
Hepatitis E Serology and Molecular Detection of HEV RNA EQA schemes were both launched by UK NEQAS for 

Microbiology in 2018. Participants reported on the presence or absence of anti-HEV IgM and IgG (Hepatitis E 

Serology) and HEV RNA (Molecular Detection of HEV RNA). In 2022 the two schemes were merged into the 

Hepatitis E Detection EQA with participants given the opportunity to report on all three analytes in one EQA 

scheme. This is the first EQA scheme for UK NEQAS Microbiology to combine serological and molecular testing. As 

this EQA scheme is the first of its kind the success of the Hepatitis E Detection EQA would serve as proof-of-

concept for any similar future EQA scheme where clinically relevant. This review focuses on analysing reporting 

rates for different analytes and giving an overview of the performance of serological and molecular assays. 

 
Methods
During the review period 28 specimens were distributed with participants reporting on anti-HEV IgM and IgG and HEV RNA 

status. Distribution reports were reviewed to determine the numbers of participants reporting on each analyte, identify 

specimens for which at least one analyte was not scored due to lack of participant and reference testing consensus, and 

analyse participants' performance. For the analysis of reporting on HEV RNA status one specimen in the first distribution of 

the review period and one specimen in the last distribution of the review period were analysed. 

Results
Compared to reporting during the last year of Hepatitis E 

Serology and Molecular Detection of HEV RNA EQA schemes, 

reporting on anti-HEV IgM, anti-HEV IgG and HEV RNA 

increased after the introduction of the Hepatitis E Detection 

EQA. The most reported analyte was the anti-HEV IgM report 

with the anti-HEV IgG report a close second. The HEV RNA 

report was the least reported on, however, the reporting rate 

for this analyte increased the most (by 43.6%) during the review 

period. Analysis indicates that the increase in participants 

reporting on HEV RNA is largely due to participants previously 

only reporting on serology results starting to report on molecular 

testing. 

Out of 28 distributed specimens, 8 specimens (28.6%) had at 

least one analyte not scored due to lack of consensus. Anti-

HEV IgM report was the analyte with the highest percentage 

(17.9%) of not scored specimens with the HEV RNA report not 

scored only once (3.6% of specimens were not scored). For 

specimens where the consensus result was anti-HEV IgM 

positive (13 specimens in total), the percentage of not scored 

specimens was 30.8%. Analysis of results indicated that 

significant differences in the sensitivities of the assays used by 

participants were the main reasons for omitting analytes from 

scoring. Analysis of scored analytes revealed that for positive 

specimens, participant performance across all distributions was 

better for serology assays than for molecular detection assays. 

For negative specimens, molecular assays performed better 

than serology assays.  
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Conclusions

The introduction of the combined serology and molecular EQA 

scheme has led to increased participation in HEV EQA with the 

most significant change being the increased reporting on HEV 

RNA status. This is a good indication that similar schemes could 

be successful where clinically relevant. As differences in the 

sensitivities of different serological assays were observed 

inclusion of RNA results alongside serology results will allow 

participants to better understand the performance of their 

assays. 
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