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Topic Exploration Report 

Topic explorations are designed to provide a high-level briefing on new topics submitted for 
consideration by Health Technology Wales.  The main objectives of this report are to: 

• Determine the quantity of evidence available for a technology of interest. 
• Identify any gaps in the evidence. 
• Inform decisions on topics that warrant fuller assessment by Health Technology Wales 

(HTW). 

 

Topic exploration 
report number: 

TER356 

Topic: Minuteful Kidney test for people at risk of chronic kidney disease (CKD) 

Summary of findings: 

Healthcare Improvement Scotland published an innovative medical 
technology overview (IMTO) in March 2022 about the Minuteful Kidney test 
for albumin-to-creatinine ratio (ACR). Based on observational studies, the 
report found that the use of the Minuteful Kidney test is convenient and 
easy to use and most participants in the studies preferred home testing. 
The report and/or the observational studies did not report on the 
diagnostic accuracy of the technology. Long-term follow-up data 
evaluating the effect of the technology on kidney and cardiovascular 
outcomes is limited. The IMTO provided two cost-consequence analyses 
based on one model and concluded the Minuteful Kidney test is likely to be 
cost saving when compared with usual care. 

Health Technology Wales researchers searched for any evidence since the 
IMTO by SHTG in March 2022 and did not identify any additional evidence.  

The conclusions generated from the evidence in this report are based on 
several single-arm observational studies. Individual studies or 
randomised evidence comparing the diagnostic accuracy and patient 
reported outcomes of the Minuteful Kidney test against the regular ACR is 
unavailable. 
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Introduction and aims 

The Minuteful Kidney Test by Healthy.io measures albumin-to-creatinine ratio (ACR), using a 
smartphone-based diagnostic test for home use. The technology consists of an ACR test kit and a 
mobile application containing image recognition software. This allows a smartphone to act as an 
ACR urine strip analyser. The ACR results help identify possible kidney disease and guide patient 
management and care. The target population includes people with diabetes, high blood pressure or 
other risk factors for chronic kidney disease (CKD). 

In theory, the test would be used either alongside or instead of existing ACR tests. Healthcare 
Improvement Scotland published an IMTO in March 2022 about the technology. We therefore 
searched for any additional evidence on the clinical and cost effectiveness of the Minuteful Kidney 
Test compared to standard urine ACR testing from GP practices since publication of the IMTO.  

 

Evidence overview 

Evidence standards 

The Minuteful Kidney test is a digital health technology and was determined to be a Tier C technology 
according to the Evidence Standards Framework for Digital Health Technologies. Technologies 
within this classification are serve as interventions, including the diagnosing of a specified 
condition. For technologies of this classification, the best practice standard recommends high-
quality randomised controlled study or studies in a setting relevant to the UK health and social care 
system, comparing the digital health technology (DHT) with a relevant comparator, is produced to 
demonstrate effectiveness of the technology. 

Guidance 

NICE produced clinical guidance on CKD in August 2021 (NICE 2021). The guidance states that ACR 
testing is recommended for adults at risk of CKD. Current standard of care for urine ACR testing 
involves asking a person to collect a urine sample at home which they bring back to the healthcare 
provider for lab analysis. The guidance states that reagent strips must not be used to identify 
proteinuria in adults unless they are capable of specifically measuring albumin at low 
concentrations and expressing the result as an ACR. The strips used in the Minuteful Kidney Test 
enables this measurement. 

Reviews 

Innovative medical technology overview (IMTO) 

Healthcare improvement Scotland published a IMTO in March 2022 about Minuteful Kidney for home 
testing of ACR (SHTG 2022). The conclusions made in the report were based off four single arm UK-
based observational studies and focussed on people with diabetes who were not following standard 
ACR testing. 

The report found that the use of Minuteful Kidney test is convenient and easy to use and most 
participants in the studies preferred home testing. However, the report concluded that there is a risk 
from using the technology because abnormal findings are not acted upon, and follow-up would be 
challenging. To combat this, robust tracking of patients with an abnormal home ACR test would be 
needed to improve quality of life outcomes and cost savings.  

MedTech innovation briefing (MIB) 

https://www.nice.org.uk/about/what-we-do/our-programmes/evidence-standards-framework-for-digital-health-technologies
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NICE has developed a MIB on Healthy.io (Minuteful Kidney) test in August 2020 (NICE 2020). The 
main points from the evidence summarised in this briefing includes one single-arm observational 
study (n=2,196) involving people with diabetes who were previously non-compliant with standard 
ACR testing. The study found that Minuteful Kidney can help improve ACR test compliance and that 
most people prefer home testing, although long-term follow-up data was limited. 

Economic evidence 

The IMTO produced by SHTG in March 2022 provided two cost-consequence analyses based on one 
model that concluded Minuteful Kidney is likely to be cost saving when compared with usual care. 
Information from the topic proposer suggests that the cost of the technology would be £14.50 per 
patient engaged in the service. SHTG (2022) reported the total cost of the technology was £11 whilst 
the total cost of the standard care semi-quantitative test was £5. 

One of the cost consequence analyses was a model based on data from a single arm observational 
study conducted in the UK. The cost-consequence model compared home ACR self-testing plus 
standard care in people with diabetes. Several assumptions were made in the model base case, 
including, but not limited to, an assumption of the sensitivity and specificity values of the 
technology and an assumption that the test results are being appropriately followed up with repeat 
testing, monitoring and, where required, treatment to prevent end-stage renal disease (ESRD). 

The average per patient costs in the base case model were £49,172 for self-testing and £51,180 for 
standard care. This cost saving of £2,008 over a lifetime was as a result of an increased rate of CKD 
diagnosis and reduced progression to ESRD.  

The second cost consequence analysis applied the same model to implementation data from a 
mixed methods evaluation of Minuteful Kidney across nine primary care sites. The economic 
modelling estimated the cost savings over the patients’ lifetime to be around £1,262.  

IMTO concluded that to evidence the benefit of the technology in the long term, adequate and 
appropriate follow up is needed for patients with positive tests.  

On-going studies 

Minuteful Kidney is being assessed as a Phase 4 project as part of the AI in Health and Care Award. 
This project is intended to identify medium stage AI technologies that have market authorisation 
but insufficient evidence to merit large-scale commissioning or deployment. 

 

Areas of uncertainty 

The evidence included in this report, and a subsequent cost-consequence analysis were based on 
single-arm observational studies. Individual studies or randomised evidence comparing the 
diagnostic accuracy and patient reported outcomes of the Minuteful Kidney test against the regular 
ACR is unavailable. 

Evidence relating to the diagnostic accuracy of the technology is lacking. 

Long-term follow-up data evaluating the effect of the technology on kidney and cardiovascular 
outcomes is limited. 

  

https://www.nhsx.nhs.uk/ai-lab/ai-lab-programmes/ai-health-and-care-award/ai-health-and-care-award-winners/
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Literature search results  

Health technology assessments and guidance 
NICE. (2021). Chronic kidney disease: assessment and management. NICE guideline [NG203]. 
Published: 25 August 2021. Available at: https://www.nice.org.uk/guidance/ng203 [Accessed 19 April 
2022]. 
Evidence reviews and economic evaluations 
NICE. (2020). Healthy.io test for home testing of urine albumin to creatinine ratio. Medtech innovation 
briefing [MIB221] Published 11 August 2020. National Institute for Health and Care Excellence. Available 
at: https://www.nice.org.uk/advice/mib221 [Accessed 19 April 2022]. 
 
SHTG. (2022). Minuteful Kidney for home testing of albumin-to-creatinine ratio (ACR). Innovative 
Medical Technology Overview (IMTO). March 2022. Healthcare Improvement Scotland. Available at: 
https://shtg.scot/media/2171/minuteful-kidney-for-home-testing-of-albumin-to-creatinine-ratio-acr-
imtov10.pdf [Accessed 19 April 2022]. 

Individual studies  
We did not identify any additional individual studies published since March 2022.   
Ongoing research 
We did not identify any on-going trials relating to the Minuteful Kidney test that are due to be 
completed within the next six to 12 months.  

 

Date of search: April 2022 

Concepts used: 
Healthy.io; chronic kidney disease testing; Minuteful kidney test; 
albumin to creatinine ratio; urinalysis albumin screening test; ACR 
test kit 
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