug and
additional ingredients (polymers, buffers). The test strip is touched to a drop of blood to
initiate the test process. The strip is designed such that when a drop of blood is touched to
the end of the strip, the blood is drawn into the reaction space via capillary action. This
simple one-step process provides a blood B-Ketone result displayed on the monitor. Two
ketone test strips will be provided with the meter kit and will also be available separately in
cartons of 10 strips. Ketone strips are individually packaged in foil pouches. The ketone test
strip is identical to the strip cleared for market with the predicate Nova Max Plus Blood
Glucose and B-Ketone Monitor (K091547).



Control Solutions

The control solutions are aqueous assayed solutions, containing buffered D-Glucose, -
Ketone, viscosity-adjusting agent, preservatives and other non-reactive ingredients (dye).
They contain no products of human origin. There are two levels of controls, (Level 2 and
Level 3). One level of control (Level 2} will be provided with the moniter and both levels will
be available for sale separately from the monitor. These controls are manufactured by
Nova Biomedical and identical to those cleared for market as Nova Max Plus Glucose and
B-Ketone Control Solution (K101633).

Summary of Technological Characteristics:

The Nova Max Mini Blood Glucose and B-Ketone Monitor is the same device cleared in
K091547 (Nova Max Plus Blood Glucose and B-Ketone Monitor System) and K112638
(Nova Max One Blood Glucose Monitor) and has the same fundamental scientific
technology. The Nova Max Mini Blood Glucose and R-Ketone Monitor is substantially
equivalent to the Nova Max Plus Blood Glucose and B-Ketone Monitor and the Nova Max
QOne Blood Glucose Monitor.

The Nova Max Mini Blood Glucose Monitor measures glucose electrochemically as
described in K112638 (Nova Max One Glucose Monitor Systern) and measures ketone
electrochemicaily as described in K091547 (Nova Max Plus Blood Glucose and B-Ketone
Monitor). In the same manner, the magnitude of the current is proportional to the amount of
glucose or ketone present in the sample, providing a quantitative measure of glucose or
ketone in whole blood and control solutions.

Predicate Device:

K091547 — Nova Max Plus Blood Glucose and B-Ketone Monitor System
K112638 - Nova Max One Blood Glucose Monitor System

Comparison to Predicate Devices:

The Nova Max Mini Blood Glucose and B-Ketone Monitor, while smaller than both the Nova
Max Plus (K091547) and the Nova Max One (K112638) Monitors, has the same
fundamental scientific technology and user interface. The only changes made to the
components of the system as compared to the cleared systems (K091547 and K1 12638)
are the smaller housing and display. The Nova Max Mini Monitor has the same indications
for use as the Nova Max Plus Monitor System and uses the same technology for glucose
measurement as the Nova Max One Monitor System. The Nova Max Mini Blood Glucose
and B-Ketone Monitor is substantially equivalent to the Nova Max Plus Blood Glucose B-
Ketone and Nova Max One Glucose Monitor System. Please see the table Comparison of
Predicate and Proposed Devices below.

Performance Studies:

The performance of the Nova Max Mini Blood Glucose and B-Ketone Monitor was studied in
the laboratory settings. The studies demonstrated that the device can provide glucose or
ketone results that are substantially equivalent to the current methods for blood glucose and
ketone measurements obtained from capillary blood.

Conclusion:

Results of laboratory testing demonstrate that the Nova Max Mini Blood Glucose and B-
Ketone Monitor produces results that are substantially equivalent to results obtained on the
predicate devices. The system performs as intended and raises no new safety or
effectiveness issues.



'SOJEUOSU U0 2SN 1O} papualul Jou SI )l pue
‘sajaqelp Jo} Buiuaalds 10 Jo sisoubelp
8y} Joj papuajul jou SI IUIN Xely BAON 8y i
"SUOI)IpUOD

asoon|B pooq siels-Apes)s Buunp

Aluo pasn aq ued WIealo} Y} U0 | SV
asoan|o) "Ajuo dipabuy ay) woly paure)qo
sa|dwes Ae|dea poo|q sjoym Ul auoyas-¢g
10 ‘wieaio} ay} uc Buiyss) s aajeula)e
lo dipabuiy 8y} Woly paule}qo pooig ajoym
Aendes ysayy u) asoanib Jo Juswainseaw
anejuenb ay) 10) pajeapul

Ajeaijinoads s1 WaSAS JOJIUOW SUC)IEY

-g pue as00n|5) poojg Uiy Xe BAON
Y| |oNu0D salaqgeip Jo SSaUaAIloaYs

2y} Jojpuow o} pie ue se snjijjaw

sajaqgeIp yum ajdoad Aq Apoq ay) apisino
Buiysal-j|as 1o} papualul s| }| “sjusied
a)diynw Busa) 10} pasn aq Jou pinoys
pue asn swoy Juajed-a)Buis 10} papusu;
sl }] “poo|q sjoum Alejded ysaly ul
{(auaiey-g) sje1fynghxoipAy-¢g Jo asoan|b
JO Juawaunseaw aanepjuenb ay) 10} pasn
aq 0] papus)ui s WalsAS I0HUOK BUD}8Y
- pue as0an|5) poolg U Xe BAON a8y

"‘Aluo diyabuy ayy wouy

paulejgo sajdwes poo|q sjoym Alejjided
ysauy u auojey-g 1o wied pue ‘uesio}
‘dipabuy ay) woly pauleiqo ss|dwes

poo|q ajoym Aie||ded ysaiy u asoan|B.

10 Juauwiainseaw aAljeluenb ayj 10}
pajeaipu Ajl2a0ads S| JOHUO SN|d Xe
EAON 341 "SSJBU03U U0 3SN 10} PSPUBLUI
Jou s| pue shy||aw sajagerp Jo} Buiuaalss
lo jo sisoubBeip ay} ul asn 1o} pspuajul
JOU S| }| "J0JJUGD S3JageIp JO SSAUDAIIBYS
2y} Jojuow o} pie ue se sbuijjes

|ealulj2 Ul sjeuocissajold aieayyeay

Ag pue awol ay) ul snp|sw salagelp
yium ajdoad Aq asn 1oy papualul i

3] ‘pPoolq ajoym Alejided ysal Ui (suajay
-¢) ayelAingAxolpAy-¢ Jo asoan|b o
JUaWAINSEALU JAlR)IUBND 3y} J0) pasn aq
0} papuajul s1 wajsAg Buuoliuopy suojay
-g pue ascan|o snjd Xep BAON 8y

'SUIOGMBU Uo asn

10} PapUB)uI Jou S| }i pue ‘sajeqelp
10} Buiusalas Jo jo sisoubelp ay3 Joj
papusajul jou s} }| 'suoIypuod asoon|d
poo|q ejejs-Apea)s Buunp Auo pasn
3¢ UBD WIBaI0) BY} UO | SY ‘WIBdI0}
ay) uo (LSY) Buysal a)is anjeussye
1o dipsbur) ayy wol) pauielqo
sajdwes Aig|des poojq ajoum

ysa4 Ul 950906 jo JusUIBINSESW
aafjejjuenb ay) Joj pajedipul
Aljlealioads si 10)IUOLN BS0IN|5) Pooy
aUQ Xel BAGN 8y '[oNUCo sa)aqelp
10 SSOUBAIPIBYS BY) JOjUOLL O} pIe
uE se snjjjjaw sajaqelp yim sjdoad
Aq £pog sy} apisino Guijsa) jjas

10) papuajul si )} ‘spusned sjdiynw
Buiysay 1oy pasn aq Jou pjnoys pue
asn awoy Juaned-a|buls 10} papusjul
81 )} “pooj|q ajoym Asefides ysasy ui
asoon|6 Jo juswainseaw anjejuenb
ay} 10} pasn aq C} papusjul S1 JOJIUOY|
2500N|5) Poo|g U XE BAON 3Y]

asn papuajy|

JOSUaS |BIIWAYD-01198|] JIBWOIN0YD

JOSUSS |EDIWBYD-01)23[T JU}BWONOT)

10SUSS |B2IWBLI-01)99}T JUJBUIOINCD

a|disuug
Bunesado

auo}ay-¢g 10 as0on|D

8U0JaY-g JO 8s02n|5)

8802N|9)

painsea 1581

wa)sAg 1opuopy mco“mv._-u pue asoon|g)
poojg Ui Xel BAON - pasodold

LPSL60M
— Wa)sAG JIOJUO 3UC}a)-f puB asodN|)
poo|g sNid XE[N BACN — ajedlpald

8E9Z1 1Y - WAISAS JOJUOY 8SOIN|D)
poo|g sUQ XEN BAON - 9jedipald

anysuayoeIRyD

ad1A2p pasodold pue ajeaipald jo uosiedwos




azis

Mo Meo Mo a|dweg N9
(Ajuo diyafiuy suqgjay) {Ajuo drpabuly auoay) wied pue wieslo) .
wiealo} ‘digabuy sy} woyy poojq Aefiden | wiealo} ‘dipabuly ay) wouy poojq Alejide) ‘dipabuy ayy woy poojq Agjden adA) aidweg
abuey
%09 01 %SZ %09 0} %S¢C %09 0} %S¢ juoojelUsH
. abuey
qfeu 0'g— L0 Joww g'g =10 VYiIN Buunses|y 1 3%
abuey

Tp/BW 009-02

Ip/Bw 009-02

/6w p09-02

Buunseaiy N9

(€ [9ne] pue g [anen)

‘S|OIUOD JO S|OAD] OM] BJE SUSY] S)nsal
159} jo Aoeinaae ayl AJusa o] ¥oay9
Jjonjuos Ayjenb e se sdujs 1sa) pue JojuUo
aUojaY-g puE 3S0IN|D) IUIN XN BAON
Y} YHIM 3SN JO} PapUBIUI BIE SUOINIOS

[0JJUCT} DUOCLSH/BS0IN|S) IUIN XBY BAON-

“1abiuy

ay] wiogy ayelAIngAxoipAy-¢g Aejides
ainsesw Ajaanejuenb o] wajsAg Joyuopy
auoay-g pue 9s02N|9) poojg VI Xe
eAON @y} uc Ajuo asn 1o} papusiul ale
sdlig 1591 SU0OY IUIN XN BAON 241
“WIea10) pue

Jabuy ayy woyy asoan| poojq Aueded
ainseaw Ajpaemjuenb o) WajsAg
JOJUO 3502N|5) Poo|g ILIN Xy BAON
ayl ypm Ajuo asn Jo) papuaiul e sduis
189 9500N|S) poo|g IUIN XBN BAON 84|

WwajsAg Jojuoy suaiay-g pue asoan|n
poolg IUiIN Xey BAON - pasodoad

LES160M
— waIsAg Jojuoy suoiad-g pue asoan|o)
poolg Sh|d XE EAON — 8Je31pald

8E9ZL L) - WajsAS Joyuopy 8s0aN|9
poojg SUQ XBN BAON - 8jedipald

JsuapeEYD




sjaoue sjgaue] slaauen
pue aoiaa( Buioue] sjgesnay eAoN pue a21aaq Buisue s|gesnay BAON pue adinaq Buisue] sigesnay eaon | ad1aa( Buioue
Buipog
palinbaJ pauinbal painbal uonelqien
apoY uolelgites) §o Induj Jasn oN apo9 uone.qiie 4o indu| Jash) oN apo2 uotelqie] jo induj Jasn oN duig 1sa]

aseuaboipAyap ajelfjngAxolpiy-¢

aseuaboipAysp ajeifingAxoipAy-g

YIN

Juabeal anloy
sduig 1sal 13y

avd - aseusfoipiysq as0an|5y

asepix() 8509N|5)

Qv - eseuabolipAya( asoon|o

Juabeal anoy
sdiyg i1s8 N9

fapeq |90 Ulod oA ¢

AJayeq |89 Uio2 JjOA ¢

Aaneq |22 ul0o }joA ©

301N0S Jamod

awi |

spuooas g} spuo2as gl vIN sisAleuy | 3y
"ON oN "ON | Bunjoel] ugnsyj

awil|

$pU02as § SpU0ISS § SpuoIss ¢ sishfeuy N9

SS9} UQN[OS
[onuos pue asoantb poolq ooy o1 dn

$1$8) UOIN|OS
|0Jju02 pue asoanb poo|q 0oy o1 dn

$1$9) UONN|Os
|oJiu02 pue 35026 poc|q 0oy ©1 dn

abelols ejeq

SO0

SOA

SOA

13jaw pisypueH

melp Aejdes dujs 1sa)

melp Aegides duis 1sa]

melp Ae|pdes dugs 1sa)

uonesdde
gjdweg

oW Toww v/N ST REIGEY
Tp/Bw Tp/Bw Ip/Bw sjun) 8s02N|
LPSLE60M

Wa)sAg JONUOW auoiady-g pue asoan|9
poo|g U xel BAoN - pasodoad

— WwalsAg Jojuopy suoiayl-g pue asoan|g

poolg Snid Xe EAON — ajes1pald

8E9T| L) - WalsAg Jojuopy 9sodanjo
POO|g SUQ XE BAON - 3)ed1paid

JnsuaDeeyd




=

EALT|
o "aq

SURVICES
o ,

DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service

C Food and Drug Administration

10903 New Hampshire Avenue
Document Control Center -- W066-G609
Sikver Spring, MD 20993-0002

Nova Biomedical Corporation April 4,2013
c/o Paul MacDonald, Ph.D. .

200 Prospect Street

WALTHAM MA 02454

Re: k122688
Trade/Device Name: Nova Max Mini Blood Glucose and B-ketone Monitor System
Regulation Number: 21 CFR 862.1345
Regulation Name: Glucose test system
Regulatory Class: 11
Product Code: NBW, LFR, 1JY, JIN
Dated: March 22, 2013
Received: March 25, 2013

Dear Dr. MacDonald:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA'’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/f CDRH/CDRHOffices/ucm 1 15809.htm for




Page 2—Mr. MacDonald

the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.him for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYow/Industry/default.htm.

Sincerely yours,
Carol,C.Benson -S for

Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology Devices
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

. Enclosure




Indications for Use Form

510(k) Number (if known): K122688
Device Name: Nova Max Mini Blood Glucose and B-Ketone Monitor System

Indications for Use:

The Nova Max Mini Blood Glucose and B-Ketone Monitor System is intended to be used for the
quantitative measurement of glucose or B-hydroxybutyrate (B-ketone) in fresh capillary whole
blood. It is intended for single-patient home use and should not be used for testing multiple
patients. It is intended for self-testing outside the body by people with diabetes meliitus as an aid
to monitor the effectiveness of diabetes control. The Nova Max Mini Blood Glucose and pB-Ketone
Monitor System is specifically indicated for the quantitative measurement of glucose in fresh
capillary whole blood obtained from the fingertip or alternative site testing on the forearm, or -
ketone in whole blood capillary samples obtained from the fingertip only. Glucose AST on the
forearm can be used only during steady-state blood glucose conditions.

The Nova Max Mini is not intended for the diagnosis of or screenmg for diabetes, and it is not
intended for use on neonates.

The Nova Max Mini Blood Glucose Test Strips are intended for use only with the Nova Max Mini
Blood Glucose Monitor System to quantitatively measure caplllary blood glucose from the finger
and forearm.

The Nova Max Mini Ketone Test Strips are intended for use only on the Nova Max Mini Blood
Glucose and B-Ketone Monitor System to quantitatively measure capillary B-hydroxybutyrate from
the finger.

Nova Max Mini Glucose/Ketone Control Solutions are intended for use with the Max Mini Glucose
or B-Ketone Test Strips as a quality control check to verify the accuracy of test results. There are
two levels of controls, (Level 2 and Level 3).

Prescription Use AND/OR Over-The-Counter Use __ X
(Part 21 CFR 801 Subpart D) (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 Devices and Radiologic Health (OIR)

Katherine/Serrano

Division Sign-Off
Office of In Vitro Devices and Radiologic Health

510(k)_k122688
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