Use of Menarini VitaPCR Real Time PCR Rapid SARS-CoV-2 assay
in a tertiary cancer centre.
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Introduction
The Christie Pathology Partnership (CPP) identified early on during the SARS-CoV2 pandemic that the Trust required a rapid test for COVID-19.
The VitaPCRTM platform is a standalone RT-PCR, with 20 minute sample analysis
time. Nasopharyngeal or oropharyngeal swabs are mixed into a buffer,
inactivating SARs-CoV-2 virus, enabling testing to be performed at CL2.
The assay is specific for the detection of the SARS-CoV-2 RNA. In addition, the
assay detects “SARS-like “(including SARS-CoV-2, SARS-CoV, bat SARS-like
coronavirus) conserved region for reference. A primer/probe set to detect
human Beta-globin (HBB) is used as a sample adequacy control (SAC), and for the
potential detection of the presence of inhibition factors in the PCR process.

Above: R Patel loading a sample
onto one of the VitaPCRTM machines

Above: some members of the team involved in implementing and
running the Rapid COVID-19 testing service

Performance Characteristics

Verification

• Limit of detection - 2.73 copies/μl of SARS-CoV-2 RNA transcripts with a confidence ≥95% (mean cycle
threshold 36.83)
• Interference from Influenza A/B (including H3N2), Human coronavirus 229E, Human Adenovirus type 1
(strain Ad71) and Respiratory syncytial virus (Long A) was excluded by the manufacturer.

• Accuracy: Comparison of results to standard PCR or PHE results 100% concordance observed
• Precision: Menarini Positive and Negative QC, SARS-CoV-2 RNA (NIBSC
19/304) and SARS-CoV-2 Qnostics SCV2QC01-A .

Reporting of SARs-CoV-19 results
The Menarini VitaPCRTM reports four possible results:

SARS-CoV-2 SARS-CoV-2
Analyser readout:

Detected
Result reported:

Not Detected

SARS-CoV-2 DETECTED.

SARS-CoV-2 NOT DETECTED

INVALID. May indicate inadequate sample.

EQUIVOCAL. Please send repeat sample for routine SARS-

COVID-19 infection
indicated.

No evidence of COVID-19
infection.

If there is a strong clinical suspicion of
COVID-19 infection it is recommended to
send a repeat sample for rapid testing.
Treat patient as status COVID-19 positive
whilst awaiting confirmatory test result.

CoV-2 PCR to PHE lab and repeat RAPID test (preferably
after 24 hours) as could be new or waning infection.
Treat patient as status COVID-19 positive whilst awaiting
confirmatory test result.
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Figure 1: number of rapid PCR tests performed
throughout the audit period (March-Dec 2020)
and up to April 2021

Figure 2: number of rapid PCR tests performed
throughout the audit period (March-Dec 2020)
and up to April 2021. 15/29 patients with
positive results had a Public Health England
result which confirmed the VitaPCRTM result
within ± 3 days of VitaPCRTM result
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Figure 3. Outcome of repeat testing where original report was ‘equivocal’
(top) and ‘invalid’ (bottom). Note 12 equivocal results but 11 individual
patients. Only 21/25 of ‘invalid’ results were repeated.
.

Purpose of tests performed

Praise for the service; direct feedback on the rapid
COVID-19 testing service

Use of Rapid COVID-19 testing December 2021

“Well done for making this happen, it made a big difference to
us in how we managed our emergency admissions on site”Executive Medical Director
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Beyond December 2021
•

•

Non-elective admissions
Procedure/surgery

7

Discharge
Suspected patient on ward
Miscellaneous

74

“That is fantastic- thanks so much for your help, this will help
patient care, treatment and operational flow” – Senior SisterAcute Assessment Unit

•

Expansion to 3 VitaPCR TM Rapid SARS-Cov-2 analysers
allowed CPP to provide COVID-19 testing for all acute
admissions on both Day 1 and Day 3. In April 2021, 90%
of usage was for these purposes.
For all 2270 samples analysed Jan-April 2021, 5 results
were reported as negative by the laboratory but positive
by Public Health England, accounting for just 0.22%.
We have had some of the original analysers fail due to
high levels of usage. The 3 analysers are used on a
rotation to ensure resilience of the service and to
prolong the life of the instrumentation.

Figure Y: Workload figures
Figure 4: Clinical usage of the rapid COVID-19 diagnostic testing service

