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Uses of an investigation/test

• (Targeted) Screening

• Case finding

• Diagnosis

• Prognosis

• Management

• Rule in

• Rule out



The Standards for Reporting of Diagnostic 

Accuracy Studies (STARD) checklist

• Published in 13 biomedical Journals in 2003 

* Updated in 2015 – 30 criteria * Adopted by 

over 200 biomedical journals since



NCPP and CE Marking: Dec 2026

Each CE Marked 

assay has a 

manufacturer 

intended use



Troponin T or I (Tn T or I)



Intended Use Generation 6

• Tn T is a marker of heart muscle injury used “as          

an aid in the differential diagnosis of acute coronary 

syndrome to identify necrosis, e.g. acute myocardial 

infarction (AMI)”, not a specific diagnosis in itself
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Tn T Gen 5

• 33206 results at SVUH in 2025

– Female approximately 42.6%

– Male approximately 57.4%

• Of those with results

– <14 ng/L approximately 37% 

– 14+ ng/L approximately 63%



Troponin T: The Next Generation

• All 3 labs in SVHG transitioned to Tn T 

Generation 6 on Tuesday 26/05/2026 at 14:00

• 3 Hospitals: Public Hub, Private, Public Spoke

– 3 EDs

– 2 Acute Medical Units

– 1 CCU

• The labs do not oversee how Tn T is used



Troponin T: The Next Generation

• A verification plan shall be in place for all changes

• A verification report shall be available

• Implementation / integration of the change in the laboratory 

quality system

https://www.inab.ie/media/hljin0ec/ps24.pdf 08/06/2026

https://www.inab.ie/media/hljin0ec/ps24.pdf


Troponin T: The Next Generation

• Lab issues before we went live

– Decided to 

• Move from universal to sex based cut-offs 

unless evidence to the contrary from users

• Keep the same phoning limit but happy to 

subsequently change based on user experience

• Use new test code on LIMS

• No dual reporting but happy to add generation 

Tn T 6 on previous samples: 2 requests



Troponin T: The Next Generation

• We decided to

• Use previous third party IQC

• Consistently higher for usual IQC

• Lot to lot concentration consistency issues 

using separate low level

• Comparison (sample exchange) with external 

lab (same reagent and calibrator lots) as well as 

within the 3 group labs (same calibrator lots) 



Troponin T: The Next Generation

• We decided to wait until EQA catches up



Troponin T: The Next Generation

• Change mentioned to Clinical Director December 

• Grand Rounds presentation 09/04/2026 - recorded

• Memos 14/04/2026 and 25/05/2026



Troponin T: The Next Generation

Differences

• Less susceptible to 

interference:

– Biotin

– Haemolysis 

– Icterus 



Troponin T: Haemolysis

     2025   13 days

Affected by haemolysis    1134 (3.4%)  2

Haemolysis: reported as a > result  638 (1.9%)  1

Haemolysis: unable to report as <LoQ 496 (1.5%)  1



Troponin T: The Next Generation

Differences

• New Antibody that “binds 

to the identical epitopes as 

TnT hs / Gen 5”

• Change in calibration

• Higher results

• Some patients may change 

classification
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Numerical Differences

• The numerical 

relationship 

between the assays 

differs especially at 

lower 

concentrations



Numerical Differences

Percentage Differences (%)



Numerical Differences

Absolute Differences (ng/L) Percentage Differences (%)



Numerical Differences

• But these are only 

numbers!

• We treat patients



Classification Differences
Universal 99th Percentile (20 M <14, 20 

M 14-20, 20 F <14, 20 F 14-20)



Classification Differences

Female 99th Percentile (20 <14, 20 14-20)



Classification Differences

Male 99th Percentile (20 <14, 20 14-20)



Result Interpretation

Pre-analytical Analytical Post-analytical

•  Patient state

•  Biological variation

•  Patient preparation

•  Collection protocol

•  Sample processing

•  Method type

•  Calibration

•  Lot number

•  Operator

•  Traceability

• Transmission of the 

test result

• Reference interval

• Decision points

Patient

Sample
Interpretation

Uncertainty of 

measurement



Troponin T: The Next Generation



Troponin T: The Next Generation

Software 

generates Flag 

83 primary tube 

carryover 

warning (as 

opposed to 

Flag 71)

Not mentioned 

on IFU or VV-

08883 V22 (pre-

dates new 

assay by days)





Result Interpretation



Result Interpretation



Potential future IVD Manufacturer claims

• “CV risk stratification”

• “Tn T Gen 6 specific 0/1h and 0/2h 

algorithm”

– Potentially shorter time to rule out a 

significant change in due course
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Take Home Messages

• Results are not directly comparable to previous 

results 

• More certainty when 

– the result is low, for example, for rule out levels

– the result is below the sex-based 99th percentile

– looking at result changes

• Watch this space for evidence based pathways
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Questions?



Adapted from data obtained from the author. Hill SA, et al., Intra-individual variability in troponin T concentration
in dialysis patients, Clin Biochem (2009), doi:10.1016/j.clinbiochem.2009.03.027.

Tn T in dialyzed patients
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