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Problem

e Centralised molecular diagnhostic service

 COVID-19 diagnosis in regional, rural & remote communities
* Poor sensitivity of 15t gen RATs

Potential solution

* Project ADEPT

* POC nucleic acid ampilification

 Compact, battery-powered isothermal loop-mediated
amplification (LAMP) test



Methods

De-identified archive specimens
* Previously tested for SARS-CoV-2 by PCR assay (COBAS)
Tested with single-use LAMP assay (Checkv'IT, Lucira Health Inc, USA)

 Sample Vial inoculated with residual viral transport media specimens
Mixed, then connected to Test Unit + left until completion
e Qualitative reaction compared with COBAS PCR afterwards



Results

* 42 specimens
e Ctvalues ranging from 22 to 35 by in-house COBAS protocol

niisl | PCR-—

LAMP + 33 0
LAMP - 2 7

* 33 PCR positives were LAMP positive
* Seven PCR negatives LAMP negative
* Two PCR positives LAMP negative.

* Discrepancies checked by COBAS PCR: both negative FE: P <0.0001

* Likely dilution effect during transfer into fresh VTM

LAMP + 33 0
LAMP - 0 9

Overall: 42/42 conformity between COBAS PCR and LAMP



Conclusion

* easy-to-use POC SARS-CoV-2 NAA test
* suitable for regional use outside a fixed laboratory
 where there is no current molecular diagnostic capability
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