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1) Should homogeneity testing be performed on each proficiency 
test item? 

2) Should homogeneity be tested for each parameter? 

3) Should homogeneity testing be performed by the EQA organizer 
themselves or can this be outsourced?

4) How to control the costs?
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ECAT APPROACH

ECAT Office No laboratory facilitiesNot hospital-based

Own facilities Outsourcing

• Sample collection and 
plasma preparation

• Facilities
• Personnel
• Testing laboratory
• Costeffectiveness

• Use expertise of diagnostic
companies / expert centra

• All procedures in place
• On-demand production
• Quality procedures
• Costeffectiveness
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1) Assessment of  competence producer:
- source of samples
- ethics
- procedures for blood collection and handling
- storage
- production facilities and capacity
- on-demand production
- QC
- Documentation / certificates

2) Agreement
- includes the conditions for the production and delivery of
samples.

3) Annual plasma plan
- Description sample, amount, volume, delivery date, expiry
date, key parameter(s), homogeneity criterion. 
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4) Criteria for delivery and certificates
- no labels
- safety testing
- stability testing
- homogeneity testing
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• Criteria for homogeneity testing

• Excel application developed by the University of Stuttgart 
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HOMOGENEITY TESTING CONFIRMATION
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• Selection of samples is additionaly tested by a reference laboratory

• Reference laboratory is accredited according to CCKL / ISO 15189

• Contract / Instructions

• Excel report form

• Excel application developed by the University of Stuttgart
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Sample Parameter Company Ref. Lab

220 APTT 1.3% 0.4%

221 APTT 1.7% 0.3%

DD-64 D-Dimer 6.8% 1.0%

H-60 Anti-Xa 1.6% 4.7%

H-64 Anti-Xa 1.0% 0.3%
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Sample Parameter Ref. Lab
220 APTT 0.4%

Fbg < 0.1%
ATIII 1.0%

221 APTT 0.3%
Fbg 0.7%
ATIII 1.2%

266 APTT 0.3%
Fbg 1.4%
ATIII 0.5%
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• Confirmation of proper use procedures and 

correctness of certificates by producer of QC 

samples.

• Confirmation of proper use of procedures and 

correctness of reported results by reference

laboratory

AUDITS
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• The alternative approach used by ECAT is a cost-effective

manner to fulfil to the homogeneity requirements of the ISO 

17043 standard.

• Establishment of homogeneity for every measurand is not

necessary as long as you are able to demonstrate that the key

parameter is representative for other measurands as well.

• So far the homogeneity is tested on each produced test item. 


