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QUICKVUE

Influenza A+B Test

CLIA Complexity: WAIVED

INTENDED USE

The QuickVue Influenza A+B test allows for the rapid, qualitative detection of influenza
type A and type B antigens directly from nasal swab, nasopharyngeal swab, nasal
aspirate, and nasal wash specimens. The test is intended for use as an aid in the rapid
differential dizgnosis of acute influenza type A and type B viral infections. The test is not
intended to detect influenza C antigens. Negative results should be confirmed by cell
culture; they do not pradude influenza virus infaction and should not be used as the sole
basis for treatment or other management decisions. The test is imtended for professional
and laboratory uss.

SUMMARY AND EXPLANATION

Influenza is a highly contagious, acute, virzl infection of the respiratory tract. The
causative agents of the disease are immunologically diverse, single-strand RNA viruses
known as influenza viruses. There are three types of influenza viruses A, B, and C. Type
A viruzes are the mast prevalent and are assodated with most sericus epidemics. Type
B viruses produce a disease thatis generall[',' milder than that caused by type A Type C
vinuses have never been assodiated with a large epidemic of human disease. Both type
A& and B viruses can dirculate simultzneously, but usually one type is dominant during a
given saason

Influenza antigens may be detected in dinical specimens by immunoassay. The QuickVue
Influenza A+E test is a lateral-flow immunoassay using highly sensitive monedonal

antibodies that are specific for influenza antigens. The test is spedific to influenza types A
and B antigens with no known cross-reactivity to normal flora or other known respiratory

pathogens.
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PRINCIPLE OF THE TEST

The QuickVue Influenza A+B test involves the extraction of influenza A and B viral
antigens. The patient specimen is placed in the Extraction Reagent Tube, during

which time the virus particles in the specimen are disrupted, exposing intemsal viral
nucleoproteins. After extraction, the Test Strip is placed in the Extraction Reagent Tube
where nucleoproteins in the specimen will react with the reagents in the Test Strip.

if the extracted specimen contains influenza A or B antigens, a pink-to-red Test Line
along with a blue procedural Control Line will appear on the Test Strip indicating a
positive result. The Test Line for influenza & or B will develop at separate specified
locations on the sama Test Strip. Finfluenza A or B antigens are not prasent, or are
presant at very low levals, only the blue procedural Control Line will appear.

REAGENTS AND MATERIALS SUPFLIED
25-Test Kit: Catalog Number 20183
m Shelf box containing:

* Individually Packaged Test Strips (25): Mouse moneclonal anti-influenza A
and anti-influenza B antibodies

Extraction Reagent Solution (25} Vials with 340 pL of salt sclution
Extraction Tubes (25} Lyophilized buffer with detergents and reduding agents
Disposable Droppers (25)

Sterile Masal Swabs (25)

Positive Influenza Type A Control Swab (1) Swab is coated with non-infectious
recombinant influenza A antigen

» Positive Influenza Type B Control Swab (1): Swab is coated with non-infectious
recombinant influenza B antigen

» Negative Control Swab (1) Swab is coated with formalin-inactivated,
non-infectious Streptococcus C antigen

* Package Insert 1)
* Procedure Card (1)

¥ ¥ vrv¥yuwr
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MATERIALS NOT SUPPLIED
B Spedmen containers

m Timer or watch

WARNINGS AND PRECAUTIONS
m For in witro di2gnostic use,

& Do not use the kit contents bayond the expiration date printed on the outside of the
box

® e appropriate precautions Inthe collection, handiing, storage, and disposal of
patient sampdes and used kit contents®

®m Usa of Nitrile or Latex gloves & recommendad when handling patient samiples.®

® Dispose of contalners and used contents in accordance with Federal, State and Local
requirsmeants.

m The Test Strip must remain sealed inthe protective foll poudh until use.

® The Extractlon Reagent Solutlon contains 2 salt solution. If the solutlon contacts the
skin or eye, flush with coplous amaunts of watar.

® To obtain acourate results, you must follow the Package Insart.

® [nadequate or Inappropriate specimen collection, storage, and transport may yleld
false negative test results.

& Seak specific training or guidance If you are not experienced with spedmen collection
and handling procedurss®*

® k2 the Transport Media recommended In the Package Insert.

m [f Infection with a novel Influenza A virus 1s suspected based on current clinkcal
and epidemiological sareening aiterla recommended by public health authoritles,
specimens should be collected with appropriate infection control precautions for
noved virulent Influenza viruses and sent to state or bocal health departments for
testing. Viral culture should not be attempted In these cases unbess 3 B5L 3+ facility
Is avallzble to receive and culture specimens.

= Althowgh this test has been shown to detect cultured avian influenza vinsas,
Inchuding avian Influenza A subtype H3M1 virus, the performance charactenstics of
this test with specimens from humans Infected with H5N1 or other avian Influenza
VIrusas are Unknown.
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KIT STORAGE AND STABILITY

Store the kit at room temperature, 59-86"F (15-30°C), out of direct sunhght. Kit contents
are stable untll the expiration date printed on the outer box. Do not freeze,

SPECIMEN COLLECTION AND HANDLING

Proper specimen collection, storage, and transport are critical to the performance
of this Test.>*

SPECIMEN COLLECTION

Nasal Swab Sample:

For optimal test performance with a masal swab specimen, use the swabs supplied
in the kit.

It Is Important to obtaln as much secretion as possible. Therefore, to collect a nasal swab
sample, Insert the sterlle swab Into the nostril that presents the most secretion under
visual Inspection. Using gentle rotation, push the swab untll resktance B met at the level
of the turbinates (less than one Inch Into the nostril). Botate the swab a few times against
the nasal wall.

Nasopharyngeal Swab Sample:

It Is Important to obtaln as much secretion as possible. Therefore, to collect a
nasopharyngeal swab sample, carefully Insert the sterlle swab Into the nostril that
presants the most serations under visual inspection. Keep the swab near the saptum
floor of the nose while gently pushing the swab into the posterior nasopharynx. Rotate
the swab several times.

Nasal Wash or Aspirate Sample:

Folkow your Institution's Protocol for obtalning wash specmens. Use the minimal
amount of saline that your procedure allows, 25 excess volume will diute the
amount of antigen in the spedmen. The following are examples of procedures usad by
diniclans:

For Qider Children and Adults:

With the patient’s head hyper-extended, Instill steriie, normal saline (not suppllied

in the kit) Into one nostril with a syringe. To collect the wash, place a clean, dry spedmen
container directly under the nose with shight pressure on the upper lip. Tit the head
forward and allow the fluld to run out of the nostnl into the specimen contalner, Repeat
for the other nastril and collect the fluld Into the same spedmen container.
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For Younger Children:

The child showld 51t In the parent’s lp fadng foreard, with the child’s head against
the parent’s chest. Fill the syringe or aspiration bulb with the minimal volume of saline
required per thie subject’s size and age. Instll the saline into one nostrl whiss the head
ks tilted back. Aspirate the wash spedimen badk Into the syringe or bulb. The aspirated
wash sample will lIkely be at keast 1 oC In volume.

Alternatively, following Instillation of the saling, tit the child’s head forward and let the
saline drzin cut into a chean collection cup.

SPECIMEMN TRANSPORT AND STORAGE

Specimens should be tested as soon as posslble after collection. However, If transport of
swab samples is required, minimal dilution of the sample i recommended, as this may
result In decreased test sensitivity. One (1) mililiter or bess Is suggested for optimal rapid
test performance. The following transport media are compatible with the QuideVue
Influenza A+ test:

Transport Media Recommended Storage Condition

2-25°C for | 2-25°Cfor 2-8°C for

8 hours 24 hours 48 howrs
BOY Univarsal Viral Transport Media Yes Yes Yas
Hartels Hextrans Media s No No
Copan Univer=zal Transport Media s Tes Yas
Haniks Ealanced Salt solution TEs R o
M5 Media Vs Mo Mo
Saline fes Mo No
Storage of samiple in a clean, dry, dosed container Yes Mo No

The M4, M4-RT, Liquid Ambes-D, Amies Clear, Modified Stuarts and Remel Mé transport
mediza are not comipatible with this device.

Nasal wash/aspirate specimens may also be stored frozen (-70°C or colder) for up
o one manth.
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QUALITY CONTROL

Built-in Comtrol Features

The QuickVue Influenza A+B test contains bullt-in procedural control features. The
manufacturer’s recommendation for dally control 15 to document these bullt-in
procedural controls for the first sample tested each day.

The two-color result format provides a simple Interpretztion for positive and negative
rasults. The appearance of a blue procedural Control Line provides several forms of

positive control by demonstrating sufficient flow has ooowmed and the functional
Integrity of the Test Strip was maintained. If the blue procedural Control Line does
not develop at 10 minutes, the test result Is considerad Invalid.

A bullt-In negative control s provided by the dearing of red badeground color, verifying
that the test has been performed comectly. Within 10 minutes, the result area should be
wihite to Iight pink and allow the clear interpretation of the test result. If background
color appears and Interferes with Interpretation of the test result, the result is
considerad Invalid. Should this coour, review the procedure and repeat the testwith a
new Tast Srip.

External Quality Control
External controls may akso be usad to demonstrate that the reagents and assay
procedure perform properhy.

Quidel recommends that positive and negative controls be nun once for each untrained
operator, once for each new shipment of kits — provided that each different ot recelved
in the shipment Is tested — and as deemed additionally necessary by your Intarnal
quality control procedures, and In accordance with local, state, and federal regulations

or acreditation reguirements.

If the comtroks do not perform as expected, repeat the test or contact Quided Technical
Support befiore testing patlent specimens.

External Positive and Negative Control Swabs are supplled In the kit and should be
tested wsing the Nasal Swab Test Procedure provided In this Package Insert of In the
Procedure Card,
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TEST PROCEDURE
All clinlcal spacimens must be at room temperature before beginning the assay.

Expiration date: Check expliration on each Individuwal test package or outer box before
using. Do not wse any fest past the expiration date on the label

Nasal‘Nasopharyngeal Swab Procedure

1. Dispensa all of the Extraction Rezgent Solutlion from the Reagent Tube.
Genthy swirl the Extraction Tube to dissolve Its contents.

2. Place the patient swab with samiple Into the Extraction Tube. Roll the x
swiab at least three (3) times while pressing the head against the bottom =
and side of the Extraction Tube.

Leawve the swab In the Extraction Tubse for one (1) minuta, @
1

3. Roll the swab head against the Inside of the Extraction Tube as you
remaove It. Dispose of the used swab In accordance with your biohazard
waste disposal protocol.

4, Place the Test Strip Into the Extraction Tube with the arrows on the Test
Strip pointing down. Do not handle or move the Test Stip untll the test
s complete and ready for reading.

5. Read result at ten (10) minutes. Some positive results may
appear sooner. Do not read result after ten (10) minutes. 10
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Nasal Wash/Nasal Aspirate Procedure

1. Al the dropper to the top/uppermiost notch with nasal wash or nasal
aspirate sample.

2. Add entlre contents of the dropper to the Extraction Tube. Swirl the
Extraction Tube gently to dissohve Its contents.

3. Place the Test Strip into the Extraction Tube with the arrows on the Test
Strip pointing down. Do not handle or mowe the Test Strip untll the test
s complete and ready for rezding.

4. Read result at ten (10} minutes. Some positive results may appear Sooner.
Do not read result after ten (10} milnuwtes.
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INTERPRETATION OF RESULTS

Positive Result™;

AL ten minutas, the appearance of ANY shade of a pink-to-red Test Ling,
aither above or bedow the biue Control Line, AND the appearance of 3
blue procedural Control Line Indicates a positive result for the presence -

of influenza A andfor B viral antigen. | .

Hold the test strip with the arrows pointed down.

m [f the red Bne 1s above the Control Line, the test results are positive for
type A. See image to the Immediate right (A+). 4 * } + }

m [fthe red Bne 1s below the Control Line, the test results are positive for
type B. 5ee iImage to the far right (B-+).

—_——

*4 positive result does mot rle out co-Infections with other pathogens or
identify any specific Influenza A virus sublype.

Negative Result**:

At ten minutes, the appearance of OMLY the blue procedurzl Control
Line indicates Influenza A and B viral antigen were not detected. &
negative result should be reported as a presumptive negative for the
presance of Influenza antigen.

24 negalive resuit does not exclude influenza wiral infaction. Negative
results shouid be confirmed by cell culture.

1=
o
e

Invalid Resuit:

If at ten minutes, the blue procedural Control Line does not

appear, even If any shade of a pink-to-red Test Line appears, the

result is considered Invalid. if at t2n minutes, the background color

does not clear and it Interferes with the reading of the test, the result &

considerad Invalid, i the test s invalid, 2 new t2st should be performed ,

with 2 new patlent sample and a new Test Strip. m_ *“

_— =
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LIMITATIONS

® The contents of this kit are to be wsed for the qualitative detection of Influenza A
and B antigen from nasal swab, nasopharyngeal swab, nasal wash and nasal aspirate

speCimens.

A negathee test result may ooour If the kevel of antigen in 2 sample 1s below the
detection limit of the test.

® Failure to follow the Test Procedure and Interpretations of Test Results may adversely
affect test performance and/or Invalidate the Test Result.

m Test Results miust be evaluated In conjunction with other dinlcal data avallable to the
phiysician.

B Negative test results do not rule out possible other non-infuenza viral Infections.

m Positive test results do not rule out co-Infections with other pathogens.

® Positive test results do not identify specific Influenza A virus subtypes.

® Children tend to shed virus mare abundantly and for longer periods of time than
adults. Therefore, testing spedmens from adults will often yleld lower sensitivity
than testing spedmens from dhldren.

® Positive and negative predictive values are highly dependent on prevalence. False
negathve test results are more llkely during peak activity when prevalence of disease s
high. False positive test results are more likely during perlods of low Influenza activity
when prevalence i moderate to low.

® ndividuals who recelved nasally administered Influenza A vacdne may have positive
test results for up to three days after vaccination.

® Monodonal antibodies may fail to detect, or detect with kess sensitivity, Influenza A
wviruses that hawve undergone mingr aming acd changes In the target epltope reglon.

® [f differentiation of specific influenza A subtypes and strains Is needed, additlonal
testing, In consultation with the state or lecl public health department, 15 required.
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EXPECTED VALUES

Seasonal outbreaks of Influenza ooour worldwiide In both the northern and southern
hemisphares using widespread lliness each winter. The average attadk rate of influenza
Is 26-33 cases per 100 people per year. The risk of hospitalization Is roughly 1/300 of
those Infected among the very young and elderly. Approxdmately 36,000 deaths In the
L5, are attributad to Influenza or Its complications each year. Ninety percent (8055 of
deaths occur In those &5 years of 20e and older. Curing eadh of three major epidemics
oCcurring In 1957 and 1963, more than 40,000 pecple died of influenza In the U5 alone.
In the 1918 pandamic, an estimated 50 millkon deaths resulted worldwide. In the muitl-
center dinkcal study conductad by Quidel during an Influenza season Im Morth Amenca, an
Miness prevalence of 24% for type A and 15% for type B influenza was observed.

PERFORMAMCE CHARACTERISTICS
QuickVue Influenza A+B Test Performance vs. Call Culture

Background on the 2005 Clinical Studies in Australia

The performance charactertstics for Influenza A were estzblished when influenza A/H3
and A/H1 were the predominant Influenza A viruses In drcuktion In Australla. When
other Influenza A virus subtypes are emerging as human pathogens, the performance
dharacteristics described below could vary. Dunng this partioular Influenza season In this
reglon of Australlz, 82% of the type A Influenzza viruses 1solated from culture were H3N2
and 18% wera H1N1.

In the 2005 dinkcal study, the performance of the OulddVue Influenza A+ test was
comipared to cell culture methods and confirmed with DFA in 2 mult-center field clinical
study during the Influenza season In Australla. This study was conducted at elght General
Practice physiclan offices located 2oross the Sydney metropolitan area In New South
Wales, Australia. In this multl-center, point-of-care (POC) field trial, two (2) nasal or two (2)
nasopharyngeal swab spadmens were collected from each of 3 total of 238 patients. Al
dinical samples were collected from symptomatic patients. 5aven percent (7%) of the
population tested were <5 years of age, 24% 5 — <18 years of a0e, 68% =218 years of age,
and 56% were male.

On-site testing of one nasal swab or nasopharyngeal swab spedmen in the QuickVue
Influenza A+E test was performed by physician office personnel within one houwr of
collection. This swab was Incubated for one minutz with the Extraction Reagent Solution
before additon of the dipstick. The other swab was placed inviral transport media and
stored at 2-8"C for up to 18 hours prior to culture. Madin-Darby Canine Kidney (MDCE)
cells were Inooulated with a portion of the nasal swab or nasopharyngeal swab specimen
and Incubated at 36"C for 48-96 hours. The Inoculzted cells were recovered from tissue
culture and tested for influenza A or B by direct fluorescent antibody (DFA) staining.
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Background on the 19981999 C(linical Studies in the United States

The performance characteristics for Influenza A were established when Influsnza AFH3
and AH1 were the predominant Influenza A viruses In drculation. When other Influenza
A virnus subtypes are emerging as human pathogens, the performance characteristics
described below could vary. During this particular influenza season, 99% of the type A
Influenza vineses isodated from culture were HINZ and 135 was HINIL

In the winter of 19981999, the performance of the QuickVise Influenza A+B test was
compared to cell culture methods In a multl-center field clinical study. This study was
conducted In pediatric, adult and gerlatric patient populations in slx geographiclly
distinct reglons in the United States. Inthis multl-center, point-of-care (POC) field trial,
a combination of nasal swabs and nasal wash/aspirate spedmens were collected from a
tiotal of two hundred seventy-five (275) patlents.

On-site testing of the nasal swab and nasal wash or nasal aspirate spedmens in the
QuickVue Influenza A+8 test was performed by physician office personnel within one
hour of specimen collection. The patient’s nasal swab was swirad threa times iIn the
Extraction Reagent Solution and removed before addition of the dipstick. Viral transport
medium was added to all nasal specimens intended for culture transport. Swab
spacimens In viral transport media and nasal wash/aspirate spedmens were stored at
2-8°C for up to 24 hours prior to culture. Rhesus Monkey Kidney (RMK) colis or Madin-
Dariy Canine Kidney (MDCK] calls were Inoculated with a portion of the nasal swab
specimen and nasal wash/aspirate and tested for the appearance of oytopathic effect
(CPEL Infectad cells were recoverad from tissue culture 2nd confirmed for Influenza A
or B by direct fluorescent antibody (DFAJ staining. A total of 363 specimens were tested
from 275 patients (270 nasal swabs and 93 nasal wash/aspirate specimens)

Results with Nasal Swab Specimens 2005 Clinical Study)

Rasults for All Age Groups:

Masal swab specimens from one hundred twenty-two patients were tested In QuldkVse
Influenza A+8 and in cell culture. The QuickVue Influenza A+8 test correctly Identified
395 (16/17) culture-positive Influenza A specimens, 705 (14/20) culture-positive
influenza B spedmens, 0% (95/105) culture-negative for Influenza A, and 97% (29/102)
culture-negative for Influenza B, with an overall accuraqlg of 91% (111122) and 93%

{113/122) for Influenza A and B spedmens, respectively results with nasal swabs
are shown In Table 1.
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Table 1
QuickVue Influenza A+B Nasal Swab Results versus Culture (All Age Groups)
TYPEA TYreB
Culture  Sens= 1617 =545 Culture  Sens= 14720 = 7%
. (959 C L 71-100%) ™. (955 C 1L 43-B6%)
o| Spec= 95105 = 200 . | Spec= 90102 =57
il R (oo CLas-omy | [ore | M]3 (950 1L 91-0006)
e V1% meowr= 1122 =00 VNeg| 6 (%[ orur = 113122 = 53
(950 L 84-05%) (950 | BE-060)
PPV= 1626 = 62% PPV = 1417 = EX%
NPV = 55/56 = 095 NPV = 99/105 = 4%

® Of the 10 discrepant results, 7 were subsequently found to be positive by the QuickWue test
and by an imvestigational RT-PCR.

"% f the 3 discrepant results, 2 were subsequently found to be positive by the QuickVue test
and by an investigational RT-PCR.
Results Stratified by Age Group:

The results obtalned with nasal swab specimens from each age group are showmn In
Table 2.

Table 2
QuickVue Influgnza A+B Nasal Swab Results versus Culture by Age Group)
<5 years of age 5— <1 years of age =18 yearsaf age
N=M N=I5 N=80

Sems | Spec | Acour | Sems | Spec | Acowr | Sens | Sper | Aoour
Typed| DOO0% | BOGE | S3%W | T0OGE | TO0%E | W00 | B9 | EMW | 3EW
(B | (B 0304 EF) |[3505 | FEIE)| @9 | [E25) | (e

TypeB| D00% | W% | 100 | TG | B9 | EMG | 67 | DO | 95W
(1) | (N3] | (Rn4) | (7o | (16008 | R32E| &S | (T | (TRE

Results with Nasal Swab Specimens (19981999 Clinical Study)

Compared to cufture and confirmed for Influenza A or B by DFA, the QuickVue Influenza
A+B test commectly identified 72% (46/54) type A positive specimens, 73% (29/40) type
E positive specimens, and 96% (159166} negative spedmens. These results with nasal
swabs are shown In Table 3.
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Table 3
QuickVue Influenza A+B Nasal Swab Results versus Culture (All Age Groups)
TYPEA TYPER
Cubture  Sens= 46064 =72% Cultwre  Sems= 29040 = 73%
™ . (5% C1. 60-819%) 1 AOS 1, 57— 8405)
Spec= 150/166 = 6% Spec= 159166 = 06k
k] F (o5% C1.91-ome) | v =) 7 1859 £ 91-08%)
VNeR| B [55] pooar=a0szso-som | 1P ] meour= vemm0e - o1w
(555 C1. B4-03%) 1053 C L 570404
PPV = 46/53 =87% PPY=2936=01%
PV = 158/177 = 0% NPV = 159/170 = 04%

Results with Nasopharyngeal Swab Specdmens (2005 Clinical Study)

Results for All Age Groups:
Masopharnyngeal swab spedmens from one hundred shceen patients were tested In
QuideVue Influenza A+8 and in cell culture. The QuickVue Influenza A+B test cormectly

ientifisd 83% (20/24) culture-positive Influenza A spedmens, 62% (&3} culture-
positive Influsnzz B specmens, 2nd £9% (32/92) culture-nagative for Influenza A, and

98% (1011103 culture-negative for Influenza B, with an overall acouracy of 88% (102/116)
and 94% (109/116) for Influenza A and B specimens, respectively. These results with
nasopharyngeal swabs are shown In Table 4.

Table 4
QuickVue Influenza A+B Nasopharyngeal Swab Results versus Culture
(All Age Groups)

TYPEA TYPEE
Cubture  Sems= 2074 =E3% Culture  Sens=013=1%
- 19559 CL 64090 . (550 T 35529
Fos | 20 (100 ﬁﬂ:ﬂl@::m | 8] = s‘ﬂ(: 101103 = 0E
W 1950 CL B1-990%) il (50 L 93— 11000
Ovheg| 4 &2 Aaoour = 1020 = B8 Dheg) = [101 Ao = 1050 16 = Gedig
19596 C L B1-93%) (555 C 1. BB—57)
PP = 2030 = 67 PPV = E'10=80%
NIPY = B85 = 5 NPV = 107106 = 955%

® Of the 10 discrepant results, 4 were subsequently found to be positive by the QuickWVus test
and by an investigational RT-PCR.

** Of the 2 discrepant results, 1 was subsequently found to be positive by the Quiddvue test
and by an investigational AT-PCR.
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Rasults Stratified by Age Group:

The results obtalned with nasopharyngeal swab specimens for each age group are
shown in Table 5.

Table 5
QuickVue Influenza A+B Nasopharyngeal Swab Results versus Culture
(by Age Groups)
<5 years of age 5- <18 years of 3ge =18 years of age
H=3 N=30 H=g3

Sers | Spec | Moour | Sens | Spec | Acowr | Sens | Sper | Acour
TypeA| 1009 | D00 | T00% | EXM | B4% | E3W | EO% | W% | 3
(W) | @3 ) 1331 | (S0 |6 | RSS0 ] (100 | (#6717 | (]
TpeB| MNA [ T £ BiE 5% GO | DO0% | SR
[ | (23 | (231 | (W3 | (263 | (2850 600 | (7373 | (]

Results with Frozen Nasal Washes (2005 5tudy)

Results for All Age Groups:

The performance of the QuickVue Influenza A+E test was further evaluated in the year
2005 In a retrospective study with 143 frozen, dinical, nasal wash spedmens. All cimical
samples were collected from symptomatic patients visiting a physiclan’ office In the
Mortheastern reglon of the United States. Fifty-eight percent (58%) of the population
tested were <5 yaars of 0e, 38% 5 - <18 years of age, 4% =18 years of age, and 46%
wiere male.

Masal Wash spedmens from one hundred forty-nine patients were tested In QuickVue
Influenza A+8 and In cell culture. The QuickVue Influenza A+B test correctly identified
86% (56/%65) culture-positive influenza A spedmens and 5% (B0/E4) culture-negative
specimens 25 shown In Table 6. Mo Influenza B samples were evaluated In this study.
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Table 6
QuickVue Influenza A+B Frozen Masal Wash Results wersus Culture (All Age Groups)
TYPE A
Culture  Sems= 56/65 = BE%
- {050 ), 7E-03%)
. = B0/B4 = 055
QW Pas 56| 4| Spec 1955 C_1. BE-99%)
QVNeq) 9180 | werwr= 1361149 = 91%
{050 .1, B6-35%)

PPV = 56/ =535
NPV = 50/B% = S0

* Of the 4 discrepant results, 1 was subsequently found to be positive by the Quidadiue test
and by an investigational AT-PCR. There was too little volume in 1 sample to be analyzed
by RT-PCR.

"% Of the 9 discrepant results, 2 of 5 samples were subsaquently found to be negative by the
QuidkVue test and by an investigational RT-PCR. There was too little volume in 4 samples
to be analyzed by RT-PCR.

Results Stratified by Age Group:

The results obtained with frozen nasal wash spedmens for each age group are shown In
Table 7.

Table 7
QuickVue Influenza A+B Frozen Nasal Wash Results versus Culture (by Age Groups)
<5 pears of age 5— <18 years of age =18 years of age
H=57 N=5& M=

sems | Spec | Moowr | Sens | Spec | Acour | Sens | Spec | Acour
Trpe&| S0 SR 9% ET% 4% LIk WO T | A
(35739] | (4603) | CELVET | (23] | (BSE) | (51056 | V3 | @33 | 40

Results with Fresh Nasal Wash/Aspirate Specimens (19081990 Clinical Study)
Compared to cufture and confirmed for Influenza A or B by DFA, the QuickVue Influenza
A-+8B test comrectly Identified 77% (10/13) type A positive spacimens, 82% (9/11) type B
positive speCimeans, and 99% (63/63) negative specamens. Thase samiples were testod
within cne hour of collection and had not been frozen. These results with nasal wash'
aspirate specimens are shown In Table &
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Table 8
QuickVue Influenza A+B Fresh Nasal Wash/Aspirate Results versus Culture
(All Age Groups)
TYPEA TYPEB
Culture  Sens= 10v13=77% Culture  Sens=9/11 = E2%
1= (950 L. 45-53%) . (959 C.L 51-96%)
= G&/50 = 00% o= GE/E0 = 000
| 10) 1| S et ] e (95% C.L91-100%)
R 2 %] mecur= 7e/m2 = a5 VR 7 %] moour= 77780 = sem
(2150 C 1. BE-0E%) {955 CL 50-000)
PRV = 1/11 =81% PPV= 5/10= 00%

NPV = 68771 =56%

MPY= G870 = 5

ANALYTICAL SPECIFICITY AND CROSS-REACTIVITY

The Quickvue Influenza A+ test was evaluated with a total of 62 bactarial and viral
isolates. Bacterial Isolates were evaluated at a concentration between 107 and 10° org/mlL
Viral Isolates were evaluated at 2 concentration of at keast 10°-10° TODS0/mL Adenovirus
18 and Parainfluenza virus 3 were tested at 10° TCIDS0/mL. None of the organisms or
vinuses listed bedow In Table 9 gave a posithve result in the QuickWue Influenza A+2 test.

Table 9
Analytical Specificity and Cross-Reactivity

Bacterial Panel:

Adnetobacter calooaceticus Mycoplasma preumaniae
Bacteroides fragliis Nelssena gonarmhoeage
Bovdetelia pertussis Nelssenia meningitidls
Branhamelia catarrhalls Nelssenia sicea

Candida albicans Nelssenia subilava
Corynebacterium diphtherioe Proteus viikgarts
Enterococous faecalls Pseudomonas aeruginosa
Eschenichia colf Serratio marcescens
Gardnerela vaginaks Staphylococous aurews
Haemaphilus Influenzioe Stophylococous epldermidis
Klebsiella preumoniae Streptococous mutans
Larctobacilius casel Streptococous pnewmaniae
Lactabacilius plantarum Streptococcus pyogenss
Legionella pneumaphiia Streptococous samguis
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Bacterlal Panel:

Listenia monocytogenss
Mycobacterium avium
Mycobactenium intraceliulare
Mycobactenium tuberculosis
Mycoplasma orale

Yiral Panel:

Adenovirus 5 (Ad. 75)
Adenovirus 7 (Gomen)
Ademovins 10 (1)
Adenovirus 18 (DUC)
Coronavirus 0C43
Coxsacklevirus A% ([Bozek)
Coosacklevinus BS (Faulkner)
Cytomegalovirus (Towne)
Echovirus 2 (Cornelis)
Echovirus 3 (Mormisey)
Echovinus & (D'Amor)
Herpes simplex virus 1
Herpes simplex virus 2

Streptococous sp. Gp. B
Streptococous sp. Gp. O
Streptococous sp. Gp. F
Streptococous sp. Gp. G

Human Rhnovirus 2 (HGF
Human Ahnovires 14 (1059)
Human Rhinovins 16 (11757)
Measles (Edmonston)
Mumps (Enders)
Parzinfluenza virus 1 Sendal)
Parzinfivenza virus 2 {CAAGreer)
Parainfluenza virus 3 {C243)
Respiratory Syncytial wirus (A-2)
Respiratory Syncytial virus
{Subgroup A, Long chain)
Rubella (RA 37/3)
Varicalla-Zoster (Ellen)

QuickVue Influenza A+B Test
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ANALYTICAL SENSITIVITY

Analytical sensithvity was demonstrated using a total of forty-seven (47) strains of human
influenza viruses: thirty-four (34) Influenza A and thirteen (13) Influenza B (Table 100

Table 10
Analytical Sensitivity with Human Isolates of Influenza A and B

Minlmum Minlmum
Vial  3ub-  Detectable Viral  Sub- Delectable
Viral Sirain Type  Type  Lewel VimlSirain ~ Type Type  Lewel
TCI0=smL piwmL*"
kew CaladonB 00V A HIN1 153 x 1 Shanpdong A H3k2 B4 x10°
Caitomia'ld e ] HIN1 4431 Maryland =1 A Hikl  1.00x 10
Jepan 30557 A HZK2 130X 1F
pia/ml " Jolamesung®sd A HikZ 144 x10F
Hong Kang & HaNZ 650 x 1 Bras A Hil  1.7xIm
Bel|ing3252 & HEN2 1.3 e Sydney A HakZ 2.00x1H
Sanghalt A H3NZ B.70 & 10F Banpiok A Hik2 330xiE
Shanghal/16 A HaNz 1.00 x 1 ‘Wuhan A HikZ 330x1F
Vicloila A H3Nz 3.3 1 Be|Ing55388 A Hi 33x1F
SingaporeS /ST A& HINZ AT xiD SIngapora/Bs A HIKl B8 xIF
Porl Chaimers & H3NZ 124 x 10F Texas %1 A Hikl  180x 10
LFEER A HIN1 2.00 % 1F Vicinila E 1AD X 11
Puerin Rico/EiEd & HIN1 250 % PP Talwan E 1Lk x IF
Kew Jersey A HIN1 2.70 % 108 Penama E 100 x 10F
Talw@n A HIN1 1.3 x 10E Ann Arbar E 13 xE
Tokyoi3/aT A HENZ 340 x 10F Sinpapara E 13 xE
Hayern & HIN1 660 x 1P Las ] 680 x 1F
Slchuan & H3NZ G50 x PP Hiong Kang B T x F
Bel|Ing/35280 A H3Nz 770 & WF Bel|Ingr134/93 E 1,56 1 10
KMWEE3 & HIN1 100 x 10 Calkomia E 130 xIF
Fort Werien1,50 & HIN1 1.7 & 1 Maryland E 6.50 & 10F
Missl==ippl ] HaNz 170 & 10e ‘Yamagata 65 E 6.70 x 1F
T A HIN1 1.3 x 1P Harbin E 140 x 10
Fort Monmouth/ 187 A HIN1 670 x 1A Slocihoim E 130x e
Alchl A H3Nz 3120 % 1F

TODS0WmL = 50% tissue oulture infectious doss; pfuw'ml = plagque-forming wnit per milliliter

* Although this test has been shown to detect the 2009 HINT virus cultured from a positive
human respiratory specimen, the performance characteristics of this device with dinical
spacimens that are pasitive for the 2009 HINT influenza virus have not bean established. The
QuickVue Influenza A+B test can distinguish batwesn infleenza & and B viruses, but it cannot
differentizte influenza subtypes.

** These viral strains were obtained from American Type Culture Collection [ATCC) with titer
information, and the titers were not verified by Quidel. The performance characteristics for
influenza A vines subtypes emenging as human pathogens have not been established.
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Analytical sensitivity was further evaluated using a total of twenty-four (24 Influenza A
virusas [solated from birds and mammals. The QuidkVue Influenza A+B test detected all
of the stralns examined (Table 11

Table 1
Analytical Sensitivity with Bird and Mammal Isolates of Influenza A

Viral 5train® Viral Type Viral Subtype
Duck/Tottor/723/80 A Himn
Duck/Alberta A HiMh
DuckHokkaido 170 A HzM2
Duck/Mongolla 403 A HiNs
Duck/Ukralna/1/63 A HiNg
EquineMiaml1/63 A HiNB
Duck/Czech/s6 A H4MG
Hong Kong/483/97 A H5N1
Hong Kong56/97 A HsN1
Chicken/Yamaguchl/ 704 A HsN1
A/Chicken/Vietnam33/04 A HsN1
AVetnam/3028/04 A H3N1
AThalland/ME2/04 A HsN1
Duck/Pennsylvania’0123/54 A H5hz2
Turkey/Massachusetts 3740465 A HEN2
Seal/Massachusetts /a0 A H7N7
Turkey/Ontano/s7 A HEN4
Turkey/ Wisconsin/Gs A HoN2
Chidken/Germany/N/49 A H10N7
Duck/England/ss A HI1NG
Duck/Alberta s0/76 A H1ZN5
GullMaryland/704/77 A H13NG
Mazllard/Astrakhan/263/82 A H14N5
Duck/Australiz 34133 A H15N8

* Performance characteristics for detecting influenza A virus from human specimens when
these or atherinfluenza A virus subtypes are emerging as human pathogens have not been
established.
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INTERFERING SUBSTANCES

Whole blood, and several over-the-counter (OTC) products and common dhemilcals were
evaluated and did not interfere with the QuickVue Influenza A+B test at the levels tested:
whole blood (2%); three OTC mowthwashes (25%); three OTC throat drops (25%); three
OTC nasal sprays (10%); 4-Acetamidophenol (10 mg/mLl; Acetylsalicylic Ackd (20 ma/mLk;
Chlorpheniramine (5 mg/mLy; Dextromethorphan (10 mg/mL); Diphenhydramine

{5 mg/mL); Ephedrine (20 mg/mL}; Gualzcol ghyceryl ether (20 mg/mL}; Cymetazoline
{10 mgymL); Phenylephring (100 mg/mL}; and Phenyipropanolzmine (20 mg/mLL

PRECISION STUDIES

The total, within-run, and between-run performance of the QuickVue Influenza A+E
test was evaluated for precision. A panel consisting of two different levels of influenza &

antigen (Johanneburg/B2/96; weak positive and strong positive) and two diferent kevels
of Influenza B antigen (Harbin/7/94; weak positive and strong positive) were repeated

five times with a single lot of QuickVue Influenza A+8 test on three different days. One
hundred percent (100%) acouracy was obtained for all specimens tested.

PHYSICIAN OFFICE LABORATORY (POL) STUDIES

An evaluztion of the QuickVue Influenza A+E test was conducted at three Physidans

(Offices using a panel of 180 coded spedmens. Testing was performed by an office
personnel with diverse educational badkgrounds and work experlences at three different

locations. The proficiency panel contained negative, low posiiive and moderate positive
spedmens. Each specmen level was tested at each site In replicates of at keast s over a
period of three days.

The results cbtained at each site agreed »>99% with the expected results. No significant

differences were observed within run (six replicates), between runs (three different days)
or batween sites (three POL sites).

ASSISTANCE

If you have any questions regarding the use of this product, please call Quidel’s Technical
Support Number (800) 874-1517 (toll-free In the LL5.A.) or (858) 552-1100, Monday
through Friday, between 7:00 a.m. and 500 p.m., Padfic Time, US.A. If outside the
United 5States contact your local distributor or technicalsupport@quidel.com.
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