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'Validation report no.: 1/2020

Laboratory section: VEC LAB

Purpose: (Tick any of the following appropriateiy)

OvInitial validation [Re-Validation OOther:

DESCRPTION OF THE EQUIPMENT/METHOD TG BE VALIDATED:; (Describe the name of

Name of Equipment/Method: Revital Viral Transportation Medium

Equipment Appliance no.: N/IA

Date of validation: 30" June — 18" August 2020

I

INTRODUCTION

This validation was carried out to verify the capability of the Revital Viral Transport Medium
(VTM) to enhance and eventually lead to detection of the SARS-CoV-2 virus by molecular
method using real time polymerase chain reaction (PCR) at KWTRP, Kilifi.

The Revital VTM are manufactured by Revital HealthCare (EPZ) LTD in compliance to 150
13485: 2016, ISO 9001: 2015 and WHO-GMP.

The aim of this validation was to evaluate the performance of Revital viral transport medium
(VTM) compared to that of KEMRI-VTM. This was done to help in informing whether Revital
VTM could be used zs & substitute for the KEMFI-VTM.
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VALIDATION SCOFE

Assess the degree of concordance between the Revital VTM and that of the validated
comparator, KEMR!| VTM

RESPONSIBILITIES

Competent staff assigned to perform SARS-CoV-2 assay

VALIDATION PROTOCOL/METHODOLOGY

Validation Requireients

Procedure of sample analysis involved the use of SOPs below:
1. Extraction of RNA using LVEC 055

2. PCR assay using LVEC 057

Test Samples

* Nasopharyngeal and oral pharyngeal swabs (NP/OP) obtained from patients and people
seeking COVID 19 test (n=189). These were collected in both Revital and KEMRI-VTM

e Revital VTMs spiked with 100ul of material containing known positive SARS-CoV-2 and
known negative material (n=20) compared to data obtained from samples collected in
KEMRI VTM.
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Testing conditions to be used

Methodology:

1) Throat and nasal swabs were collected from 19 individuals seeking SARS-CoV-2 test as
per sample collection SOP using VTM under valldation and the validated KEMRI-VTM

randomily.

2) Twenty Revital VTMs were spiked with 100 pl of SARS-CoV-2 positive sample with varying
Ct value in the range of 22-36.79

5) RNA was exiracted from all 36 samples using viral RNA exiraction kit routinely used for
detection of SARS-CoV-2 samples in the |laboratory

6) SARS CoV/-2 tzrget genes were tested by real time PCR incorporating both known positive
and negative controls.

Data to be collectec!

There were two sets of data that were collected for this validation, PCR results obtained from

1. Lab based: Tiiese were Revilal VTMs spiked with known positive and known negatives.
See appendix 1, date done 30" June 2020

2. Field based: These were chlained from patients/pecple from the specimen collection
sites directly. See appendix 1, date done 3™ July to 17" August 2020

Results:
1. Detection of SAR5-CoV-2 in spiked samples(n=20)

2. Detection of SARE-CoV-2 in diractly collected samples (n=19)
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Results Analysis: 2 = 2 contingency table

Positive Negative [
Comparative | Comparative ‘
MMethod Method Total
Positive Tesl |
Method LA _ b a+b
Megative
Test Method | C | d c+d .
Total | a+c b+l | N

Percent Agreement = 100% (a+d)/N
Agreement of test method with comparative method (Positive)=100% (a fa +¢)
Agreement of test method with comparative method (Negative)=100% (d /b + d)

N = Total number of samples used for validation

Results 1: Spiked and Direct Saimples (combined)

| KEVIRI VTM | KEMRI VTM
Positive Megative

! Comparative | Comparative

| Method Method Tatal
REVITAL VTM | ! ' |
Positive Test
Method a(s8) | b (1) a+b (9)
REVITAL VTM |
Negative Tast |
Method lc(a d (28) c+d (30)
Total atc (12) b+d (27) v (39)
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Agreement of test method (REVITAL VTM) with comparative method (Positive) = 100% (a /a + c)

= (8/12) *100
= 67%

Agreement of test me hod with comparative method {Negative)=100% (d / b + d)

= '7'5,!'??] *100
= 36.3%

See Appendices 1 for results

Acceptance Criterls

e Performance o/ method under Validation must show sensitivity and specificity of at least 65%
and 90% agreement with the comparative method respectively.
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Conclusion

(Tick any of the following apprupriatéﬁ)

O Validation resuits acceptabis [ validzation results not acceptable

Comments:
Limitation
For spiked samples: vIral replicability / recoveries lrom samples with late CT of =35 is not

assured

The results showed 67% and 96.3% concordance for sensitivity and specificity
respectively when Revital VTIM was comparad with the KEMRI VTM which were within the

expected acceptance criteria

References

1
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Appendix 1: Validation Results
__ Validation Results done30th June - 17th August 2020
L | KEMRI-VTM REVITAL -VTM
Date
Done D | CTVALUE RESULTS | IDB CT VALUE RESULTS
| '
30-un- | | | i
A P-119 35.07 | POS | P-119 | Undetermined | NEG
30-J ”;i P41 Undetermined | NEG P-41 Undetermined NEG
EG—JU;[; isiias 35.66 | POS | P-163 | Undetermined | NEG
3”““-‘;; P-155 | Undetermined NEG P-155 Undetermined = NEG
EUvju;(; P-185 Undetermined | NEG P-185 Undetermined NEG
SD-JUZrE pL: 27.99 | POS P-232 Undetermined = NEG
0-dun- | ' -
3 J“;ﬂ B-305 3338 POS P-305 342 POS
3D-fu-l':"lc-l %67 33.3 | POS pP-367 3558  POS
ED'J"*_'L P-244 Undetermined NEG P-248 Undetermined  NEG
FAR)

394“;& P2 Undetermined NEG B-279 Undetermined NEG

| 3G-Juzl':j- p-351 | Undetermined | NEG p-351 Undetermined NEG
S&Juznn— P18 36,79 NFG P-418 Undetermined NEG
30 “_;ﬂ P-3 Undetermined @ MEG P-336 Undetermined NEG
3““1”;[; (P32 Undetermined NEG P72 Undetermined | NEG |

| .

304 unLJ S.ddT 22.77  POS p-487 27.32 POS

i 3041—% P47 | Undetermined | NEG P-427 Undetermined NEG
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! 3”"‘“;5} p-515 32,80 | POS | P15 | Undetermined | NEG
| 30 | pus72 2321\ POS | P-572 267 | POS
| 30-dun- | ., T | 2 gl
9p | Pri4d ndetermined | NEG P-da4 Undetermined | NEG
02-Jul-20 | P26502_A | Undetermined NEG £26502_B Undetermined NEG
| 02-jul-20 ' P2&306 A | Undetermined = NEG P26506_B | Undetermined | NEG
| 03-Jul-20 | P27227 Undetermined NEG P272278B Undetermined NEG
| 29ul20 37513A  Undetermined NEG | 379148 | Undetermined NEG
29 Jul-20 _j.f LA Undetermines | NEG 372118 __iJndEterminec MNEG
| 29-Jul-20 37513A Undetermined NEG 373138 Undetermined NEG
[ 2'E1v:ui-}__.. 375 L34 Undeterminad | NEG 3791268 il Undetermined | MEG
| 28-Jul-20 | 37907A Undetermined NEG 379078 Undetermined NEG
28-Jul-20 | 375054 U!'Idﬁii':llll-lil;'_l.i EG _3_?:95}53 Undetermined NEG

| 29ul-20 | 379 °5A  Undeternined NEG 375068 Undetermined NEG

29-1ul-20 375134 Ul‘ldE_i._t. ningd  NEG 475088 Undetermined MNEG
| 25-ul-20 375 0A | Undetermined NEG 379108 Undetermined NEG
| 30-Jut-20 P35 '38A | Undetermined | NEG | P3E786B | Undetermined NEG
30-Jul-2G | P3E747A | Undeter; ined | NEG F35787B  Undeterminec WNEG
_30-Jul-20 | F3: 48BA | Undetermined | NEG P38788B  Undetermined NEG
0B-Aug )
| :'| 4103 A 265604 | POS 41203 8 28256 POS
o | A | | NEG 41804 8 34981 POS
PR LS ) L N e FRERY,
17-Aug _ o ,
it | darrai 32.68 ' POS 447760 33.94 POS
17-Avg- | s =
- .} =3 A -
20 | 447778 | J:.?hﬁ?ﬁﬁ _ 44777C | 32.86 POS
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Appendix 2: | ternal Quality Control per run

Runm 103.30/Jun/20

T
_CONTROLS | C7 VALUE VALIDITY |
NC . Zetermined | Valid “
| NTC | L determined | Valid
| €1 558850236 | Valid
PC2 1980171 | valid
RUN 133 lulf2020
I | |
CONTROLS | C /ALUE | vALIDITY |
| NC | Ur stermined | Valid |
NTC | U stermined | Valid
PC1 | ¢ 7100256 | Valid
PC2 251928328 | Valid
RUN141 06 .ug/2020 .
CONTROLS | CT VALUE | VALIDITY
| NC Ur d=termined | Valid
_NTC Ur - ztermined ' valid
PC1 | 2438580797 | Valid
PC2 2108588364 | Valid
RUN150  17/Aug/2020

| CONTROLS | €T VALUE | VALIDITY

NC Unestermined | Vialid o

NTC Uncetermined | Valid |
PC1 2218182373 | Valid |
Pc2 7472153854 | Valid
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Lisclaimers:
1. KWTRTE
2. KWTRI
3 it}

ol
)
[]
i

Version: 1

: validation process does not approve / disapprove the kit design

validation process does not certify user friendliness of the kit / assay
L of a kil by KWTRP Is nol an assurance that the kit specifications would
=d in the tendering process

1t is based on sampling dene with the stated time period and takes into

tion limitations in the assays and has not control over how samples are
which can imzact the lest result
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