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6. Findings /Results 

6.1 In-House manufacturing inspection at Biotime  

 

There were no inspections carried out between the reporting period of 12/02/2022 and 11/03/2022 

following conclusion of QC of the previous contract on 30/01/2022. No further Innova product has been 

procured during this reporting window.  

(Refer to Attachment 5.1) 

 

6.2 Receiving inspection - Intertek Testing in the UK  

 

A total of 7,035 samples underwent validation from the 12/02/2022 until 11/03/2022, from 67 lots. From 

these samples, there were no red flags recorded. 

(Refer to Attachment 5.2) 
 
 

6.3 Product complaints & Qualtrics Survey Reports 

 

• The number of kits distributed in this reporting period is ~ 110 Million which is decrease of ~9.38 

Million over the previous reporting month. 

•  A large increase in volume of distributed DHSC Innova 3’s. Approximately 60 Million of these were 

due to a claim from the Northern Ireland (DA) distributing to local pharmacies. 

 

• A total of 20 complaints were received from Qualtrics, MHRA Yellow card and 119 Call in this 

reporting period and were discussed at the weekly incident review meetings and weekly Patient safety 

panel meetings. 

 

• Nineteen of those complaints were defined as non-reportable as per Med Dev 12.1 Rev 8. 

 

• One of the 20 complaints was defined as a reportable complaint when discussed at the weekly patient 

safety panel (MORE Ref: 2022/003/001/601/506).  

 

• A total of 404 user reports were received from the Qualtrics survey in relation to the DHSC LFD during 

this reporting window. 

 

• No Lot specific trend was identified in this reporting window. 

 

• Further information on the trending categories, number of complaints, reportability/non-

reportability, investigations and further actions is documented in Table 2. 

 

(Refer to attachment 02.1) 
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6.5 Qualtrics Survey (User Experience) 

 

A total of 1266 user responses were received during this reporting window of 12th February – 11th March 2022 

for all LFD products for which the DHSC is either the legal manufacturer or distributor.  

54.4% of these responses were related to the DHSC LFD Products (highlighted in green in Attachment 2.3). 662 

users completed 100% of the survey in an average time of 7.38 minutes. 

A series of questions relating to the user’s overall experience can be seen in Attachment 2.3. Satisfaction rates 

were predominantly above 80% for most queries relating to the useability of the LFD products, except for: 

1) Reporting of results (Understanding of IFU): 74.39% satisfaction rate which is an improvement of 

5.03% since the last reporting period. 

2) Reporting of results (Difficulty of process): 68.05% Satisfaction rate which is an improvement of 6.1% 

since the last reporting period. 

 

On-going product improvements are supported at the procurement stage by the LFD Product Management 

team and information on user experience from the Qualtrics survey is to be shared with the team for continual 

improvement. As discussed in previous reporting periods, actions have already been instigated at the next 

round of invitation to tender (ITT). Further information has been retained in this PSR from the previous 

reporting period and referenced in Section 6.6. 

 

(Refer to Attachment 2.3) 
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6.6 Product Management (Useability Studies) 

 

The LFD Product Team are involved in a Three-Stage process aimed at continuously improving the useability of 

LFD products sourced by DHSC and supplied to the end users (see Figure 4).  

The team have carried out useability research activities with 2000 users through a mixture of surveys and one 

to one interview. The purpose of this research is to understand (from the user’s perspective) what 

improvements can be made to the LFD product supplied.  

 

Figure 4: LFD Product Management Teams Core Process 

Findings from these useability studies feed into improvements in the procurement exercises (Invitation to 

Tender ITT).  

Further information on some of the findings and actions were shared in the previous report and have therefore 

been omitted from this submission.  

No further updates or planned studies are planned from the LFD Product Management team as sufficient data 

has been collected for the current range of LFD’s. Any future studies planned will be discussed in the PSR 

report.  
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6.7 Real World Performance Monitoring 

The Real-World Performance Monitoring Team carry out routine performance of device and service 

performance using real-world data generated within NHS Test & Trace covering all services and devices. 

Below are summaries for the Void rates, confirmatory PCR rates, variant analysis, and the number of positives 

(i.e., positivity rates), for the reporting period 12th February 2022 – 11th March 2022. 

 

Figure 5: DHSC 3/7 self-test summary Period 12-Feb-2022 to 25-Feb-2022 

Figure 6: DHSC 3/7 self-test summary Period 26-Feb-2022 to 11-Mar-2022 
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(Refer to Attachments 3.1 & 3.2) 

Note on omitted RWPM reports: At the beginning of March, the Real-world performance monitoring 

team had to implement a new dashboard when the previous one that was used came to capacity limits 

and was no longer publishable for reporting. In the new dashboard, there are some discrepancies in the 

test count associated with both the Innova 25 self-testing and Innova assisted testing reports. Even 

though the missing tests in these two reports can be seen in the dashboard, the dashboard is currently 

not coded for them to flow into the Innova 25 and Innova assisted test reports. Further dashboard 

development is needed before the reports can be sent out. 

 

6.8 Post Market Performance Follow Up 

 

DHSC has implemented a series of ongoing evaluations. The objective of these evaluations is to determine 

whether lateral flow device (LFD) performance seen in pre-deployment evaluations are achieved when 

deployed by the testing service and to ensure that these continue to be suitable for use in services offered by 

NHS Test and Trace.  

The intention is that PMPF studies are carried out on a 6-month cadence to allow for recruitment of patients, 

compilation and analysis of results and completion of the final report. Conclusion from the last on-going 

evaluation is referenced below: 

Report 2 is currently expected to be available by the end of March 2022. For this PSR report and future reports, 

a PMPF study tracker summary has been developed to highlight the status of future PMPF.  

 

(Refer to Attachment 07) 
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6.13  Literature Review & State of the Art (SOTA) 

In collaboration with an external consultancy, DHSC has developed a Literature Search Protocol. The intention 

of the literature search is to review the continued clinical safety and effectiveness of the Lateral Flow Device kit 

when used for the intended purpose. Furthermore, the MedBoard platform is utilized to obtain current data on 

incidents, Field Safety Corrective Actions (FSCAa), etc. reported to or by regulatory agencies internationally.  

The literature search & SOTA search is carried out monthly in line with the PSR reporting schedule and utilizes 

multiple electronic search databases (e.g., PubMed, Embase & Medboard) as highlighted in the protocol. It is 

worth highlighting that due to the frequency and timing of the LFD PSR reports, it is not practical nor feasible 

to provide a detailed analysis and conclusions of findings from the literature search report. However, the 

literature searches will be continuously reviewed with the support of PHCO for on-going performance 

evaluation and separately, a high-level summary is provided in the monthly PSR report. 

The March update was conducted 07 March 2022. Two articles were retrieved from the safety and 

performance search, whilst zero were retrieved from the SOTA search. One article was found relevant for the 

Medboard SOTA search. 

During first pass review, one article was excluded from the safety and performance search due to lack of 

relevant to the target device. One new article was considered for inclusion in any performance evaluation 

report.  

A study by Deeks et al was designed to investigate the proportion of LFT’s that produce negative results in 

those with high risk of infectiousness from SARS-COV-2, to investigate the impact of the stage and severity of 

disease and to compare the predictions made by influential mathematical models with findings of empirical 

studies. The authors concluded that the proportion of infectious people with SARS-COV-2 missed by LFTs is 

substantial enough to be of clinical importance. The proportion missed varied between settings because of 

different viral load distributions and is likely to be highest in those without symptoms. Key models have 

substantially overestimated the sensitivity of LFTs compared with empirical data. (Ref Attachment 6, Page 

47/48, 202203-01Deeks et al). 

It is important to note that this publication has been challenged by several author(s). It is also important to 

note that this publication has been considered and addressed by UKHSA scientists and public health 

practitioners; a response to the editor was submitted on 4th March 2022 by Quilty et al1.  

For the Medboard SOTA search on similar devices, one article was deemed to be relevant for inclusion. A study 

by Rodgers et al titled “Detection of SARS-COV-2 variants by Abott Molecular, antigen, and serological tests” 

was retrieved from the Journal of clinical virology (2022). The objectives of the study were to evaluate the 

capacity of Abott molecular, antigen and serologic assays to detect circulating SARS-COV-2 variants, including 

all current variants of concern (VOC): B1.1.7 (alpha), B1.351 (beta), P.1 (gamma) and B1.617.2 (delta). Results 

were consistent with in silico predictions. Each molecular and antigen assay detected VOC virus cultures with 

equivalent sensitivity to the WA1 control strain. The author concluded that these data confirm variant 

detection for 11 SARS-COV-2 assays, which is consistent with each assay target region being highly conserved. 

Importantly alpha, beta, gamma and delta VOCs were detected by molecular and antigen assays, indicating 

that these tests may be suitable for widescale use where VOCs predominate. (Ref Attachment 6, Page 62, 

E4.27). 

 

(Refer to Attachment 06) 

 
1 SARS-CoV-2 antigen lateral flow tests for detecting infectious people: linked data analysis | The BMJ 
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7. Conclusion & Risk-Benefit Determination 

The DHSC LFD test is intended to detect the presence of coronavirus (Covid-19) antigen in humans to enable 

the spread of the virus to be reduced in the community. The overall purpose of post-market surveillance 

activities is to ensure that the device continues to meet its intended purpose.  

Questions posed in the Post Market Surveillance plan (PMS-001) and at the beginning of this report have been 

addressed in Table 6 and summarised in this section. 

It is noted that performance of the device demonstrated a Void Rate of 0.10% for the period between 12th Feb 

2022 to 25th Feb 2022 and 0.10% for the period between 26th Feb 2022 to 11th Mar 2022, which performs 

according to expectations and is below the threshold of 1.2%.  

The confirmatory PCR rate of 91.72% between the period of 12th Feb – 25th Feb 2022 and 96.0% between the 

period of 26th Feb 2022 and 11th Mar 2022 which are above expected performance and provides assurance of 

positive LFDs confirmed by matched positive PCRs. 

No new Hazards were identified during this reporting period as part of the continual monitoring through post-

market surveillance activities. Hazards identified in the previous reporting period were assessed and there was 

no change in the risk acceptability policy evident.  

DHSC has not instigated a re-call nor issued any Field Safety Corrective Action Notices during this reporting 

period. 

New literature was found which is relevant for inclusion and requires assessment. This was assessed and It is 

important to note that several scientists and public health practitioners have challenged the modelling of this 

article and provided a response to the editor on 04 Mar 2022, a link to this can be found in Section 6.13. New 

Medboard SOTA literature was identified in Section 6.3 for this reporting period. This data was favourable for 

LFD technologies detection of VOCs.   

Based on the information discussed in this periodic summary report, the DHSC maintain the position that the 

benefits of use of Lateral Flow Devices continue to outweigh the risks identified in the risk management plan, 

these include: 

a) Early indication of possible infection with Covid-19 while still asymptomatic 

b) Prevention of spread of Covid-19 virus  

c) Prevention of the need for unnecessary self-isolation/travel restriction therefore improving 

patient/user quality of life. 

d) Widespread PCR testing is operationally unfeasible 

  








