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[INTENDED USEJ 
The HCV Rapid Test Cassette (Whole Вlood/Seм1VPlasma) 1s а rapid chromatographic 
immunoassay for the quaiitative detection of antiЬOdy to Hepatitis С Virus in human whole 
Ыооd, serum or plasma. 
The test 1s intended for professionгl in vilгo diagnostic use only. Not for screening. 
[SUMМARYJ 

Hepatitis С ls а liver dlsease caused Ьу the hepatltis С virus (HCV) that causes acute and 
chronlc lnfection.'" Hepatitis С Virus (HCV) 1s а small, enveloped, posltive-sense, single­
stranded RNA Virus. HCV is now known to Ье the major cause of parenteraily transmitted non­
A, non-B hepatitis. AntlЬOdy to HCV 1s found in over 80% of patients with -11-dO<:\Jmented 
non-A. non-B hepatitis. An estimated 71 million people hed chronlc hepatitis С infection 
wortdwide in 2015.3 

Conventional methods fail to lsolate the virus in cell cultura or visualize lt Ьу electron 
microscope. Cloning the \llral genome has made lt possiЬle to develop serologic assays that 
use recomЬinant antigens. Cornpared to the first generation HCV EIAs using single 
recornblnant antigen, multiple antigens using recomЬinant proteln and/or synthetic peplides 
have ьееn added in new serologlc tests to avoid nonspecific cross-reactivily and to increase 
the sensitl\llty of the HCV antlЬOdy tests. 
The HCV Rapid Test Cassette (Whole Blood/Serum'Plasma) is а rapid test to quaJltatively 
detect the presence or antiЬOdy to HCV in а whole Ьlood, serum or plasma specimen. Тhе test 
utilizes colloid goid conjugate and recomblnant HCV proteins to selectively detect antlЬOdy to 
HCV ln whole Ыооd, serum or plasma. The recomЫnant HCV proteins used in the test kit are 
encoded Ьу the genes for ЬOth structurai (nudeocapsid) and non-structural protelns. 
[PRINCIPLEJ 

The HCV Rapld Test Cassette (Whole Вlocd/Serum'Plasma) 1s а qualitative, memЬrane based 
immunoassay for the detection of antiЬOdy to HCV ln whole Ьlood, serum or plasma. Тhе 
memЬrane 1s pra-coated with recomЬinant HCV antlgen on the test line region of the test. 
During testlng, the whole Ьlood, serum or plasma specimen reacts wlth recomЬinant HCV 
antigen conjugated colloid gold. The mlxture mlgrates upward оп the memЬrane 
chromatographically Ьу caplllary aclion to react wlth recomЬinant HCV antigen оп the 
membrane and generate а colored line. Presence or this colored line lndlcates а positive resul� 
while lts absence lndicates а negative resull То serve as а procedural control, а colored line 
will always appear at the control line reglon lndicating that proper volume of speclmen has 
Ьееп added and memЬrane wicklng has occurred. 
[REAGENTSJ 

The test cassette contalns recomЬinant HCV antlgen conjugated colloid gold and HCV antlgen 
coated on the memьrane. 
[ PRECAUTIONSJ 

• For professional 1n vtrro dlagnostic use only. Do not use arter the explration date. 
• Do not eat. drink or smoke ln the area where the specimens or klts are handled. 
• Handle all spadmens вs lf they contaln lnfectlous agents. Ooserve estaЬllshed precautlons 

agalnst mlcroЫologlcal hazards throughout the procedure and follow the standard 
procedures ror proper dlsposal of specimens. 

• Wear protectlve dothlng such as laЬoratory coats, dlsposaЬle gloves and еуе protectlon 
when specimens are assayed. 

• Humldity and temperature may adversely alfect results. 
[STORAGE AND STAВILIТYJ 

The kit сап Ье stored at room temperature or refrigerated (2-30 •с). The test cassette 1s staЫe 
through the explration date printed on the sealed pouch. The test must remain ln the saaled 
pouch until use. DO NOT FREEZE. Do not use Ьeyond the explration date. 
[SPECIМEN COLLECTION AND PREPARATIONJ 

• The HCV Rapid Test Cassette (Whole BlocdlSerumlP\asma) сап Ье performed using whole 
Ыооd, serum or plasma. 

• То collect Flngerstlck Whole Blood spкimen■: 
► Wash the palient's hand wllh soap and warm water or dean with an alcohol swab. А1kн, to dry. 

► Massage the hand without touching the puncture site Ьу ruЬЬing down the hand towards 
the fingertip of the middle or ring finger. 

► Puncture the skin with а sterile lancet. Wlpe away the firsl sign or Ьlood. 
► Gently rub the hand lrom wrist to palm to finger to rorm а rounded drop of Ьlood over the 

puncture site. 
► Add the Fingerstick Whole Вlood specimen to the test Ьу using а capillary tuЬe: 

► Touch the end of the capillary tuЬe to the Ыооd until filled to approxlmately 50 µL. 
Avold air bubЬles. 

► Place the Ьulb onto the lop end of the capillary tuЬe, then squeeze the Ьulb to dispense 
the whole Ьlood to the specimen -11 of the test cassette. 

• Venous whole Ыооd: 
► Collect whole Ыооd specimen into а collection tuЬe (wlth specified antlcoagulant, namely 

EDTA К2, heparin sodium, sodium citrate or potassium oxalate) according to standard 
venous Ыооd sampting process. Othar anticoagulants may Jead to lncorrect results. Store 
whole Ыооd specimen at 2-8 •с ror up to 3 days if lt is not used immediately aner Ьeing 
sampled. Do nol freeze whole Ь1ооd specimen. Belore testing, gently shake the Ыооd 
tuЬe to oЫain а hornogeneous specimen. 

•Serum: 

► Collect whole Ыооd specimen Jnto а collection tuЬe without antlcoagulanl according lo 
standard venous Ьlood sampllng process. Leave to settle for 30 mlnutes for Ьlood 
coegulatlon, then centrifuge al 3000 rpm for at least 5 minutes to oЫain the serum 
supematanl 

•Pluma: 

► Collect whole Ыооd specimen into а collection tuЬe (wlth specified anticoagulan� namely 
EDTA К2, hepann sodium, citrata sodium or potassium oxalate) according to standard 
venous Ьlood sampling process. Gently inver1 the collectlon tuЬe ror several times and 
Jeave to settle for 30 minutes ror Ь1ооd coagulation, then centriluge at 3000 rpm for at 
least 5 minutes to oЬtain the plasma supematanl 

• Separate the serum or plasma from Ыооd as soon as possiЬle to avold hemolysis. Only 
clear, non-hemolyzed specimens сап Ье used. 

• Testlng should Ье performed lmmediately alter the specimens have Ьееn collected. Do not 
leave the specimens at room temperature for prolonged periods. Serum and plasma 
specimens may Ье stored at 2-8 •с for up to З days. For long tem, storage, speclmens 
should Ье kept Ье1оw -20 •с. Whole Ь1ооd collected Ьу venipunctura should Ье stored at 2-8 •с 
il the test 1s to Ье run wlthin З days of collectlon. Do по\ freeze whole blood spedmens. 
Whole blood coltвcled Ьу fingerstick should Ье tested immediately. 

• Bring specimens to room temperature prior 10 testlng. Frozen specimens must Ье completely 
thawed and mixed -11 prior to tesling. Specimens should not Ье frozen and thawed 
repeatedly. 

• 11 specimens are to Ье shipped, they should Ье packed in compllance wlth local regulations. 
[МATERIALSJ 

Matertals provlded 

Кtt slze 
1Т/ 10Т/ 
klt klt 

T"t ca••- 1 10 
P8Ck8Cle lnsert 1 1 

J! Droo�r or Сар1I181 у tuЬe 1 10 
Butfer 

8. (3 mL vlal or З mL vial 1 1 

IJlspoa№le) (.) 

(PBS, 0.02% Prodln 
DisposaЬle 1 10 

300, S0.02% NaN,) 
Sterlle lancet (optJonal) 1 10 
Alcohol oad (ootloNIII 1 10 

М.terlals ,..quirad but not provlded 
• Spadmen collaction containers • Centriluge • Тlmer 
[DIRECTIONS FOR USEJ 

20Т/ 2!il'I 40TI 
klt klt klt 
20 25 40 
1 1 1 

20 25 40 

1 1 2 

20 25 40 

20 25 40 
20 25 40 

Allow test cassette, speclmen, and/or controls to equl llbrate to room l•m�ratur• 
(15-30 •с) prior to testlng. 
1. Bring the pouch to room temperature Ьefore openlng И. Remove the test cassette from the 

sealed pouch and use it as soon as possiЫe. вast results wlll Ье obtained lf the assay is 
performed wtthln one hour. 

2. Place the cassette on а dean and level surface. 
For S,П/11! or Plgma soecimen: Hold the dropper vertically and transfer 1 drop of serum 
or plasma (approxlmately 25 µL) to the speclmen -•1 (S), then add 2 drops of buff81' 
(approxlmately 80 µL). and start the timer, see ilustration Ьelow. 
For Vtnlpuncture Whol8 Blood specimen: Hold the dropper vertically and transfer 2 
drops of whol• Ыооd (approxlmately 50 µL) to the speclmen -11 (S), then add 2 drops 
of butfer (approxlmately 80 µL), and start lhe timer. See lliustration Ьelow. 
For Flnptmlck Wholt 81ood specimen: Tq use а capinary tuЬe: AII the capillary tuЬe and 
tr8nsfer approxlmately 50 µL of flngeratick whol• Ыооd spкlmen to the spкlmen 
-11 (S) or test cassette, then add 2 drops of butfer (approxlmately 80 µL) and start the 
tlmer. See Шustration Ьelow. 

З. Wah for the colored line(s) to appear. Тhе test result shculd Ье read al 10 minutes. Do not 
interpret the result al\er 20 minutes. 

Note: lt is suggested not to use the \llal Ьuffer Ьeyond 6 months aner opening the vial. 

1

1 DlopolSerom,11'\asma 

1

2 °'-o1Venlpunc'1n 50 llf ol� 
Whole Blood · Whole В1ооd 

@2°'-olВutlet' @2�o1Вutler @2D"'l)Oo1Вu1!er 

� �� [� (§�1 !� �� 
HCV 

.. .. 

[INTERPREТATION OF RESULTSJ 
(Please refer to the illustration аЬоvе) 

PDSIТIVE: • Two colo,..d llnes appear. One colored llne should Ье in the controi region (С) 
and another colored line should Ье ln the test region (Т). Positive result in the Test region 
indicates detection о1 HCV antiЬOdies in the spedmen. 
0NOTE: The intensily of the color ln the test line region (Т) wlll vary depending on the 
concentration о1 HCV antiЬodies present in the specimen. Тherefore, any shade of color in the 
test region should Ье considered positive. 
NEGATIVE: One colored llne •P�•rs ln the control 1'8glon (С). No colored line appears in 
the tesl reglon (Т). Negative result ln the Tesl reglon lndlcates negative results of HCV antlЬody 
ln the specimen. 
INVALtD: Control IINI falls to appear. lnsuflident specimen volume or lncorrect proceduraJ 
techniques are the most llkely reasons ror control llne tallure. Review the procedure and repeat 
the test wlth а new test. lf the proЫem perslsts, dlscontinue uslng the test klt lmmedlately and 
contact your local distriЬUtor. 
[QUALIТY CONTROLJ 

lntemai procedural controis are lnduded ln the tesl А colored llne appearing ln the control 
reglon (С) 1s an lntemal procedural control. lt conflrms suffldenl spedmen volume and corract 
procedural technique. 
Control standards are not supplled wlth this klt; ho_ve,, 11 1s recommended that posltlve and 
negative controls Ье tested as а good laЬoratory practice to confirm the test procedure and to 
verily proper test performance. 
[LIMIТATIONSJ 

1.Тhе HCV Rapld Test Cassette (Whole Blood/Serum'Plasma) 1s not screening devica for 
blood donors. 

2. Тhе HCV Rapid Test Cassette (Whole Biood/SerumlPlasma) is for 1n vill'o dlagnostic use 
only. Тhis test should Ье used for the detection of antiЬOdies to HCV in whole Ыооd, serum 
or plasma specimen. 

3. Тhе HCV Rapid Test Cassette (Whole BlocdlSerumlPlasma) will only indicale the presence 
or antiЬodies to HCV in the spedmen and should not Ье used as the sole criteria ror the 



diagnosis of Hepatitis С \/1ral lnfec1ion. 
4.As wtth all dlвgnostic tests, all results must Ье considered wtth other cllnlcal lnfonnation 
avaHaЬle to the physiclan. 

5. The HCV Rapid Test Cassette cannot detect less than  2 ng / ml of HCV in specimens .lf the 
test result Is negative and cllnlcal sympюms perslst, addiUonal follow-up tesUng using other 
clinical methods 1s recommended. А negative result at any tlme does not preclude the possiЬllity 
of Hepalitis С Virus lnfection. 

6.Тhе hematocrit of the wtюle Ьlood should Ье Ьetween 25% and 65%. 
[PERFORМANCE CHARACTERISTICSJ 

S.naltivlty ■nd Sp■clflclty Тhе HCV Rapid Test Cassette (Whole Вlood/Serum/Plasma) tested serum, plasma and whole 
Ьlood specimens and was compared wtth СЕ marked EIA or CMIA test .The results show that 
the relative sensiti\/1ty of the HCV Rapld Tesl cassette (Whole Вlood/Serum/Plasma) Is НЮ% 
and the relative specificity is 100% 

Мethod 
HCV Rapld Т 881 Casмtta 

(Whole Blood/SeNm/ Plaamal Agrмment 
R"ults Posithte Negathte 

HCV 397 о 
>99.9% 

(397/397) 

Posltive 
Genotypes 

93 о 
>99.9% 

1,2,3,4,5,6 1931931 

Total 490 о 
>99.9% 

(4901490) 

Pradicated Blood >99.9% 
Test(EIAor Donation 

о 1000 
(1000/1000) 

CMIA) Cllnical 
о 

>99.9% 
N"""tive 

209 
(2091209) 

Negatlve 
Pregnant 

о 
>99.9% 

Woman 
200 

(200/200) 

lnterference 
о 135 

>99.9% 
Substance 11351135\ 

Total о 
>99.0% 

1544 
{154411544) 

Total Results 490 1544 
>99.9% 

(2034/2034) 

Sensitivity: 100% (95%Cf·: 99.4%-100%) 
Specificity: 100% (95%Cf•: 99.8%-100%) 
Accuracy: 100% (95%Cf•: 99.9%-100%) •eonfidence lntervals 

S.ro-converslon P■nels 
30 sero--conv8"'lon panels were studied with HCV Rapid Test Cassette (Whole Blood/ 
Serum/Plasma) and compared to resulls from СЕ marked test as reference assay. HCV Rapid 
Test Cassette (Whole Вlood/Serum/Plasma) has the simllar detection capacity аз reference 
assay. 

Pn1clslon 
lntn,-Assay 

Within-run preclsion has Ьееn determined Ьу using 15 replicates of rour specimens: а negative, 
а HCV low positive. а HCV middle positive and а HCV high positive. The negaUve, HCV low 
positive, HCV middle positive and HCV hlgh posltive values were correctJy identilied 100% of 
the time. 

lnter-Aasay 
Вetween-run precision has Ьееn detemined Ьу 15 independent assays оп the same four 
specimens: а negative, а HCV low posiUve, а middle positive and а HCV high positive. Тhree 
different lots of the HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) have Ьееn tested 
using these specimens. The specimens were correc1iy ldenUfied 100% of the Ume. 

Cross..,..actlvlty 
Тhе HCV Rapld Test Cassette (Whole Blood/Serum/Plasma) has Ьееn tested Ьу HBsAg, 
НВsАЬ, НВеАg, НВеАЬ, НВсАЬ, anU.Syphllls, anU-EBV, СЕА, AFP, PSA, СА15-3, СА19-9, 
Сд125, anti-НAV lgM, anti-HIV, anU-RF, anti-H.pylorf, anti-CMV lgG, anti-RuЬella lgG, anti• 
ТОХО lgG, antl-HSV 1 lgG, anti-HSV 2 lgG poslUve and hCG posltJve specimens. The resulls 
showed no cross-reacUvity. 

lnt-r1n g Substances 
Тhе followlng potenUally lnterfering substances were added to HCV negaUve and positive 
specimens. 

Acetamlnophen: 20 mg/dl 
Acetylsallcytlc Acid: 20 mg/dl 
AscorЫc Acid: 2 g/dl 
CreaUn: 200 mg/dl 
BiliNЬln: 1 g/dl 

Caffelne: 20 mg/dL 
Gentlsic Acld: 20 mg/dl 
Albumln: 2 g/dl 
HemogloЬln: 1 ООО mg/dl 
Oxallc Acid: 60 mg/dL 

None of the substances al the concentration tested lnterfered ln the assay. 
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