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== wikiel W Viga Quantitative HBV Molecular Diagnostic
Kit)

2,000,000 23.54
200,000 27.57
20,000 31.16

2,000 34.81
2,00 37.18

(Limit of Quantification) == &

Sowble Y glme op S il sama s |y oaking e T oo ot alae gilasanlfoa o) paSenul pa
AE  (FFY e TUmIS FEY ) sl e & ) b ol gl a2 snmins 158 (L s 5 i LiaS 2l
Viga Quantitative «<f say e jlonal pdy ofoa —dn 2aly esomlie sy Jpem 2 i LS wial€ ) gy
ails ool g e Jpd S e gundin s 4420 TUJmI wibsle 15 HBY Molecular Diagnostic Kit

e e glay e mdin Y e Jgta



HEWY DMA Calibrator

Expected Results

Mean of three runs

CW of three runs tor each

(IU/ml) for each concentration
concentration
Heg o [i] N/A
El 4,420 4677.6 4.0
E2 44, 200 476565 G.1
E3 442,000 459364.6 1.7
E4 4,420,000 4612053.4 2.4
ES A 200, 0D 46183714.4 3.6

Limit of Quantification

= 100000000
=
£ 1000000
]
£
1000.0
1.000 100,000 10,000,000

Expected (TU/ml)
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Linearity range of HBV standard

”_3' 34818 s ¥ = -3.6219x + 35.43
- 3% ... dVI6S e R* = 09998
- ., - ".‘-.__ e 04X
2 0 .. 23/04
Z 15 ., 20321
= )] T
=
-F] 1S
=10
~ 5

L

0 1 2 3 | 5 6

l.no 1l af innnt cony nonmber



L=l R sl e o e a2 g g Y Y S
sl S (LoD) pasuic o Jp Gl
Ve e P TUfmilslecE p n sy e ¥ o s TU Ml o—ea e Jb ol a5 Acrometrin po 2 lols L LoDy s ) g

(DMJia Virus DMNA Kit _,Faf_u_..QJ DMA :;J_.gu:_.h.r_-’.s M eda el L Laan gy ol g "_..‘:d_.é_.{ua_..._.-l_ﬂ s o ptla

--L-.-L-.H:I-

Lnas gan 8 30 X980 Lo o5 off pnaf 00 madsn ol HEW ms s psn ) s o Jlicable p el et ol o LoD wilallias 3
FDA denll jsiien b (adanliiid 2l jmid sy a0 3 J RS Y L) o € 5 S5 ) rufie aamm (28] 5 i)
iy p ) AT s dang aarge e ol L ES VAT i) a o) edie e slaet s LoD L s e o 50

Al i gl an il

Ada i gl AES VLY 5T oF e U mislacE ;) 1 LOD L a8 e el i e o 1YY gt

sy e ol HEW s s

e (I mL) =5
HBW
40 20 10
1 41.95 44.53 Undetermined
2 43.9 44,52 Undebermined
3 359.11 40.59 Undetermined
4 41,26 Undetermined Undetermined
5 41.29 Undetermined 44.9




& 43,55 Undeterminad 43,35

7 42,59 Undetarmined Undetermined

g 43,08 Undaterminad Undetermined

9 42,73 Undetarmined Undetermined

10 43.21 42.51 43,48

11 40,71 41.38 43.01

12 41.0 Undaterminad Undetermined

13 43.23 Undetarmined Undetermined

14 40,59 Undaterminad Undetermined

15 40,54 42.54 Undetermined

i 42.51 44.0 44,23

17 40,55 Undetarmined 43.5

1g 43,25 Undaterminad Undetermined

19 43,44 Undetarmined Undetermined

20 40,21 Undaterminad Undetermined
CRIC ) cuta a3 100% 35% 30%
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& ¢ in-silico = Viga Quantitative HEV Molecular Diagnostic Kit cemsse st oS o odwid 3 e g 3 pad 3ac pena

s s sa D 5 (Alignment) (i o ilas g et w8 B 8 w358 NCBI sl 2 HBV sla Jl 55
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NCBI wudae 2 HBW sxi 5
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Forward Reverse Test
primerdn | primer®o Probe%a

Hepatitis B virus isolate EG7207 HEs-Ag MW7B4518.1 1040 100 100

Hepatitis B virus OM-AHB HEs-Ag LC592170.1 1040 100 100

Hepatitis B virus isolate SEMN- HEs-Ag MW567980.1 100 100 100

W5300633

Hepatitis B virus isolate GMB-EGS050 | HBs-Ag MW5SE7973.1 1040 100 100

Hepatitis B virus isolate NG/HEV/BD- HEs-Ag MME19062.1 1040 100 100
021

Hepatitis B virus isolate MG/HEV/PH- HEs-Ag MME19056.1 1040 100 100
069

Hepatitis B virus isolate NG/HBV/SD- HEs-Ag MME19055.1 1040 100 100
106

Hepatitis B virus isclate 8590 HEs-Ag MME45524.1 1040 100 100

Hepatitis B virus isclate 3443 HEs-Ag MME45308.1 1040 100 100

Hepatitis B virus isclate 2520 HEs-Ag MME45302.1 1040 100 100

Hepatitis B virus isolate 9-HEV2 HEs-Ag MW234358.1 1040 100 100

Hepatitis B virus isclate 2-HBVA HEs-Ag MW234356.1 100 100 100

Hepatitis B virus isolate 2-hbvD HEs-Ag MW234355.1 100 100 100

Hepatitis B virus isolate HD-15-098 HEs-Ag MMN996914.1 1040 100 100

Hepatitis B virus isolate HD-13-094 HEs-Ag MMN996913.1 1040 100 100

Hepatitis B virus isolate P3_D0 HEs-Ag MWOE2640.1 1040 100 100

Hepatitis B virus isolate coThail HEs-Ag MT111596.1 100 100 100

Hepatitis B virus isolate 19 HEs-Ag MM562231.2 1040 100 100

Hepatitis B virus isolate 14 HEs-Ag MMN562226.2 1040 100 100

w3 HBY g e e s g sla S (Alignment) g aa 3000 2p 8 s nal ge Wl Jpa a8 jaldes
e HBY gla, Dl lag an i ee o nBLAST 38 2 pn NCEI

‘._,.L\l'.._'.l;g.n.d.un

AltoStar® HEV PCR xS Las (O 14-40) b sl egin ¥l g s o LHBY Jesps b s asgan AF daad
Viga Quantitative HBV Molecular Diagnostic Kit <oS s 250453, )58 o 3550 Kit 1.5 (Akona)
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e N

e e € | HBW e sl Tl S BB g il ol A% 20 1 B ASTN 2,100+ 108 p e ) adus

T o e i e N e L e e i B e e

el ins Quantitative HEV Molecular Diagnostic Kit) <=£ b Real Time-PCR <wS xials

g re w5l e Viga Quantitative HBV Molecular Diagnostic Kit === w3 ol el g in-Silico m=2 11 F Jgaa

Pathiogen SEraim Targs | GenBank Acc# S0 S b
{Taxonomy ID) k Homoleg | Hemeoleg | Homeleg
v Test FP v Test yw Test
RP Probs
Human R1041_CLZ7 Enr_ | HBs- MK512792.1 63% 58% 52%
immumnodeficienc CE Ag
¥ wirnus
Hepatitis C virus HCV-1af/US/BID- HB=- EU256057.1 450% 58% 4405
subtype 1a W324/2001 Ag
HSW-1 DCEKS HBs- MN301207. 1 54% 54% Lat%
Ag
Human HEW-mSK_091 HB=- MH777234.1 63% 52% 4405
papillomavirus Ag
H5W-2 SYD-5CT1 HBs=- MTO44485.1 59% 54%0 64%
Ag
Mycoplasma M22BE HBs- CPO03773.1 45% 41%% 36%
genitalium Ag
Chlamydia et HBs- CPO3I5484.1 S0%. CE0% L2
trachomatis Ag
SErepiococcus Sag2? HBs- CPO31556.1 S0% SE% 54%
agalactias Ag
Human T-cell IR (26} HB=- MM453013.1 36% 4700 63%
leukermia virus Ag

type I




Hummam MPCTL1S HBs- MEKS40470.1 Sdn 52% 60
gammaherpesvir A
us
Humam KPZ13-372 HBs- MHA09376.1 &8% BE% FX%
alphaherpasvirus Ao
Human T- BRSPLE501-15 HBs- K 928507.1 31% 47 %% 36%%
lymphotropic A
wirus 2
Humam C39 NS51 HBs- DO29ITO5 X 40 52% 36%
parvovirus B19 g
IC polyomavirus ITW255-01 HBs- JE425441.1 41% 40 320%
Ag
MNeisseria TUM15748 HBs- APO23071.1 B1% S8 640
gonorhosas Mg
Trichomonas TVAG_ 228310 HBs- M 001530504, Sd%h 64% 48
waginalis Ag 1
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Virus/ Bacteria/ Parasite Source Sample type Ct Valus

(ORFlab

gena/M

gensa)

Human immunodeficiency vinus-1 Clinical samgple -f-
Hepatitis C wirus Clinical samgle -f-
Cytomegalovirus Clinical samgle -f-
Herpes simplex virus type 1 Clinical sample -f-
Herpes simplex virus type 2 Clinical samgle -f-
Human papillomavirus Clinical sample -I-
Epstein-Barr wirus Clinical sample -f-

Adenovirus

Clinical samgle




Influenza A Clinical sample -I-
Influenza B Clinical sample -{-
Legionella pneumophila Clinical sample -
Cryptococcus neoformans Clinical sample /-
Chlamydia preumcnia Clinical sample -
Straptococous preumoniae Clinical sample -
Respiratory Syncytial Virus Clinical sample -
Mycoplasma pneumonias Clinical sample -
Streptococcus pyogenes Clinical sample -
Mycobacterium tuberculosis Clinical sample --
10 Pooled human genomes Clinical sample -
Lomaal il pagl 5ooans ol daase 3 (RNA, DNA) ppd slaarse 258 osaal 2a Wl Jpa il 5kl

oo af 23 e lgd s =in 48 023 Hladl Viga Quantitative HBV Molecular Diagnostic Kit <€ 3 adinad L B34
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NFINF b ol gl e asels ol on cabinag da CF (5] 2 SD < g pemn a8 3 e L3l PCR

anmaf 210 dsulas oCF) adid s podia gl (OV) o st o pu pilia ped £ A ey 2 s S Sy Sy

_;mS:;u;l.".__.._jj;_i.:._Jj:_j:uqi_-E iy o oY gt pus e o € g o WE et g e e el

ol atialy £8 3
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Standard Mean of SD of each CV of each run
each run run
Stdi 20.20214286 0.122422384 0.605%89599
Std2 23,635 0100747208 0.426262781




Std3 27.67071429 | 0.184759232 0.595428184
Stdd 31.80142857 | 0.173243144 0.544765287
SidS 35.46357143 | 0.265115567 0.747571539

o pliktas

sbnde ) dosle s L Reeal Time-POR (2515 i slac) ) o el 52 25m 50 80 &4 (22 ) Inter-assay
I_g|):.__'|j_¢£4J_‘_ud._'|_9&J_‘_1 “:.'l\_'n]iﬁ...al_-,"Lm;Jh.rn:-'Ll__|A.ﬁSLMQL£FWIeSDQJHEJ'WJ_'IJ|_'|.:~J_.‘:.'|\_'-II“_-'|.J|L-?'LQ
dnmaf 1 Hlaal cabing jg g proaglabaad a3 gl S5V F Loaglolsd eakle 8ol p Real Time-PCR (mfl y  plana ol
FaS OV ula g8 I8 iy S aly o fVO o i o jain Jle p S g VVF ol st o jam e o i Sl

. :.:.."J_- Pt kb :.':"‘u * j‘u

(s pnant gla oda gl mdi 218 Jgda

Standard Mean of sD of three CV of three runs
three runs rns

Std1 20.3216666 0.119286427 0.586991358
7

Std2 239404761 0.265630107 1.109543958
9

Std3 27.5783333 0.096683086 0.350576246
3

Std4 31.165 0.551441062 1.769424232

Stds J31.8185714 0.559704277 1.607487768
3
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(Viga Quantitative HBV Molecular  —wawadi oo Cmin wy p gauelie gl g 20 5 g fpan 200 B adls S Fie

Real Time- o83 ex 555 32 #5222 .2s ) AfoStar® HBV PCR Kit 1.5 (Altona) <= 3 Diagnostic Kit)

g pea cpu AltoStar® HBV PCR Kit 1.5(Alona) p= e €l o g =din

18 el =) PCR (Rotor-Gene Q-Qiagen)
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AltoStar® HBV PCR Kit 1.5 (Altona) s Kit
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Test

AltoStar® HBV PCR Kit Total
1.5 (Altona)
Positive Negative

Viga Quantitative Positive 92 0 92
HEV Molecular
Diagnostic Kit

MNegative 2 100 102

Total 94 100 154

* Positive Agreement Rate: 17/ %=1+ = Jav/av

* MNegative Agreement Rate: '+ +f1+ =1+ o= {1 0s

»  Overall rates of agreement: (1Y+1 0o} J (3T +0 00 47) 2% o= FpINAF
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+  ValiQuant® HEV DMA Quantification Panel (Acrometric). PN 50-0150-Revision: 20081009

* WHO Handbooks

recommendations for tests or diagnostic tools.

Guideline Development

2™ edition 2019, Developing guideline

« Clinical and Laboratory Standards Institute. Pierson-Perry, J. et al. (2009), "Evaluation of Stability

of In Vitro Diagnostic Reagents: Approved Guideling”, CLSI EP25-A



