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In vitro diagnostic industry has been 
on a roller-coaster ride
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The purpose of the Advancing American Kidney 
Health initiative was to improve 
reduce healthcare costs by encouraging 
preventive modes of care, creating incentives to 
increase the proportion of home dialysis 
treatment and making kidney transplants 
available to more patients.



~70% medical decisions are based on 
diagnostics (where blood work 

represent significant proportion) 

yet

apart from glucose monitoring and 
PT/INR there is almost nothing else 
implemented on significant scale
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Kidney function remote monitoring

Suitability of creatinine/eGFR self-
testing device

Is it feasible?
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Results: The StatSensor® did not meet total allowable error criterion of 6.9%. Average overall CVa for the 
StatSensor® was 10.4% and 5.2% for capillary and venous whole blood results, respectively. Overall CVa for 
the central laboratory serum creatinine method was <1.5%. For monitoring renal (dys)function, total agreement 
of the StatSensor® with an IDMS-traceable enzymatic test was 68% using a 10% Δ change. No significant 
differences were found between the changes observed by both methods.

Conclusions: Capillary blood testing with the StatSensor® is not advisable for determining current renal 
function with a single creatinine measurement in kidney transplant patients, mainly due to excessive analytical 
imprecision. However, our results suggest that capillary blood testing with the StatSensor® can be used for 
daily trend monitoring of kidney function after renal transplantation.
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Capillary Point-Of-Care Creatinine Testing in Kidney Disease Patients
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Aims: To explore 
1. the adequacy and
2. the patient’s acceptance

of capillary creatinine POCT in different kidney disease patients’ groups.

Method:
• 124 patients were recruited at Bern University Hospital: 31 CKD, 69 TPM and 24 HD.
• Creatinine measurement with Nova Max® Creatinine in 3 different capillary measurements (index 

test) and from venous sampling by the central hospital laboratory (enzymatic reference test). 
• In HD patients, analyses performed before and after a hemodialysis session. 
• Calculation of intra-essay variation and correlation between index and reference tests.
• Standardized survey explored patients’ acceptance and perception of autonomous capillary 

creatinine measurement at home.
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Correlation between
1st, 2nd, and 3rd Cap creat

Correlation between
Plasma creat and Cap creat

Intra-assay coefficient variation for creatinine POCT :
CKD : 12% (IQR 4-26)
TPL : 15% (IQR 7-26)
HD, pre-dialysis:   35% (IQR 24-42)

Total intra-assay coefficient of variation : 17 % (IQR 7-30)

Correlation between capillary and venous plasma creatinine:
CKD patients: R2=0.84, inter-essay CV 10% (IQR 6-23)
TPL patients: R2=0.71, inter-essay  CV  15% (IQR 6-24)
HD patients, pre-dialysis: R2=0.58   CV  33% (IQR 20-41)
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Results from patients’ survey (N=54, 42%):
• 97% considered POCT creatinine easy to perform 
• 94% considered it implementable at home. 
• 77% associated POCT with improvement for patient care
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ENABLING AT-HOME HEALTHCARE TESTING
THROUGH INTEROPERABILITY AND DATA MONETIZATION
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What’s next?
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Electrolyte (Na, K, Ca, Cl) measurement device



Thank you
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