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Method Comparison Study Report

Alere iScreen® OFD–  
Cotinine Test Device
The Alere iScreen® OFD–Cotinine Test Device is a lateral �ow 
chromatographic immunoassay for the qualitative detection 
of cotinine in oral �uids at a cutoff concentration of 30 ng/mL. 
A method comparison study of this device was conducted at 
a point-of-care site in the Commonwealth of Virginia where 
at least �fty (50) non-smokers and at least forty (40) smokers 
were enrolled in this study.

An oral �uid sample was collected from each donor, and 
was tested on the device by following the directions in the 
manufacturer’s package insert. After obtaining the rapid test 

result, the test device was sent to the laboratory for cotinine 
analysis of the remaining oral �uid in the device using liquid 
chromatography-mass spectrometry (LC-MS).

Out of the 97 samples, 42 samples were deemed positive 
because the cotinine concentrations were above the cutoff 
of the device (> 30 ng/mL) and 55 samples were deemed 
negative because the cotinine concentrations were below 
the cutoff of the device (< 30 ng/mL). Greater than 99% 
positive, negative, and overall agreements were achieved 
by this test device as shown in the 2x2 table below.

CONCLUSION: Based on the study results, the acceptance criteria of the study were exceeded. The observed  
positive and negative agreements between the iScreen OFD–Cotinine Test Device and LC-MS were greater than 95%.

The results were also strati�ed according to the cotinine 
concentrations relative to the cutoff of the test device. 
The study site was able to collect oral �uid samples to 
�ll each bucket, except for the near cutoff negative.

LC-MS

Results + - Total

+ 42 0 42

- 0 55 55

Total 42 55 97

Alere iScreen OFD–Cotinine Test Device

Results
Negative by 

LC-MS

Near Cutoff Negative by
LC-MS (between -50%

cutoff and cutoff)

Near Cutoff Positive by
LC-MS (between cutoff 

and+50% cutoff)

High Positive by
LC-MS (above
+50% of cutoff)

Percent Agreement
with LC-MS

Positive 0 0 5 37 >99

Negative 55 0 0 0 >99

20%

40%

60%

80%

100%

99% 99% 99%

Positive
Agreement

Negative
Agreement

Overall
Agreement

0%

omp CdohteM

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

torpe Ryudt Sonsirap

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

t

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

intootC
reelA

omp CdohteM

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

ttes T Tesein
®nerecS i
torpe Ryudt Sonsirap

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

eciveev D
–FD O®

t

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

An oral �uid sample w   

olled in this se enrwer
at least �fty (50) non-       

e site in    a point-of-car
A method compariso        
of cotinine in oral �uid    

omatographic imm     chr
 O  ®eene iScrThe Aler

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

om each donor    was collected fr

.   study
    -smokers and at least forty (40) smokers

ginia   n the Commonwealth of Vir
  on study of this device was conducted at

f concentration of 3      ds at a cutof
 munoassay for the qualitative detection

est Device is a lat   FD–Cotinine T  Test Device is a lateral �ow

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

f of th      the cutof
negative becau     
of the device (>      
because the co   
Out of the 97 s    

omatograp  chr
analysis of the 
esult, the test        r

 and  r

          smokers
ea wher

        ducted at
   30 ng/mL.

     etection
    teral �ow

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

eater    he device (< 30 ng/mL). Gr
 use the cotinine concentrations 

   > 30 ng/mL) and 55 samples wer
e abo     otinine concentrations wer

e deem      samples, 42 samples wer

ometry (LC-MS)hy-mass spectr
emaining oral �uid in the devic     e r

   device was sent to the laborato   

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

 than 99%
e below    s wer

e deemed         er
f ove the cutof

 med positive

 ).
     ce using liquid

        ory for cotinine

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

s packa       er’manufactur
was tested on the de     
An oral �uid sample w   

+

42

Fn OeerecSe i iSrelA

+

tsluseR

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

 age insert. After obtaining the rapid test
ection       evice by following the dir

om each donor    was collected fr

l

42

ecivviet Dsee T TeniinniinttioC–DFFD

0

attaTo-

SM-LC

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

by this test dev        
positive, negat    

f of th      the cutof

      apid test
s in the
, and  r

80%
% %

100%

9999

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

   vice as shown in the 2x2 table below
eements we tive, and overall agr

eater    he device (< 30 ng/mL). Gr

% %99

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

.          below
e achieved er

 than 99%

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

�ll each bucket, exce     
The study site was a       

elativ    concentrations r
e also  esults werThe r

42latTo

0-

42+

geN

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

f negative.   ept for the near cutof       f negative.
    able to collect oral �uid samples to

f of the test device.ve to the cutof   f    
ding to the cotinine o strati�ed accor

9755

5555

420

ye b byvitagef Nfotur CaeN
y e bvve bitag

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

ye b byvitisof Pfotur CaeNy

60%

40%

20%

Agreement
Negative

Agreement
Positive

0%

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

g AtencerP
ye bvitisoh P PogiigH

Agreement
Overall

ment
tive

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

teneemrg

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

positive and negativ  
 Bas     CONCLUSION:

LC

veitageN

evisitoP

geN
tsluseR

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

eements between the iSc  e agr
esults, the ac       sed on the study r

)

055

00

ff)fout cd anff anfoutc
0%5n -eewtebS ( (bM-CL

SMMS-C
y e bvve bitag

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

est Device   een OFD–Cotinine T  Test Device and LC-MS wer   r
  cceptance criteria of the study w

)

0

5

ff)fotu0% c5+dna
f fotun ceewtebS ( (bM-CL

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

eater than 95%.e gr e and LC-MS wer
e exceeded. The observed       wer

 LC

>90

>937

htiwwi
g AtencerP

)ff)fotuf c0% o5+
evveoba ( (aSM-LC

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

 n 95%.

S

99

99

M- C
teneemrg

 

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

4.04.300s 8tcudorP

eses rthgil rl. Aerel4 A10© 2  

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

moc.ygolocixoteerl9  |  a204

n eercSd in, aerelo, Agoe Lrele AhT. devre  

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

mof cp ouore grele Ahf ts okramedare tr a  

  

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 

  

 
 
 

4/101 1VE1 R83019.seinapm

New Line Medical 800.452.8909 www.NewLineMedical.comw w


