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The Binox NOW® poeumonine Test s on in vitre ropid immune-
cheomatographic (ICT) assoy h:f the detection of Steptococas prsumanins
(5. preumanioe) anfigen in the vrine of pafients with preumonia tnd in the
ceelval spingl fhid (C5F) of patients with mesi [?hs It is infended, in conjunc-
ficm with cuffure ond ather methods, to aid in the diagasis of both precmococd

preumonia and prevmocortol meningts.

SUMMARY AND EXPLANATION OF THE TEST

5. preumonize i the leading couse of community-ooquied preumonia ond may
be the most importont ogent in commurityocquired preumonia of unknown
efiology. " Pecmecoced prevmania has @ marabey rate os high o 30%, de-
pending on bactesemin, oge, and wnderlying disenses ' When not properly diag
noszd and treated, 5. preumomioe infection con lead to bactersmia, meningifs,
pericardis, empyema, purpura fulminans, endocondiis and/or orthrifis. **

Preumorocrol meningits, @ condifion tht frequently Jeads fo permanent brain
domoge or death, can oo os a complicafion of other preumococdl infedtion
or moy oriss sponfoneously without ony preceding illness # [ offects persons of
oll ages, but s most common in childken under 5 years, feenagers ond young
odults, ond in the elderly.” Progression from mild illess to como can ocour witkin
haours, moking immedints diagnosis and anfimicrobial tregtment crficdl. Twenty
fo thirty percent of ol preumococcal meningifis pafients will die, often despite
savernl doys of oppropricts antibiofic freotmest * Mortaliy is even figher omang
wery young and veny old pafients *

The BinoxM0W® Srepfocaceus pneumonios Test provides o smple, ropid meth-
od for the diagnosis of preumotocal preumenia wsing o wine somple: that is
corweniently collected, stored ond fransported. [t akso provides on immediate ond
highly ocruate diognosis of presmacocedl meningitis when CSF is fested.

PRINCIPLES OF THE PROCEDURE

The BinaxH0W® Streptocaceus preumonie Test is on immunodeomatogrophic
mesmbrane ossay used o detect presmococeal soluble onfigen in humen urine
ond (SF. Rbkit anii-5. preumonice aniibody, the Sample Line, is odsorbed onfo
nifrocelloioss membrane. Conirol anfibody is odsorbed et the same membrane
o5 0 second stipe. Bth rabkit ant-S. presmonize and anfespecies onfibodies

are conjuguted o visudlizing parfices that ore died ono on inert fibrous suppart.
The resulfing conjugete pad and the striped memboane ore combined fo constnuct
the test strip. This test strip and o well 1o hold the: swab spedmen ore moured
on agposite sides of o hinged, book-shaoped fest device.

To perfom the fest (UL.S. Potentt Nos: 6,017 767; £,548,309; 4,324,597),
0 swab is dipped into the specimen (either urine or (SF), removed, ond then
insert=d into the fest device. Reagent A, o buffer solufion, is added from o drop-
per battle. The device is then dosed, bringing the sample info contoct with the
test stip. Preumococcel anfigen present in e sompee reacts fo bind onfeS.
oeumonige coejugated anfibody. The resulfing onfigen-conjugate complexes
are captwed by immabilized onfi-S. prevmanize anfibody, farming the Sample
Line. [I'Irrmnhde control anfibody captures oniéspecies conjugatz, forming the
Control Line.

Test resufts ore intespreted by the presence or absene of visualy detecble pink-
fe-purpie colored lines. A positive fest result, read in 15 minutes depending on
the concentrofion of onfigen present in the spedmen, will indudz the detecfion
of bath @ Sample and o Coniral Line. A negutive fest result, reod in 15 minutes,
will produte onfy o Control line, indicnfing thet 5. preumonise onfigen was not
defega:lin ﬂg?umple. Faikwe ufrhe'.".crngrld Ijnemcpm,'ni‘mhemSumple
Line is present or not, indicates n imvolid ossay.

Materials Provided
Refer to illustration on pull-out flap.

) Test Devicas: A membmne conted with mbbit antibody spedfic for
5. poeumornise anfigen and with confrol onfibody s combined with robkif antf

5. pneumonize anfigen and anfi-spedies conjugates in o hinged test davice.

€D Reogent A: Cnote / Phosphate buffer with sodium louryl sulfoe,
Tween® 20, ond sdivm ozide.

© Sample Swobs: Designed for we in the BinoNOW® Srentooscns
preumonize Test. Do not wse other swabs.

) Positive Control Swab: nacfvated S premanioe mifigen died
onto swa.

€ Negative Control Swab: 5. preumorios nagative swab.

Materlals Mot Provided
fimet, or stopwaith; standad urine colecfion comtoiness, or CSF transport
fubes

Accassery [em
BinahW® preumonize Test Control Swob Pock (aotalog number
T10:010) contuiring 5 posiive and 5 negafive conirol swobs.

Control swabs require six (6) drops of Reogent A. Patlent spad-

mens require three (3) drops of Reogent A.

1. INVALID RESULTS, indicoted by no Control Ling, con occur when on insuf-
ficient volume: of Reagent & is odded 1o the fest device. To ensure delfvery
of on adequate volume, hold viel vertically, Y2 - 1 inch above the swab well,
and slowly odd free faling drops.

2. For in vifro diognosic use.

3. The fest device is senled in a proteciive fuil pouch. Do not use if pouch is
damoged o open. Rmm'etemfmm &thh just price o me?ugrlmr
touch the reaction mea of the fest device.

4. Do ot use kit past its expirfion date.

5. Do nat mix companents from different kit lots.

6. Swabs in the kit oz opproved for use in the BinoN0W® Test. Do not use
other swabs.

7. Solutions wsed o moke the conrol swobs ove inoctivated using stondond
methods. Howeves, patient somples, controls, and test devices shodld be
handled s thaugh they culd Honsmit disense. (iserve estoblished preco-
tions against mizabial hozords.

8. U cafich urine is not necessary for the BinodHOW Test. Therefore, urine
specimens used for fhis fest may not be opprogvizte for boctericlogicdl
fure.

9. Once the Binax swab is dpped info CSF specimen, the sample is no longer
sferle and may not be uFfp;i,:fim for f:‘rue. i C5F spg:inm u?l'llfe
culture, either perfoem culture first or split CSF sample.




STORAGE AND STABILITY

Stee kit of room fempesiwe (5986°F 1530°0. The BinoxHOW®
Streptococcus preumanioe Test kit ond reagents ore stoble wiil fhe expimfion
dates marked on their outes pockaging ond containers. Do not use e kit beyond
its lnbeled expirafion date.

SPECIMEN COLLECTION

Miow ol specimens fo equirciz to oom tempershee (59-86°F, 1530700
before tesfing in the BinxNOW® Stenfocacrus poaumonios Test. Just before

tesfing, mix specimen by swirling gendly.

URINE {for diagnesis of pneumonia)

Callest urine specimens in stondond confriness. Stare ot room fempesiwe (59
B&°F, 15-30°C) f ssayed within 24 hours of collection. Altemafively, sore wine
ot 248°C, or frozen far up o 14 days, before festing. Boric ocid moy be wsed

05 0 preservofive.

When necsssary, ship urine spedmens in leakproof confainers of 2-8°C o fre-
2N,

CSF (for dingnosis of meningitis)

Calbect C5F occording fo standord procedures ond store at room fempesniwe
(59-86°F, 1530700 for vp o 24 haurs before testing. Abematively, properly
collected (SF muy be refiigesnted (2-8°C) o frozen 20°0) for up fo 1 week
before fesfing.

QUALITY CONTROL

Daily Quality Control:

The BinaxHIW® Sirepfococcus preomonice Test contnins builtin posifive and
negative procedurdl controls. The manufachwer's minimum recommendsation for
daly quality consol & o document thess procedual controls for She first sample
tested each day.

Positive Procedural Conirol
The pink-fo-purple line of the “Confrof” posion con be considered an in-
el positive procedural confrol. If copillary flow hos ccruned ond the

functional integity of the device was maintuined, fhis e wil hwoys op-
pem.

Negative Procedural Control

The dearing of backgrourd colar in #he result window provides @ negafive
background confrel. The bockgsound cobs in the window shoud be bght
pink o while witfiin 15 mimutes ond should not inferfere with the reoding
of the test result.

External Positive and Negative Controls:

Good ldbormtory prodice recommends the wse of positive and negofive wnéols
fu ossure: functionality of reogents ond proper performonce of assoy procedure.
Positive Control Swabs ond Negafive Control Swabs that will monitor the enfire
sy ore provided in the fest kits and should be fested wsing the Confrol Swab
pocedure. Confrols should be fested once with soch test kit opensd, ond os
atherwise required by your lobesatary’s stundoed Quolity Control procedurss. Ad-
deional comtols may be tested according o the requirements of locdl, state ond/
o federal requlafions or of cemeding orgenizafions.

it eaperted contral results are not abbaned, do nat report patient results. Review
the procedure and repeat confol fesfing ar conbact Invemess Medical.

CONTROL SWAE PROCEDURE
Binax NOW*® Swab Confrols

MOTE: Use & drops of Reagent A for Control Swabs.

1. Remave device from the pouch just before use. Lay device flat

2. Thers ore fwo holes on the inmer right ponsl of #he device. Insert swab info
the BOTTOM hole. Firmby push upwords so thet the swob fip is fully visibde
in the top hole. DO NOT REMOVE SWAB.

3. Hold Reagent & vil verfically, 1,/2 o 1 inch above the: device. Skowfly odd
s (B) free folling drops of Reogent A to fhe BOTTOM hale.

4. Immediately peel off adhesive liner from the right edge of the test device.
Chse and securely seal the device. Reod result in window 15 minutes ofter
dising the desice. Resuits reod beyond 15 minuies moy be inocourde.
Howeves, the Pasitive Conrol Swob somple ine may be visble in less than
15 minutes.

TEST PROCEDURE
Urine Samples, CSF Samples and Liquid Controls

Use. o URINE sample when fesiing for PNEUMOCOCCAL PNEUMONIA

i o CSF somple when tesing for PNEUMOCOCCAL MENINGITIS.

NOTE: Use 3 drops of Reagent A when testing liquid samples.
Refer o illusirafion on pull-out flap.

1. Bring patient somple(s) ond, or i consel (s} 1 soom tempenahoe (59:86°F
15:30°0), e swir gensly fo mix. Remave device from s poudh just before
wse ond oy flat.

2. Dip o Binax swob info the somple fo be fested, completely covesing the
swh head. i the swab drips, touch swob fo side of collection confniner o
remane excess liquid.

3. There ore fwo holes on the immer right pone! of the device. Insest swob info
the BOTTOM hole: (sweh well). Fimby push upwards so that the swab fip
&5 uly visbl in e fop hole. DO NOT REMOVE SWAB.

4. Hold Reagent A vial verScaly, 1% to 1 inch above the device. Slowly odd
three (3) fee foking draps of Reogent A fo the BOTTOM hole.

5. Immediatehy peel off adhesive liner from the right edge of the fest device.
Close ond securely seal the device. Reod result in window 15 minates affer
closing the device. Results read beyond 15 minuzs moy be inoccurte.
However, some pasifive pofisnts may produce o visible sample line in less
thon 15 minutes.

ROTE: For comvenience, the swab shaft hos been scored and may be smopped
off afer dosing the device. Avoid dislodging the swab from the well when
daing s0.

INTERPRETATION OF RESULTS

A neguative sample wil give o single pnk-fepurple
colored Contral Line in the fop haf of the windaw, indk
cufing o presumptive negative result. This Contral Line
meons that e desection part of the fesf wos dane e
sectly, but no 5. preumenioe onfigen wos detected.

HEmdL'mﬁ




A positive somple wil give fwo pink-o-purple

colored nes. This meons #ot anfigen wos defecied, [ (e bee

Specimens with how leveks of onfigen mey give o faint e

patient line. Amy visible line is pesitive.

I no lines are seen, or if just the Sample Line is M:mlL'ME

seen, the ossoy is invalid. Imedid tests should be

repeated. imrmu.i;g

REPORTING OF RESULT

Result Recommended Report

Positive Urine  Posifive for prevmococeal preumania.

Negative Urine  Presumptive negotive for preumococal posumonia,
suggesting no curent o receat preumocccenl infaction,
InfecBion due fo 5. pevmonioe commot be ruled cut since
the: ontigen present in the sumple moy be below the de-
tection lmit of the fest.

Positive CSF Positive for preumacocenl meningiss.

Negative CSF  Presumptive negative for peumococcal meningifis. Infec-

fion duee o 5. pnevmonioe canncé be ruled out since the
anfigen present in the somple may be below the detec-
fion fimit of e fest.

LIMITATIONS

The BnaxMOW® Strepiococcus preumonice Test hos been voliduted wsing wine
ond (5F somples only. Other somples (e.g. plosma or ofher body fluids) that
may contain 5. presmonie anfigen hove not heen evabuated.

A negative BineWOW® Test does not exchude infecfion with S. pneumanioe.
Thersfore, the results of this fest o well as culhwe resuls, serology or offer
ortigen detection methods should be used in conjunclion with dinical findings fo
make an acourale diagnosis.

The BinaxNOW® Sreptococcus preumonioe Test has not been evaluaied on
pafients foking anfibicfics for greater than 24 hows or on patients wha have

recently completed an andibiofic regimen. The effects of overthecounter drugs
have nof been determined on persons wish peumacoccal meningitis.

Shepfococrus prevmonize voocine may oouse foke pasifive results in wine in
the BinaxNOW® Strepfococcus prevmonice Test in the 48 hours folowing voe-
dnation. The effect of woccinafion has not besn defermined on parsons with
meumococeal meningfis. Hence, it & recommended thot the BinmNOW®
Shepfococcus preumanioe Test nof be odministesed within 5 days of receiving
the 5. pneumanize vocdne.

The occwrocy of the BinsoMOW® Test in wrine has not been prowen in young
dhildren. Performante on CSF in young children, on the other hand, & estoblished
(see Performonce Doto - (SF).

ANALYTICAL SENSITIVITY

Sentype Evchuation

Farty-four (44) isalates, regresenting the 23 5. preumonize serofypes respon-
sile for of lenst 90% of seriows pevmococcel infecion in the United States and
worldwide, were grown in cufure and found to be positive in the BinadlOW®
Test ot concentrafions of 10F celks,/ml.

Limit of Defection

The BinacHDW® Test limt of detecion (L00), defined us the dition of posiive
wine that produces pesitive: BincMIW® Test results approximately 95% of the
fime, was idenified by prepaving multiple dilutions of o known posifive pofient
wine and running Sese diefions in the BincoHOW® Test.

Five: (5) diferent cpesntors eoch mterpreted 20440 devices run of each diution
for o fofol of 100-200 desesminafions per dilution. The following results identify
11:250 divfion of this perficulor pafient urine cs the BinNOW® Test L0D.

Urine Dilution Positive Results | Owverall Detection
per Devices Run
1-H0 100,100 100%
1:250 95/100 95%
1:300 160/200 ]
1400 44100 4%
12600 3,100 %

CLINICAL SENSITIVITY AND SPECIFICITY (Retrospeciive Study)

Az part of the refsospactive study, uine spedmens from 35 blood culture posifive
poeumoccccal preumonia pofients and 338 pesvmed 5. prevmonioe negosive
patients (373 tobal patients) were collected at 3 differsat facilifies ond evabuated
in the BinaNOW® Test. BnaxNOW® Test pesfomonce was coloudoted wsing
stondard methods. Sensiviy was B6%, specfidty was 94%, and overd| ocor
oy was 3%, Ninetydive pescent (95%) confidence infervals are listed below.

Blood Culture

+ -
BinaxNOW®  + 30 1
Result - 5 317
Semsitivity = 86%  (71%-94%)
Spedficty = 94%  (91%-94%)
Acwracy = 93%  (90%-95%)

CLINICAL SENSITIVITY AND SPECIFICITY (Prospecive Study)

In 0 seporate seven-center prospecive shudy, the BnacNDW® Test wos wed o
evolugte urine specimens collected from 215 hospitolized and outpatients pre
senfing with lower respiratory symptoms or sepsis and from pafients othenwiss
suspected of preumoccconl preumenio. Pafients wese considered posiiive for
poeumoccccal preumania if diogrosed by pesifive blood culture.

The BinaNOW® Test peformed equivalently cn both oufpatients ond hospag
ized pofients. Ninetyfive pescent (95%) confidence infervols are fsted below.




Blood Culture

+ -
BinaxNOW®  + 19 25
Result - 2 90
Sensifivity = 90%  (70%-97%)
Spedfidgty = 78%  (70%-B5%)
Acuracy = B0%  (77%-Be%)

Hospitalized Patient Performance

Blood Culture

+ -
BinaxNOW®  + bl 0
Result - 1 £
Semsitivity = 90%  (60%-90%)
Spedfidgty = T1%  (59%-B0%)
Acouracy = T3% (67%-82%
CROSS-REACTIVITY

line Tsting

Two hundred seventy (270) diffesent oegonisms were isobied from the 333
negafive pafients tested os part of the above retrospective study. OF the 165
cagonisms Esolated from patients wizh urinary tadt infections, 15 (9%) produced
pasitive results. These were 2,2 Fnferabocter doocoe, 1/7 Stoplylococus
awews, 1,/1 Stapfococcws (non AB), 1/1 Strepieoccrs (non 0), 1/17
Streptococys (Growp D), 1/3 Providencio sfuarfi, 5/78 Eschenichi coff ond
3 with no idenified pathogen. (f the 59 rgonisms isoloted from pofients with
preumenia, 3 (5%) were posiee, induding 1,/3 Mycobacerium kansasi ond
2/15 Mycobacteriom fuberculosiz. One of the 41 (2%) arganisms isobated from
bacteremic pafients, Protzus mircbils, wos posSive. There was no gossreactiiity
wifh the 5 empyemn iolates. Lostly, 4,100 wine specmens wllecied from
peaple with no known infecfion were possive.

D #o the rerospective natwe of this shudy, only o limited number of pafients
with each infection were availabli for fesing ond the complet dinicol history of
eoch s nat knawn. Thesefore, the mesence of 5. preumanize arinfection connot

be ruked out. When tested in pure culbure (dato below), these onganisms do not
ussdenct in the BinoxNOW® Test.

Whale Organism Tesfing

To determine the cnafyfical specificity of the BinmMOW® Test, o ponel of 144
potenfiol cross-reactents wos compiled, induding orgonisms ssodioted with
preumsanin and thase likely fo be found in the wogenital fract os normel flara or
s 0 result of urinary troct infection. All wese evoluted in the BraHOW Test ot
concentnations of 10¢ fo 10° CFU/ml. The BinaxBOW® Test does not cosseact
with 143 of the 144 organisms. The single posifive orpenism, Sirepfocaccus
mitfs, is an expected cross-reoctont os it shares fhe enfigen ogainst which the
BinaxeNOW™ Test is directed. Streptacoccus milis is associated with endocords,
nat pneumania, ond is not likely #o oppear with any frequency in the population
infended to be tested with the BnaxHOW® Test.” The folowing crgonizms were
tested and produced negafive resuls. When more then ane siin ws tested, the
mumber i listed in parenthesss.

Acinetobocter sp. (4) Haemaptiius parginfiusnzoe
Adenovirus* (283 pooled) Histoplosma capsulium ™ (2)
Hcoligenes foecolis Hiebsiedn oxytoc (2)
Bocillus subiilis Kiesiela preumanioe {3}
Blostoryres dermafitidis™ Loctobeciflus sp. (5)
Bromhomel cofambalis Listeric monacytogenes
Condidy mlbicans (3} Micrococrus botews (7)
Candida stelatoides Mormrelly osloensis
Coccidiodes immifis Morganeliz morganii
(onynebocteriom sp. (3) Mycobacterim kansosi
Entaroboctsr cloncoe (4) Mycobacteriom fibsrculagis
Entarococrus mium @ Mycaplosma sp.* (3}
Enterococcus durans 4 Neisseria cinereq
Enterococeus foeralis @ (6) Neizseri gonorhese (3)
Escherichia coff (8) Neisseria loctomica
Escharichia hermanni (2) Meizserio meningiics
Flovabacteriom sp. (7) Neizseria polysacchovea
Hoemapiesinfluenzoe (10)  Nocardia farcinia™
irypes of & nontypeable) Furncoccidliodes brosifiensis™
1

Porainfluenzae™ (2) Stenstrapfomonas mattophifa
Proteus mirobilis (7) Strepiococcus anginosus 4 e
Frateus wigars (2) Strantococcus bovis @
Pravidencin sfuarfii Strepincoccus Group A #{7)
Pseudomanas sp. (7) Straptococcus Group B « (3)
Resgirotory Syncial Vins* Strantococeus Group C 4
Phingvins™ [— 1R
Salmonsllo sp. (4) Strantococcus Group G e
Semfit mavescans Streptococcus mufns 4
Sphingobecierium multivoum Strepioeocrus parasanguis 4
Staphylococcs auvews (8) Sireptococcus sanguis @ e
Stophyfocorws sp. (8) Tichomanas vaginas (2}

* Pure cultores from CDC believed o be in high concentrafion.
& Steptococces Non 4, B (Tool number of siains & 14)
*  Shepfococces Hon D (Totod number of stoins i 17)

INTERFERING SUBSTANCES

Lirine specimens with elevated white blood c=ls (incheding loaded per low power
field), red blood cell:* Gincluding loaded per low power field), protein (including
500 moy/dl}, ghcase (induding 2000 my,/dl), ond tushidity (including furhid)
were evoluoted in the BnaxNOW® Steplococass preomonine Test and found
not to affect fest performance.

*Nat that one wine with clewnted red blood cells produced on inwaid resu due
o exireme colorafion of the fest membrone which mosked line development.

REPRODUCIBILITY STUDY

A blind study of the EnaxMOW® Strephococcus preumonioe Test was conducted
at 3 seporate point of ce seffings wsing o panel of blind coded specimens
contining negative, low pasitive, moderate posifive, and high posifive somples.
Specimens both wih and without baric ood wese fested. Porficipants fested each
samgle mulfiple fimes on 3 different doys. Three hmdred ffty-seven (357} of
the 359 totol somgles fested (¥9.4%) produced the expected result




ANALYTICAL SENSITIVITY

Limit of Defection

PERFORMANCE DATA - CSF

The BnasHOW® Test lmit of detection (LOD) was idenEfied by testing muliiple
5. praumonige dilutions in the BinaxNOW® Test.

Ten (10} different operntoes eoch interpreted 10 devices run of ench dilution fr
o fotal of 100 deteminations per dilufion. The following results idendify 5« 10°

cells per milliter os the BinoxNOW® Test LOD.
Concentration of | Positive Results per |  Owverall Detertion
§. pnevmanine Devices Run
7.5 10 celis/al 100/100 T00%
5 x 10* cells /ml 100/100 100%
! 91,/100 1%
1.5 10* cells/ml 44/100 4%
0 cells /mi 0/100 1]
Semiype Evoluaiion

The four (4) seratypes (4, 14, 19, 23) most commondy associoted with pnew-
mocccl imvsive disease wese grown in culfure, dlzd fo 5 1 10° cels/mlin
C5F ond run in the BanaHOW® Test. Fourteen (14) opertors each intepreted
10 devices per serofype for o fofal of 140 deteminations per seratype. Al
four (4) serotypes wese defecied 100% of the fime of the fest LOD (5 x 104
ool mi).

Clinical Sensitivity and Specificity
In o muficenter (4) prospective study, the BinmNOW® Test wos used to evdli
ate (SF specimens collected from 590 hospitaized and ovipafients presenfing
with sympéoms of meningifis or from patients on whem o hmbar puncure wos
otherwise indicoted. PaBents were considersd positive for preumococcal menin-
s if diognased by posifive (SF culhuse.

BinaxOW'® Test pesfamance wos cakuloted wsing stondard methods. Specfic-
iy was 99% (557,/560), with a 95% confidence intervel of 78% fo 100%.
Sensifivity was 97% (29,/30), with 0 95% confidence interval of 34% fo 100%.
The single asure: pasifive specimen not desected in the BanasOW® Test wos
weported oz producing only 7 colonies.

GF  Culture

. -
BinaxNOW®  + 5 3
Result - 1 557
Sensitivity = 7% (B85 100%
Spedfidty = 99%  (98%-100%)
Acray = 99%  (98%-100%
CROSS-REACTIVITY
(SF Testing

Esfier enerovirus or bacteria wos isclofed fram &1 of the 5. praumanios nege-
five [SF spetimens fested os part of the obove prospective shody. Soty (60 of
these somples fested negaive in the BinaxNOW® Test for o spedficity of 98%.
The single positive specmen contained Enferococ However, 0 second diniced
(SF contnining Erferococei tested negafive in She BinaxNOW® Test a5 did the
cultured whobe organism (see Whole ranism Testing an the next page).

Bucteria,/ Virus Samples Tested ~ Spedfidity
Isolated From CSF

Enterovins 1] 100%
Acinefobocter 3 100%
(rypiococcus neaformans 1 100%
(. diphtherine 1 100%
Enderbarter 2 100%
Fmfarmooca i 50%
Escherichia colf 2 100%
Hremophilys inflvenzoe type B 1 100%
Klebsielo prevmonige 2 100%
Morgonells morgoni 1 100%
Neisseri meningitidis 3 100%
Stmphytocorcs rooqulase negafive 9 100%
Simphptococs coogulase positive 2 100%
Staphyfocorius epidemidis 1 100%
Sirepioooccus Giowp A 1 100%
Sirepivooccus Gowp B 1 100%
Sirepfococcs vinidas 4 100%
Overall Spexficity 61 98%
Whole Organism Tesfing

In oddifion to the bacterial and viral infecfions encountesed os part of the prospec-
five shudy, Bincx comgided a panel of potentil comseodnts, inchding Se mast
common boctesial and viral agents of meningitis. All bactesio were evaboted in
the Bina: test at concentrations ranging from 107 o 10° CFU/ml. Viruses were
tested at 10° L1./mL o0 greoter. The BinasOW® Test demanstoted 100%
specifity, producing negative results for all irusss ond borterin fested.




Burkitt's [ymphoma (EpsteinBon) ~ Haemapkilus influenzoe,

Cawsackiz AT Vis narypectie (35891)

Coxsnckis B3 Veus Hespes Simplex Vines Type 1
Echovirus Herpes Simples Vinss Type 2
Enferocous faecum Listeri monocytogenes (19115)
Hoemapikus inflvenzoe Listerin monocytogenes (17424)
Hoemaptiitys inflvenzoe B Neisserio meningitids sergroup A
Hoemaphils influenzoe C Neisseria meningifids sergroup B
Hoemaphilus influenzoe I Heisseria meningifics sergrovp
Hoemaptitrs influenzoe £ Neisseria meningitidss sergroup [
Hoemaptiitus influenzoe F Meisseria meningitids semgmoup L
Hoemaptaius influenzos, Sireptococzys omls (35037)
nonrypente (51997)

INTERFERING SUBSTANCES

(5F spedimens with elevnted white blocd cells (1 x 10" celle/ml), red blood
celis (30 cells/pl, protein {3 g/dl) and Béimubin (100 pg/mi) wese evchuated
in the BincxHOW® Strepfococus preumonios Test and found not to ofect fest

pertormnte.

REPRODUCIBILITY STUDY

A blind shudy of e BinaNOW® Strantococcus pneumanice Test wis conducted
in 3 sspurote kborofories wsing o poned of blind coded spedmens contnining
negative, low pasitive ond moderate pasifive somples. Porfidpants Ested sach
sample matfiple fimes on 3 diffesent doys. One hundsed percent (100%) of the
70 somples produced the expected result.

ORDERING INFORMATION

Reorder numbers:

TIHIIZ: BinoxNOW® Srepfococcus prewmonine Test (12 fest kit)
710000 BinaxNOW® Strepfocoorus prevmonioe Test {272 fest kit)
T1HIN0; BinaxNOW® Strepioecrus prevmonioe Conirel Swob Fock

Contact Information:
T US: 877-441-7440, 045; 371-441-7200
Fmc: 321-441-7400






