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1. 5’ﬁqﬂszaﬂﬁ%aﬂnﬁwﬂaau(purpose of examination)
1.1 Wennamideaudslugaaszuastiglunismnmafansesuasiamuaugunsedsn vie
mssnwvesnng Tiun usdedild ulcer , colitis \udu Jsliuansornisannsdanald
P UEN
1.2 lefumlsausideldnalusrezusnuayszoriouluusdeledin iinlsnuzidadnldlng
waENIun (Colorectal cancer)
1.3 amadansesisaldlnguarldnsadoruiieldlumsinnsandsieseitnisdendes

colonoscopy

2. wannsuardsnsvestuneuilddmiunisnagau (principle and method of procedure
used for examinations)

Yanaaou FiTtest Usznaumenasniiufiogigaanseiasyanaaey taeiiugansslunaen
Ausmeefiiitvimesuazyinnsmaaeulaevenasuuyemagoy  ilefegrsgnvenadlugp
YNAFDU aazl,ﬂﬁlauﬁlﬂﬁwﬁﬁ%mﬂaugLﬁm ( The gold anti-h hemoglobin conjugate ) Lay
\ndouiiseluvihuFATenfueuAued (anti-h hemoglobin antibody ) fisusisina ( test
region ) lnadnlusizagnegaanseiivsuadiulnadu ( h hemoglobin) Faust 100 ne/ml Tuly
wiRauavATuisumiana usdlufogagaanseliddlulnadu ( h hemoglobin)
fazliAnuoudluiumiana mnduiesanadoudineluvhuiRse fukeufived ( goat anti-
mouse IgG antibody) lndukaudvam sufaheidmumisoulnsa RnduUfizeiauysal

3. anwuzN1eUsEaANSAMN (performance characteristics)

Performance Characteristics

1. Sensitivity:

The sensitivity of the test is 100ng hHb/mL buffer or 100ug hHb/g feces.
2. Specificity:

Hemosure® One Step Immunological Fecal Occult Blood Test is
specific for human hemoglobin. Hemoglobin from horse, pigs, fish,
beef, chicken, rabbit, rat, goat, and mouse do not react with Hemosure ®
One Step Immunological Fecal Occult Blood Test. Aqueous extracts of
broccoli, cantaloupe, cauliflower, horseradish, parsnip, raw turnip, and
red radish were tested with and without human hemoglobin present in
the samples. Additionally, a 20mg/mL solution of horseradish
peroxidase, with and without human hemoglobin present, was also
tested. No interference was observed.  Toilet bowl
deodorizers/fresheners, cleaners also did not interfere with Hemosure ®
One Step Immunological Fecal Occult Blood Test.

3. Accuracy:

Reference Laboratory and Physicians Office Laboratory (POL) Studies
One hundred (100) hHb-free feces extraction specimens collected
in-house were divided into five (5) groups of 20 each. The five groups
of extractions sample were spiked with hHb at the following
concentrations: 0, 37.5, 50, 62.5 and 2,000ng hHb/mL. The specimens
were blinded and tested with Hemosure® One Step Immunological
Fecal Occult Blood Test at a Physicians Office Laboratory and a
Reference Laboratory.

The results obtained from the POL site, by persons with diverse
education background and work experience, agree 97% with the
expected results. The result obtained from the Reference Laboratory
agreed 99% with expected. Overall, the accuracy of Hemosure® One
Step Immunological Fecal Occult Blood Test is 97%.
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3. Anwuzn19UsEaNSAN (performance characteristics) (#19)

4. Comparison Studies:

Fifty (50) specimens were also tested in-house with Hemosure® One
Step Immunological Fecal Occult Blood Test and a predicate device.
The correlation between Hemosure® One Step Immunological Fecal
Occult Blood Test and the predicate device was over 99%.

4. IUnA29814 (type of sample)
99915%

=] U . .
5. mamguUae (patlfnt preparation)
5.1 lifpalinsinineme1mns
a q' 1 <@ 1 1 .:4' v 1 .iql

5.2 NMIwseNdeEnsnn ivganrselaenisaneldnselouiiumng azoanazluitaansiuou
waldeudnuinandyniden(nil) Usunawiniuide (3-5 o) IneliAiuruiindaaiell
a a aa = < W A o = a
LlonuIMNYNIaDAUY vivldndunanadndendesde

6. UTSLANVBINIBULUAZENILAULAS (type of container and additives)
pduLAUgIasETiazeniindn

7. Lﬂ%mﬁaqﬂﬂszﬁﬁﬁ'\lﬂuuaza'ﬁtﬂﬁ (required equipment and reagents)
7.1 ganedau FITtest One-Step Fecal Occult Blood Test device WAz VaeANUAEINTI
Us59UNHes 2 ml
7.2 gailedmiunTialsa
[y =3
7.3 ARAULNUYATY
7.4 RNV
7.5 Urnnuail

8. ?iﬂLnﬂé’amLLazmsmU@umwﬂaamﬁa (environmental and safety controls)

mMsUftRAvAsdInTIanein naensuyanaaeuiililunisnaiingei FiTtest
fURTRuRssEAnauehAsdsnavaniusiosdinisiadorienoliiiansindeld faufosfos
muszidguliRnsdesiudunmeannisufinnuegiauasiae

8.1 anunsileuandenriilusswinimedey

8.2 gunsalfiansnthnduanldlmilifosiunmssnidofivmngan dmwgunsaifivinguanldlml

lildmstinmsvhaneuangausuiu
8.3 thiinavnnaziiutesdsdsnmamssnidese s imanzay
8.4 ¥ufuuszmuemsiazesdy Tadesdens guyns aaeasunsldneuunaaudluuiiom
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9. YupaunTEdUNIBU (calibration procedures)
1ig]

10. IUNBUVBINTZUIUNTS (procedural steps)
10.1 M9W3EUNITNAHOY
10.1.1 Srugleliilanswsun1svagey
o w | AR o oA N & v & S X yod a v
10.1.2 Whdegmaniuiuiivsauldlugdidumnaansl inaumgivies
10.1.3 hganadeuangestiNgumgiivieanauyinnisnaaes
= a & o ! 2 o A v &
10.1.4 vyuinfeFiwemasaiuiieg19193315reen JudundeInUaleiuiu

MegelugInsy 3-6 ATa aglvidusinagaiu
10.1.5 thanlavasauamyulngd wenuqlviiieg1ganse naudiuieluvaendieeig

10.2 Msnagay
10.2.1 wemapaiuMmeg1uu1 nyundenilansilaerasniuimedisean Junasn

Aog13nalings udmeaiiegsaslungulddiegng 3 ven
10.2.2 gruran1snaaeuniely 5-10 wii (irserunands 10 i)

Fecal Collection Tube :1 - .: m
With Extraction Buffer EE; —- B — B —
! |
]
|

)

at 6 different sites spiral suspended
liquid

C & Twist Off Tip i r

=t

Fecal Sample suspended 2
in Extraction Buffer

I(‘;oo:r.AQ

Test Cassette with Sample Well

C 2 Twist OF Tip 0
E:{] %

] i =

Fecal Sample sdép;nded
in Extraction Buffer

ool %

Y
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11. %’umaumsmuquqmmw (quality control procedures)

11.1 AT9@0UMIAnAveILAUAILAN TsnsiRndTuaumuasesBudiuiidegaismeuayis
yaaougniemiell Nundusiumnasuiigniesedodlauarliidd

11.2 lmpaeuiufiogumuauauAnil3oaesNgaIsEraNfiuiden (Hemolysed blood)
T fuideifeatubium Positive Control  Tasvhlundoufunismaaeuiu Extraction
buffer filsiua Negative control smsruitouagadaiifimansiafosnsginevidootig
fou 1 afdlutuiidaldihendadlnsi

11.3 fmani39i 1QC laiunasinaininliinnisiwsigianvs vinisuily wastuiinlilu
wuutuiinuianmsudlunsalua 1QC ldeglunaiunsgiugeausuamnin (FM-LAB-020)

12. YumaumsTeuLisuseniniasljianis (interlaboratory comparisons)
2439UN13%11 EQA/PT sample

121 1 n$ulasansUsEliuAnNINNITATINATIINITNTIINEARNI11EI915E (Fecal
occult blood, FOB) dnininnsgiuieal fiAns naainenmansnisunng aaii
AoIATIE EQA/PT sample wiauiudiegansinvesthetay 1 ass

122 dlenavsziilidulunanasivideidmnefifue Witufinumsnisuily/deadu Tu
wuuduinufianisunlunsalia EQA aglunauiunnsgugeusunnn (FM-LAB-020)

13. Fe5Unau (interferences)
13.1 aﬂﬁﬂmﬂﬁ]ﬁﬁum%ﬂﬂﬂui%lﬁﬁaﬂ’]’swi’lx‘l5](;fwiEJVLUﬁ’ENf\]ﬁNaiUﬂ’JumWﬁ’JRﬁLﬂi’wﬁ
13.1.1 auldfiduszsniiou (Menstrual bleeding)
13.1.2 Sadaenanaaeneen (Bleeding hemorrhoids)
13.1.3 viganiienaan (Constipation bleeding)

13.1.4 \deneann1elaane (Urinary bleeding)

14. RANNTTVDIVDIVUNDUNITATUIUND IALANAANS sAunsilinedasafinnuldudusuvasnisin
(principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

Taigl

15. 91989198993 mnsaRn1sanaulanisadiin (biological reference intervals or clinical
decision values)

[EtY

16. ¥2sN51891uNanisnadaula (reportable interval of examination results)
NYINUNANITEUU LIS/HIS WU URUNLUSI891UNadIa Ul AN Uningaundinsia tnetamnuity
A9 Negative *, Weakly positive wag Positive
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ANSIUNA
Test Test line Control line NAN1INTI
Stool Occult blood Lidl y Negative
(FIT) il il Weakly Positive, Positive

17. auwuzihdmiumsiansanuaalSinanlionalildeglugamnisia
(instructions for determining quantitative results when a result is not within the
measurement interval)

laidl
18. A1INgR/ALINRDU/Mnuzad (alert/critical values, where appropriate)
Taidl

19. mswlananiepaiinvesiesujiinis (laboratory clinical interpretation)

1T 1= Positive
CcT

o Negative
C.T
] T oo [T
227 2= =
Positive Negative Invalid

1) Positive: One band appearing in the "C" region, the other in the "T" region.
2) Negative: Only one color band appearing in the "C" region.

3) Invalid: No color bands appearing in the window at all, the test result
is invalid. The test should be repeated with a new Test Strip/Cassette.

Waudn (positive) : UsINQuau 2 uau Mdunlua (C) wasidunageu (T)
Waau (Negative) : Usnguaudieniiduniunu (O) lngliusingMdunaaeu (T)
Lafenursauwdanald (Invalid ) :  Liusinguavviseusinguausauiiediidunagou (T) Lilgewunus

=l
N9ld
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20. uvasnnvaIALUsUSIUNDIAATU (potential sources of variation)
20.1 sruraiuannue (limiseunaiu 10 i)

21. @N&a1591989 (references)
21.1Tuumsmieensaamidenluiienigaaiss HEMOSURE One-Step Immunological Fecal
Occult Blood Test (PI-LAB-054)
21 2sufovlfiRnuiesmsaiunrusiulalunanimaansiingesi (WP-LAB-21)
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wilanih 3 9o 10.1.4,11.2 970

“10.1.4 nyundwINdwesvaoaLiu
fhegnennszeen Sudnundeniiuanedu
Aushegndlugannss 6-7 afa Tnglidusineg
i

11.2lmageuiufiegamunuammi
WILULDIINGIANTENANTULTEN
(Hemolysed blood) Ifwilewertuduna
Positive Control  Iagviluneuiunis
nndoUUEXtraction buffer #iliia Negative
control Famsvhiu azedsdifinizmsa
fhogstaevieatneton 1 adslutuileld
thenndeslvl”

Ju

“10.1.6 wyunde A vemaeniny
fheg19ga1sroan Sudrundeaivaefinu
Aushegdlugannse 3-6 ads Tnglidusinee
iy

11.2lmpaeuufegsmUANAMAINT
W38LB991NYIATENAUTULGBA(Hemolysed
bloodflshhuiaientuduna Positive
Control  lagvhlunSaufiummageuiu
Extraction buffer Flvina Negative control
Gemniuieu avadeiifimansiaiiedieiae
vieatnation 1 afsluuiidaldtheindos
Tygd”

1 Ny 65

uAlon 4 9o 12.1 970

“12. 11 15UNTVAFDUAIIUTIUIYAITATIA
A13AIUANAMNINGBE 4RI TEAULATING
Inter-Laboratory Comparsion vasusemla

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige




=

wHUNNENEInen lsanenunadiangenfdere

~1adan

FM-LAB-054/00(01/10/2560)
Uszdinisudlu/muniutenansannin

YoLaNds WI-LAB-054 : 35UAURIY 1589 N39SV LAD9 LAY

_______________________________________________________________________________________ q-r-o--2¥

auu
SV RIYAY wAlATa NUaLLREA AR

a

Y

lo-wn anudfidesiiasest EQA/PT sample
wiourfufogansavesiihelay 2 ade”
Ju
“12.1101993A5IN15UTEIUAMAINNTNTI
AATIRNMIATIAINLGonwlslugaasy (Fecal
occult blood, FOB) d@1ununnsgu

WU URNNT nuinereansnsuume
ABTiFeIIATI EQA/PT sample niou
fudhegnmvvesithelor 1 ade
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