
 
 
 

 
 

 
 

 

 
fRU 

 
PeSWide HoUmoneV 

and RelaWed SXbVWanceV 
 

PaUWiciSanWV¶ Handbook 
 

JXl\ 2021 
 

 

 
 
 
 
 

UK NEQAS ΀EdŝŶbƵƌŐŚ΁ 
DeƉaƌƚŵeŶƚ Žf LabŽƌaƚŽƌǇ MedŝcŝŶe 

RŽǇaů IŶfŝƌŵaƌǇ Žf EdŝŶbƵƌŐŚ 
EdŝŶbƵƌŐŚ EHϭϲ ϰSA͕ UK 

 
 
 



 

ϭ͘ SERVICE PROVIDED ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϰ 

Ϯ͘ ADDRESS FOR CORRESPONDENCE ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϰ 

ϯ͘ STAFF ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϱ 

ϰ͘ SERVICE OBJECTIVES͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϱ 

ϱ͘ SERVICE ACCREDITATION ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϱ 

ϲ͘ ENROLMENT PROCEDURES ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϱ 

ϳ͘ CHARGES AND CHARGING PERIOD ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 

ϴ͘ SERVICE ORGANISATION ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 
ϴ͘ϭ LABORATORY CODE NUMBERS ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 
ϴ͘Ϯ METHOD CODES ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 
ϴ͘ϯ CONFIDENTIALITY ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 

ϵ͘ SERVICE OPERATION ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 
ϵ͘ϭ SPECIMENS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϲ 
ϵ͘Ϯ SAFETY PRECAUTIONS IN HANDLING SPECIMENS ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϳ 
ϵ͘ϯ SCHEDULE OF SPECIMEN DISTRIBUTION ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϳ 

ϭϬ͘ PROCESSING UK NEQAS SAMPLES IN YOUR LABORATORY ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϴ 
ϭϬ͘ϭ RECEIPT AND ANALYSIS ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϴ 
ϭϬ͘Ϯ RETURN OF RESULTS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϴ 
ϭϬ͘ϯ FAILURE TO RETURN RESULTS ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϴ 
ϭϬ͘ϰ LATE RETURNS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϵ 
ϭϬ͘ϱ ERRORS AND THEIR CORRECTION ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϵ 
ϭϬ͘ϲ UK NEQAS ΀EDINBURGH΁ ERRORS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϵ 
ϭϬ͘ϳ STATUS OF REPORTS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϵ 

ϭϭ͘ PERFORMANCE ASSESSMENT ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϬ 
ϭϭ͘ϭ TARGET VALUES ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϬ 
ϭϭ͘Ϯ UNCERTAINTY OF MEASUREMENT FOR QUANTITATIVE TESTS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϬ 
ϭϭ͘ϯ CALCULATION OF ANALYTICAL PERFORMANCE SCORES FOR SCHEMES IN WHICH QUANTITATIVE RESULTS ARE REPORTED ͘ ͘͘͘͘͘͘͘ ϭϬ 
ϭϭ͘ϰ CALCULATION OF ANALYTICAL PERFORMANCE SCORES FOR SCHEMES IN WHICH QUANTITATIVE RESULTS ARE REPORTED ͘ ͘͘͘͘͘͘͘ ϭϬ 
ϭϭ͘ϱ CALCULATION OF ANALYTICAL PERFORMANCE SCORES FOR RISK ESTIMATES IN THE MATERNAL SERUM SCREENING ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϬ 

ϭϮ͘ PERFORMANCE CRITERIA ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϭ 
ϭϮ͘ϭ LIMITS FOR ACCEPTABLE PERFORMANCE ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϭ 
ϭϮ͘Ϯ PERSISTENT POOR PERFORMANCE AND ACTION TAKEN ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϭ 
ϭϮ͘ϯ SUSPECTED COLLUSION ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϭ 
ϭϮ͘ϰ DISCLOSURE OF ASSIGNED VALUES PRIOR TO DATA ANALYSIS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϭ 

ϭϯ͘ REPORTS AND THEIR INTERPRETATION ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϮ 
ϭϯ͘ϭ QUANTITATIVE SCHEMES ;BIAS AND VAR SCORINGͿ ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϮ 
ϭϯ͘Ϯ RISK ESTIMATES ;MATERNAL SERUM SCREENING ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϯ 
ϭϯ͘ϯ PREGNANCY TESTING ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϯ 

ϭϰ͘ PREVIOUSLY ISSUED SPECIMENS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϰ 

ϭϱ͘ CUSTOMISED REPORTS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϰ 

ϭϲ͘ SERVICE DEVELOPMENT AND SCIENTIFIC SUPPORT ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϰ 

ϭϳ͘ CONFIDENTIALITY ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϰ 



ϭϴ͘ COMMENTS AND COMPLAINTS ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϱ 

ϭϵ͘ ANNUAL REVIEW ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϱ 

ϮϬ͘ UK NEQAS REPORTS AND PERFORMANCE CALCULATIONS ʹILLUSTRATED EXAMPLES ͘ ͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘͘ ϭϲ 
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1. SeUYice SUoYided 
Scheme Anal\WeV 
PeSWide hoUmoneV I FROOLcOe VWLPXOaWLQg KRUPRQe (FSH) 

LXWeLQLVLQg KRUPRQe (LH) 
PUROacWLQ (PRL) aQd PacURSUROacWLQ (SLORW) 
GURZWK KRUPRQe (KGH) 
AQWL-M�OOeULaQ HRUPRQe (AMH) 

PeSWide hoUmoneV II PaUaWK\URLd KRUPRQe (PTH) 
AdUeQRcRUWLcRWURSKLc KRUPRQe (ACTH) 
CaOcLWRQLQ (KCT) 

TXmoXU maUkeUV AOSKa-feWRSURWeLQ (AFP) 
CaUcLQRePbU\RQLc aQWLgeQ (CEA) 
CKRULRQLc gRQadRWURSKLQ (KCG) 

MaWeUnal VeUXm 
VcUeening 

DRZQ¶V V\QdURPe (1VW WULPeVWeU) 
  FUee E-VXbXQLW Rf KCG (KCGE). 
 PAPP-A 

DRZQ¶V V\QdURPe (1VW WULPeVWeU) 
  DULed bORRd VSRWV (PLORW) 
 POaceQWaO gURZWK facWRU (PLGF) (PLORW) 

 
DRZQ¶V V\QdURPe (2Qd WULPeVWeU) 

 AOSKa-feWRSURWeLQ (AFP): 
 CKRULRQLc gRQadRWURSKLQ (KCG): IQWacW     KCG, WRWaO 

KCG aQd WKe fUee E-VXbXQLW (KCGE). 
 UQcRQMXgaWed ReVWULRO (UE3) 
 IQKLbLQ A  

NeXUaO WXbe defecWV 
 AOSKa-feWRSURWeLQ (AFP) 

PUegnanc\ WeVWing UULQaU\ KCG (TXaOLWaWLYe) 
UULQaU\ KCG (TXaQWLWaWLYe) 

PUe-eclamSVia 
maUkeUV (PiloW) 

POaceQWaO gURZWK facWRU (PLGF) (PLORW) 
SROXbOe fPV-OLNe W\URVLQe NLQaVe 1 (VFOW-1) 
VFOW-1 / PLGF UaWLR 

LiYeU fibUoViV maUkeUV 
(PiloW) 

PURcROOageQ III aPLQR WeUPLQaO SeSWLde (PIIINP) 
H\aOXURQLc acLd 
TLVVXe LQKLbLWRU Rf PeWaOORSURWeLQaVe 1 (TIMP-1) 
EQKaQced OLYeU fLbURVLV (ELF) VcRUe 
OWKeU OLYeU fLbURVLV VcRUeV 

 
TKe UK NaWLRQaO E[WeUQaO QXaOLW\ AVVeVVPeQW SeUYLce (UK NEQAS) fRU 
PeSWLde HRUPRQeV aQd ReOaWed SXbVWaQceV [UK NEQAS [EdLQbXUgK]] LV 
SaUW Rf a QeWZRUN Rf UK NEQAS CeQWUeV SURYLdLQg E[WeUQaO QXaOLW\ 
AVVeVVPeQW (EQA) fRU KRUPRQeV aQd WXPRXU PaUNeUV. UK NEQAS 
[EdLQbXUgK] cROOabRUaWeV cORVeO\ ZLWK UeOaWed UK NEQAS ceQWUeV LQ 
BLUPLQgKaP, GOaVgRZ, GXLOdfRUd aQd SKeffLeOd. 

2. AddUeVV foU coUUeVSondence 
UK NEQAS [EdLQbXUgK] 
DeSaUWPeQW Rf LabRUaWRU\ MedLcLQe 
TKe RR\aO IQfLUPaU\ Rf EdLQbXUgK 
EdLQbXUgK EH16 4SA 
UQLWed KLQgdRP 
 
TeO:+44 (0)131 242 6885 (24 KRXU YRLce-PaLO) 
Fa[: +44 (0)131 242 6882 
ScKePe e-PaLO: XNQeTaV@ed.ac.XN 
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3. SWaff 
DirecWor  
DU CaWKaULQe SWXUgeRQ 

TeO: +44 (0)131 242 6885 
e-PaLO: C.SWXUgeRQ@ed.ac.XN 

DepXW\ DirecWor: 
MU NLcN UQVZRUWK 

TeO: +44 (0)131 242 6848 
 

AdminiVWraWiYe VXpporW 
MUV CaURO MLOQe 

TeO: +44 (0)131 242 6849 
 

Technical VXpporW  
MLVV MaU\ CRVWa aQd MV EZa 
DUR]d]aO  

TeO: +44 (0)131 242 6843 
 

 

4. SeUYice objecWiYeV 
UK NEQAS [EdLQbXUgK] aLPV WR SURYLde 

x PURfeVVLRQaOO\-Oed aQd VcLeQWLfLcaOO\-baVed EQA VcKePeV ZLWK a 
SULPaULO\ edXcaWLRQaO RbMecWLYe. 

x RegXOaU dLVWULbXWLRQV Rf aSSURSULaWeO\ cRQVWLWXWed VSecLPeQV/ 
x RaSLd feedbacN Rf LQdLYLdXaO SaUWLcLSaQW SeUfRUPaQce LQ UeSRUWV 

WKaW aUe cRPSUeKeQVLYe aQd UeadLO\ XQdeUVWRRd. 
x DaWa RQ PeWKRd-UeOaWed SeUfRUPaQce. 

 
TKe UK NEQAS [EdLQbXUgK] OabRUaWRU\ LV ORcaWed ZLWKLQ WKe DeSaUWPeQW 
Rf LabRUaWRU\ MedLcLQe, RR\aO IQfLUPaU\ Rf EdLQbXUgK, aQd WKeUe LV a cORVe 
ZRUNLQg UeOaWLRQVKLS beWZeeQ UK NEQAS aQd WKe DeSaUWPeQW. 
UK NEQAS [EdLQbXUgK] Pa\ VXb-cRQWUacW VRPe VeUYLceV ZKeUe 
aSSURSULaWe. 
 

5. SeUYice accUediWaWion 
AOO VcKePeV SURYLded b\ UK NEQAS [EdLQbXUgK] aUe cXUUeQWO\ accUedLWed 
b\ WKe UQLWed KLQgdRP AccUedLWaWLRQ SeUYLce [UKAS RefeUeQce NR 8505]. 
TKe Qe[W RQ-VLWe LQVSecWLRQ ZLOO WaNe SOace LQ JXO\ 2021. 
FXUWKeU LQfRUPaWLRQ abRXW VWaQdaUdV fRU WKe accUedLWaWLRQ Rf EQA VcKePeV 
Pa\ be RbWaLQed fURP UKAS. (Vee ASSeQdL[ 4 fRU cRQWacW deWaLOV). 
 

6. EnUolmenW SUocedXUeV  
IQWeQdLQg SaUWLcLSaQWV caQ acceVV UegLVWUaWLRQ fRUPV aQd RWKeU LQfRUPaWLRQ 
RQ WKe UK NEQAS [EdLQbXUgK] ZebVLWe (ZZZ.edTaV.RUg) RU caQ cRQWacW 
WKe XQLW WR UeTXeVW WKeVe. ReOeYaQW dRcXPeQWV LQcOXde: 
x RegLVWUaWLRQ fRUPV 
x PaUWLcLSaQWV¶ KaQdbRRN 
x DLVWULbXWLRQ VcKedXOe 

 
PaUWLcLSaWLRQ begLQV aW WKe fLUVW dLVWULbXWLRQ fROORZLQg UeceLSW Rf cRPSOeWed 
UegLVWUaWLRQ fRUPV. EQUROPeQW Pa\ WaNe SOace aW aQ\ WLPe Rf WKe \eaU. 
TKe PaMRULW\ Rf SaUWLcLSaQWV aUe UK NHS cOLQLcaO VeUYLce OabRUaWRULeV, bXW 
aOO OabRUaWRULeV - LQcOXdLQg QRQ-UK, UeVeaUcK aQd IVD PaQXfacWXUeUV¶ 
OabRUaWRULeV - aUe PRVW ZeOcRPe WR SaUWLcLSaWe. [See SecWLRQ 8.2] 
AOO UK cOLQLcaO VeUYLce OabRUaWRULeV PXVW agUee WR WKeJRLQW WRUNLQg GURXS 
(JWG) CRQdLWLRQV Rf PaUWLcLSaWLRQ (ASSeQdL[ 1). 
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PaUWLcLSaWLRQ Rf QRQ-UK OabRUaWRULeV Pa\ be VXbMecW WR WKe aYaLOabLOLW\ Rf 
VXLWabOe VSecLPeQ WUaQVSRUW.  
MaQXfacWXUeUV aUe ZeOcRPe WR SaUWLcLSaWe fXOO\ LQ WKe VaPe Za\ aV cOLQLcaO 
VeUYLce OabRUaWRULeV (UeceLYLQg VaPSOeV aQd UeWXUQLQg UeVXOWV) RU RQ aQ 
µLQfRUPaWLRQ RQO\¶ baVLV. TKe\ Pa\ aOVR UegLVWeU PeWKRdV XQdeU 
deYeORSPeQW RQ aQ aQRQ\PRXV baVLV. 

7. ChaUgeV and chaUging SeUiod  
TKe fLQaQcLaO \eaU LV fURP 1VW ASULO WR 31VW MaUcK, ZLWK a SULce OLVW SUeSaUed 
aQQXaOO\ aQd aYaLOabOe RQ UeTXeVW. PaUWLcLSaQWV ZLOO be adYLVed Rf eacK 
\eaU¶V cKaUgeV LQ adYaQce. PaUWLcLSaWLRQ LV deePed WR be cRQWLQXRXV VR 
SaUWLcLSaQWV dR QRW Qeed WR UeQeZ WKeLU VXbVcULSWLRQ aQQXaOO\. PaUWLcLSaWLRQ 
Pa\ begLQ aW aQ\ WLPe dXULQg WKe \eaU. CKaUgeV fRU SaUWLcLSaWLRQ fRU SaUW Rf 
WKe \eaU aUe geQeUaOO\ pro raWa. RefXQdV Rf VXbVcULSWLRQ cKaUgeV aUe RQO\ 
Sa\abOe XQdeU e[ceSWLRQaO cLUcXPVWaQceV. 
PLORW VcKePeV aUe VcKePeV WKaW aUe LQ deYeORSPeQW aQd KaYe QRW \eW beeQ 
SXW fRUZaUd fRU accUedLWaWLRQ. NR cKaUge LV Pade fRU SaUWLcLSaWLRQ LQ SLORW 
VcKePeV. 

8. SeUYice oUganiVaWion 
8.1 LaboUaWoU\ Code NXmbeUV 
EacK SaUWLcLSaQW LV aVVLgQed a XQLTXe cRde QXPbeU, ZKLcK LV cRPPRQ WR 
PRVW UK NEQAS VcKePeV. A SaUWLcLSaQW Pa\ be aVVLgQed PRUe WKaQ RQe 
cRde QXPbeU Lf PRUe WKaQ RQe LQVWUXPeQW RU PeWKRd LV LQ XVe fRU a VLQgOe 
aQaO\We LQ a OabRUaWRU\. SecRQd UegLVWUaWLRQV Pa\ be fUee Rf cKaUge. 
PleaVe inclXde \oXU laboUaWoU\ nXmbeU in Whe VXbjecW line VXbjecW line 
of all e-mailV Wo XV. 

8.2 MeWhod codeV 
MeWKRdV aUe QRUPaOO\ UefeUUed WR b\ fXOO QaPe, bXW Pa\ RccaVLRQaOO\ be 
abbUeYLaWed. AbbUeYLaWLRQV aUe defLQed LQ WKe PRQWKO\ UeSRUWV. 
PleaVe check \oXU meWhod/code in all commXnicaWionV and infoUm XV 
of an\ changeV and Whe diVWUibXWion nXmbeU aW Zhich Whe change 
came inWo effecW. 
MaQXfacWXUeUV VKRXOd QRWe WKaW LQ WKe LQWeUeVWV Rf cRPPeUcLaO 
cRQfLdeQWLaOLW\, a PeWKRd XQdeU deYeORSPeQW caQ be WePSRUaULO\ aVVLgQed 
a "MeWKRd deYeORSPeQW" cRde XQWLO LWV geQeUaO UeOeaVe, ZKeQ LW ZLOO be 
aVVLgQed aQ aSSURSULaWe SeUPaQeQW cRde. 

8.3 ConfidenWialiW\ 
TKe facW Rf SaUWLcLSaWLRQ, UaZ daWa, SeUfRUPaQce VcRUeV aQd aOO UeSRUWV 
geQeUaWed b\ UK NEQAS [EdLQbXUgK] aUe cRQfLdeQWLaO beWZeeQ WKe 
LQdLYLdXaO OabRUaWRU\ aQd UK NEQAS VWaff. PeUfRUPaQce VcRUeV (aQd VRPe 
UeOeYaQW UaZ daWa) Pa\ be VKaUed ZLWK WKe UeOeYaQW AdYLVRU\ PaQeO XQdeU 
defLQed cLUcXPVWaQceV (ASSeQdL[ 1) aV SaUW Rf WKe URXWLQe UeSRUWLQg Rf 
SeUVLVWeQW SRRU SeUfRUPaQce. ReSRUWV Pa\ aOVR be VKaUed b\ SaUWLcLSaQWV 
ZLWK ORcaO PaQagePeQW, UegLRQaO QA RffLceUV, accUedLWLQg bRdLeV, aQd 
VXSSOLeUV Rf eTXLSPeQW aQd UeageQWV Lf WKe\ ZLVK. WKeUe aSSURSULaWe aQd 
QeceVVaU\, UK NEQAS VWaff Pa\ aOVR dLYXOge WKe LQfRUPaWLRQ bXW RQO\ ZLWK 
WKe SaUWLcLSaQW'V ZULWWeQ SeUPLVVLRQ. AQ\ RWKeU XVe PXVW be aSSURYed b\ 
WKe UK NEQAS ScKePe DLUecWRU LQ adYaQce.  

9. SeUYice oSeUaWion 
9.1 SSecimenV 
AOO VeUXP, SOaVPa, dULed bORRd VSRW aQd XULQe VSecLPeQV aUe Rf KXPaQ 
RULgLQ. SSecLPeQV Pa\ be "VSLNed" ZLWK VWaQdaUdV RU RWKeU VRXUceV Rf 
aQaO\We WR gLYe aSSURSULaWe cRQceQWUaWLRQV. SSecLPeQV aUe VWRUed beORZ -
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25qC SULRU WR LVVXe. DXULQg SRRO SUeSaUaWLRQ, VeUXP, SOaVPa aQd XULQe 
SRROV Pa\ UeTXLUe cOaULfLcaWLRQ b\ fLOWUaWLRQ WKURXgK gOaVV ZRRO.  
PURCOLQ� 200 (0.5% Y/Y) LV added aV a bacWeULRcLde WR aOO SRROV WKaW ZLOO be 
LVVXed aV OLTXLd VSecLPeQV. PUeVeUYaWLYe LV QRW added WR O\RSKLOLVed SRROV 
(PeSWLde II VcKePe).  
TKe YROXPe SURYLded LV 0.5-1.0 PL SeU VSecLPeQ, deSeQdLQg RQ WKe 
aQaO\We. SSecLPeQV aUe dLVSaWcKed aW aPbLeQW WePSeUaWXUe. SSecLPeQ 
KRPRgeQeLW\ LV UegXOaUO\ aVVeVVed. 
TKe QXPbeU Rf VSecLPeQV LVVXed SeU dLVWULbXWLRQ YaULeV deSeQdLQg RQ WKe 
aQaO\We aQd LV dRcXPeQWed LQ WKe fROORZLQg WabOe. E[WUa VSecLPeQV Pa\ be 
LVVXed Lf UeTXLUed. 
LRZ cRQceQWUaWLRQ VSecLPeQV aUe LVVXed UegXOaUO\ WR cRQfLUP ³baVeOLQe 
VecXULW\´ ZKLcK LV eVSecLaOO\ LPSRUWaQW fRU VRPe aQaO\WeV LQcOXdLQg WKe 
VeUXP WXPRXU PaUNeUV aQd gURZWK KRUPRQe. SXcK VSecLPeQV aUe 
geQeUaOO\ e[cOXded fURP aVVeVVPeQW Rf cXPXOaWLYe SeUfRUPaQce. 
SSecLPeQV Pa\ RccaVLRQaOO\ LQcOXde cOLQLcaOO\ UeOeYaQW addLWLRQV (e.g. 
bLRWLQ, KeWeURSKLOLc aQWLbRdLeV) WR KLgKOLgKW WR SaUWLcLSaQWV SRWeQWLaO 
aQaO\WLcaO aQd LQWeUSUeWaWLYe SLWfaOOV aQd fRUP aQ LPSRUWaQW cRQWULbXWLRQ WR 
WKe edXcaWLRQaO UePLW Rf WKe VcKePeV. TKeVe aUe aOVR XVXaOO\ e[cOXded 
fURP SeUfRUPaQce aVVeVVPeQW. 

9.2 SafeW\ SUecaXWionV in handling VSecimenV 
PRROV aUe SUeSaUed fURP dRQaWLRQV WKaW KaYe beeQ WeVWed eLWKeU 
LQdLYLdXaOO\ RU aV SRROV Rf OeVV WKaQ WZeQW\ LQdLYLdXaO VaPSOeV (ZKeUe QR 
LQdLYLdXaO VSecLPeQ KaV beeQ dLOXWed PRUe WKaQ 20 WLPeV) aQd KaYe beeQ 
cRQfLUPed WR be QegaWLYe fRU aQWLbRdLeV WR KXPaQ LPPXQRdefLcLeQc\ YLUXV 
(HIV), KeSaWLWLV B VXUface aQWLgeQ (HBVAg) aQd aQWLbRdLeV WR KeSaWLWLV C 
YLUXV (HCV).  
HoZeYeU, EQA VSecimenV VhoXld alZa\V be handled ZiWh Whe Vame 
SUecaXWionV WhaW aUe noUmall\ adoSWed in Whe handling of SaWienW 
VSecimenV. 
WKeUe LW LV QRW SRVVLbOe WR WeVW LQdLYLdXaO dRQaWLRQV, RQe Rf WKe fROORZLQg 
aOWeUQaWLYe SURcedXUeV Pa\ be adRSWed  
a) TKe PaWeULaO Pa\ be YLURORgLcaOO\ WeVWed LQ SRROV Rf QR PRUe WKaQ WZeQW\ 

LQdLYLdXaO dRQaWLRQV. 
b) MaWeULaO Pa\ be LVVXed XQWeVWed (SaUWLcLSaQWV aUe aOZa\V Pade aZaUe 

Rf WKLV). 

9.3 SchedXle of VSecimen diVWUibXWion  
SSecLPeQV aUe dLVWULbXWed b\ fLUVW cOaVV SRVW eYeU\ 4 ZeeNV (8 ZeeNV fRU 
WKe PeSWLde II VcKePe), WRgeWKeU ZLWK a UeVXOWV VKeeW. EOecWURQLc cRSLeV Rf 
WKe UeSRUWV RQ WKe SUeYLRXV dLVWULbXWLRQ aUe WKeQ Pade aYaLOabOe WR aOO 
SaUWLcLSaQWV RQ WKe UeVXOWV ZebVLWe. E[SUeVV PaLO RU cRXULeU deOLYeU\ LV 
aYaLOabOe WR RYeUVeaV SaUWLcLSaQWV aW addLWLRQaO cRVW. SeYeUaO aQaO\WeV 
VKaUe VSecLPeQV, aV LQdLcaWed LQ WKe fROORZLQg WabOe. TKe DLVWULbXWLRQ 
ScKedXOe LV RQ WKe VcKePe ZebVLWe aW ZZZ.edTaV.RUg. 
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CombinaWionV of anal\WeV and nXmbeU of VSecimenV SeU 
diVWUibXWion. 
 

 
Scheme 

 
Anal\We(V) 

SSecimenV 
SeU 

DiVWUibXWion 

DiVWUibXWionV 
SeU annXm 

PeSWLde I FSH, LH, AMH, SUROacWLQ  4 12 
 GURZWK KRUPRQe 4  
PeSWLde II PTH 3 6 
 ACTH 3  
 CaOcLWRQLQ 3  
AFP, CEA 
aQd KCG 

AFP, KCG, CEA 4 12 

PUegQaQc\ 
WeVWLQg 

QXaOLWaWLYe & 
TXaQWLWaWLYe KCG 

2 12 

MaWeUQaO 
VeUXP 
VcUeeQLQg 

NTD (AFP) 
SecRQd WULPeVWeU 
DRZQ¶V 
(AFP, KCG, UE3, LQKLbLQ) 

3 
3 

12 
12 

 FLUVW WULPeVWeU DRZQ¶V 
(KCGE, PAPP-A) 
 
FLUVW WULPeVWeU DRZQ¶V 
(KCGE, PAPP-A) XVLQg 
dULed BORRd SSRWV [PLORW] 
(KCGE, PAPP-A) 

3 
 
 
5 
 
3 

12 
 
 

12 
 
3 

PUe-
ecOaPSVLa 
PaUNeUV 

PLGF 
VFOW-1 

3 
3 

12 
12 

LLYeU fLbURVLV 
PaUNeUV 
[PLORW] 

PIIINP 
H\aOXURQLc acLd 
TIMP-1 
ELF VcRUe 
OWKeU fLbURVLV VcRUeV 

3 12 

 

10. PUoceVVing UK NEQAS VamSleV in \oXU laboUaWoU\ 
10.1 ReceiSW and anal\ViV 
UK NEQAS VaPSOeV aUe LQWeQded WR PRQLWRU OabRUaWRU\ SeUfRUPaQce RQ 
URXWLQe SaWLeQW VSecLPeQV. The\ VhoXld be WUeaWed in e[acWl\ Whe Vame 
Za\ aV UoXWine clinical VamSleV fUom Zhen Whe\ fiUVW aUUiYe in Whe 
laboUaWoU\. 
POeaVe cRQWacW XV LPPedLaWeO\ Lf \RX UeceLYe LQcRUUecW RU daPaged 
VSecLPeQV, aQd UeSOacePeQWV ZLOO be VeQW.  

10.2 ReWXUn of UeVXlWV 
ReVXOWV PXVW be UeWXUQed ZLWKLQ 3 ZeeNV Rf WKe daWe Rf VSecLPeQ LVVXe Lf 
WKe\ aUe WR be LQcOXded LQ WKe PRQWKO\ UeSRUW aQd QXPeULcaO UeVXOWV aOZa\V 
UeSRUWed aV Lf fRU cOLQLcaO UeVXOWV. ReVXOWV VKRXOd be VXbPLWWed YLa WKe UK 
NEQAS Zeb baVed UeVXOWV VeUYLce aW KWWSV://UeVXOWV.XNQeTaV.RUg.XN/ A 
SaVVZRUd, aYaLOabOe fURP UK NEQAS, LV UeTXLUed fRU daWa eQWU\ YLa WKe 
ZebVLWe.  
ReVXOWV ZLOO be acceSWed Lf SRVWed, fa[ed, e-PaLOed RU WeOeSKRQed. WULWWeQ 
VXbPLVVLRQV PXVW be cOeaU aQd VWaWe OabRUaWRU\ aQd dLVWULbXWLRQ QXPbeUV. 
EQA UeVXlWV VhoXld be VXbmiWWed aV foU SaWienW UeVXlWV, e.g., Wo Whe 
Vame nXmbeU of decimal SlaceV. ³LeVV Whan´ and ³gUeaWeU Whan´ 
UeVXlWV VhoXld alVo be VXbmiWWed aV foU clinical VamSleV. 

10.3 FailXUe Wo UeWXUn UeVXlWV 
If \RX PaNe QR UeVSRQVe WR a dLVWULbXWLRQ b\ WKe dXe daWe \RXU UeSRUW ZLOO 
VWaWe ³TKLV OabRUaWRU\ KaV faLOed WR UeWXUQ aQ\ UeVXOWV fRU WKLV dLVWULbXWLRQ´. 
RegXOaU SaUWLcLSaWLRQ LV LPSRUWaQW Lf adeTXaWe daWa aUe WR be RbWaLQed, aQd 
LV RQe Rf WKe cULWeULa Rf gRRd SeUfRUPaQce. 
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If \RX faLO WR UeWXUQ UeVXOWV fRU WKUee cRQVecXWLYe dLVWULbXWLRQV, \RX ZLOO be 
UegaUded aV KaYLQg SRRU SeUfRUPaQce. 
If \RX aUe XQabOe WR UeSRUW UeVXOWV RQ a dLVWULbXWLRQ, UeVXOWV VKRXOd be 
VXbPLWWed aV ³NULL´ RQ WKe ReVXOWV ZebVLWe aQd aQ e[SOaQaWLRQ SURYLded 
LQ WKe CRPPeQWV bR[. A UeSRUW ZLOO WKeQ be XSORaded LQ WKe XVXaO Za\. 
EnWUieV VXch aV ³XPL´ Zill noW be inWeUSUeWed coUUecWl\ b\ Whe ReVXlWV 
ZebViWe and Ze Zill noW knoZ WhaW an XnVXcceVVfXl aWWemSW haV been 
made Wo VXbmiW UeVXlWV. 

10.4 LaWe UeWXUnV  
We aOZa\V acceSW aQd SURceVV OaWe UeVXOWV SURYLded WKeUe LV a OegLWLPaWe 
e[SOaQaWLRQ (e.g. deOa\ed aUULYaO Rf VSecLPeQV). If \RX UeWXUQ UeVXOWV afWeU 
WKe dXe daWe WKe\ ZLOO be added WR \RXU cXPXOaWLYe UecRUd Rf SeUfRUPaQce 
aQd \RX ZLOO be VeQW a fXOO UeSRUW. ReSRUWV Pa\ be fOagged aV ³LaWe´ aW WKe 
dLVcUeWLRQ Rf WKe ScKePe DLUecWRU. 

10.5 EUUoUV and WheiU coUUecWion 
CaXVeV Rf eUURUV (ZKLcK Pa\ RU Pa\ QRW be cOaVVLfLed aV RXWOLeUV) LQcOXde 
x AVVa\LQg WKe ZURQg VaPSOeV. 
x AVVa\LQg WKe ULgKW VaPSOeV LQ WKe ZURQg RUdeU. 
x IQcRUUecWO\ WUaQVcULbLQg OabRUaWRU\ UeVXOWV fURP cRPSXWeU V\VWePV RU 

ZRUNVKeeWV WR UeVXOWV dRcXPeQWV RU WKe Zeb eQWU\ V\VWeP. 
x UVLQg LQcRUUecW XQLWV aQd/RU cRQYeUVLRQ facWRUV. 
x TecKQLcaO eUURUV, e.g. LQcRUUecW UecRQVWLWXWLRQ, LQcRPSOeWe PL[LQg 

afWeU WKaZLQg, faXOW\ VaPSOLQg/SLSeWWLQg eWc. 
SXcK eUURUV caQ be cRUUecWed bXW WKe eUURU aQd WKe caXVe LdeQWLfLed ZLOO be 
UecRUded VeSaUaWeO\ aQd UeVXOWV Pa\ be PaUNed aV aPeQded. 
AmendmenWV SUioU Wo UeSoUWing deadline APeQdPeQWV caQ be Pade RQ 
WKe ReVXOWV WebVLWe ZKLOe daWa VXbPLVVLRQ LV RSeQ. APeQded cRSLeV Rf 
UeVXOWV VXbPLWWed b\ SRVW VKRXOd be cOeaUO\ PaUNed aV VXcK ZLWK WKe 
cKaQge XQaPbLgXRXVO\ KLgKOLgKWed. 
AmendmenWV afWeU Whe UeSoUWing deadline POeaVe e-PaLO XV WR e[SOaLQ 
WKe LVVXe. ReVXOWV caQ XVXaOO\ be aPeQded aQd aQ XSdaWed UeSRUW 
SURdXced. 
AmendmenWV afWeU UeceiSW of UeSoUWV TKeVe VKRXOd be UeSRUWed LQ 
ZULWLQg ZLWK aQ e[SOaQaWLRQ Rf WKe UeaVRQ fRU aQ\ aPeQdPeQW. WKeUe 
LQYeVWLgaWLRQ UeYeaOV WKe caXVe Rf WKe eUURU, aQd UeSeaW UeVXOWV aUe 
aYaLOabOe, cRUUecWLRQ Rf WKe RULgLQaO UeVXOWV LV SeUPLVVLbOe. HRZeYeU, WKe facW 
WKaW \RX UeSRUWed LQcRUUecW UeVXOWV ZLOO be UecRUded. EacK LQcRUUecW UeVXOW LV 
cRXQWed aV RQe eUURU. TUaQVcULSWLRQ eUURUV LQ WKe PUegQaQc\ TeVWLQg 
ScKePe aUe geQeUaOO\ QRW cRUUecWed becaXVe VXcK eUURUV aUe OLNeO\ WR 
UefOecW ZKaW KaSSeQV LQ cOLQLcaO SUacWLce. 

10.6 UK NEQAS [EdinbXUgh] eUUoUV  
If \oX VXVSecW WhaW Ze haYe made an eUUoU SleaVe leW XV knoZ 
immediaWel\.  
We UeYLeZ aOO VXcK eUURUV caUefXOO\ aQd LW LV LPSRUWaQW WKaW Ze NQRZ abRXW 
WKeP VR WKaW Ze caQ aXdLW aQd LPSURYe RXU VeUYLce. EUURUV Pade b\ UK 
NEQAS [EdLQbXUgK] ZLOO be cRUUecWed ZLWKRXW SeQaOW\ WR WKe OabRUaWRU\. 
CRUUecWed UeSRUWV ZLOO be accRPSaQLed b\ aQ aSRORg\. 

10.7 SWaWXV of UeSoUWV  
TKe PRVW UeceQW YeUVLRQV Rf \RXU UeSRUW LV aOZa\V WKaW XSORaded WR WKe 
ReVXOWV ZebVLWe. TKe UeSRUW ZLOO LQcOXde UeVXOWV WKaW KaYe beeQ UeceLYed RU 
aPeQded afWeU WKe fLUVW VcKedXOed aQaO\VLV VR WKeUe Pa\ be PLQRU 
dLffeUeQceV LQ QXPeULcaO deWaLOV, e.g. WKe QXPbeU Rf SaUWLcLSaQWV UeWXUQLQg 
UeVXOWV. If LW KaV beeQ QeceVVaU\ fRU aQ\ UeaVRQ WR Ue-aQaO\Ve aQd Ue-XSORad 
aOO UeSRUWV fRU a gLYeQ dLVWULbXWLRQ (e.g. dXe WR aQ eUURU LdeQWLfLed VXbVeTXeQW 
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WR WKe fLUVW XSORad) WKLV ZLOO be cOeaUO\ VWaWed aQd WKe UeaVRQ e[SOaLQed LQ 
WKe CRPPeQWV VecWLRQ WR WKe UeSRUW. 

11. PeUfoUmance aVVeVVmenW 
11.1 TaUgeW YalXeV  
UK NEQAS aWWacKeV gUeaW LPSRUWaQce WR YaOLdaWLRQ Rf WaUgeW YaOXeV, UaWKeU 
WKaQ VLPSO\ acceSWLQg cRQVeQVXV PeaQV aV WKe ³cRUUecW´ UeVXOW.  
FRU PRVW VcKePeV LQ ZKLcK TXaQWLWaWLYe UeVXOWV aUe UeSRUWed, WKe aOO-
OabRUaWRU\ WULPPed PeaQ (ALTM) LV XVed aV WKe WaUgeW, bXW LQ VeYeUaO 
VcKePeV gURXSed-PeWKRd PeaQV aUe XVed aV WKe\ aUe VcLeQWLfLcaOO\ PRUe 
aSSURSULaWe (e.g. LQ WKe VcKePeV fRU PAPP-A aQd UE3). AVVLgQed YaOXeV 
aUe VeOecWed aV WKe beVW eVWLPaWe Rf WKe WUXe YaOXe. 
TaUgeW YaOXeV VKRXOd be accXUaWe aQd VWabOe, bXW WKLV LV dLffLcXOW WR WeVW fRU 
SeSWLde KRUPRQeV aQd WXPRXU PaUNeUV, ZKeUe WKe UefeUeQce PeWKRdV 
UeTXLUed fRU PeWURORgLcaO WUaceabLOLW\ aUe geQeUaOO\ QRW aYaLOabOe. HRZeYeU 
VRPe eYLdeQce fRU WKe YaOLdLW\ Rf WKe cRQVeQVXV PeaQ WaUgeW YaOXeV caQ 
be RbWaLQed b\ WeVWLQg WKeLU UecRYeU\, OLQeaULW\ aQd VWabLOLW\ UegXOaUO\. 
SSecLaOLVed VcKePeV Pa\ KaYe dLffeUeQW WaUgeWV. FRU e[aPSOe, acKLeYLQg 
cRQVeQVXV LQ WKe PUegQaQc\ TeVWLQg VcKePe UeTXLUeV WKaW �80% Rf 
SaUWLcLSaQWV XVLQg PeWKRdV ZLWK WKe VaPe cOaLPed deWecWLRQ OLPLW agUee. 

11.2 UnceUWainW\ of meaVXUemenW foU TXanWiWaWiYe WeVWV 
TKe VWaQdaUd XQceUWaLQW\ (U) Rf WKe cRQVeQVXV PeaQ WaUgeW YaOXe LV 
caOcXOaWed XVLQg WKe fROORZLQg fRUPXOa:  

U = 1.25 [ SD / ¥Q 
ZKeUe SD LV WKe VWaQdaUd deYLaWLRQ aQd Q WKe QXPbeU Rf UeVXOWV. 
TKe XQceUWaLQW\ Rf PeaVXUePeQW LV VWaWed fRU eacK SRRO RQ WKe aQaO\We-
VSecLfLc Sage Rf SeUVRQaOLVed SaUWLcLSaQW UeSRUWV. PURYLded WKe VWaQdaUd 
XQceUWaLQW\ LV gUeaWeU WKaQ 0.1 XQceUWaLQW\ Rf WKe cRQVeQVXV PeaQ VKRXOd 
KaYe QegOLgLbOe effecW RQ aVVeVVPeQW Rf SeUfRUPaQce.  

11.3 CalcXlaWion of anal\Wical SeUfoUmance VcoUeV foU 
VchemeV in Zhich TXanWiWaWiYe UeVXlWV aUe UeSoUWed 
LabRUaWRU\ SeUfRUPaQce LV UeSRUWed aV BIAS, ZKLcK LV WKe PeaQ 
SeUceQWage deYLaWLRQ fURP WaUgeW, aQd VAR, ZKLcK PeaVXUeV WKe 
cRQVLVWeQc\ Rf bLaV. BIAS aQd VAR aUe XSdaWed RQ a UROOLQg baVLV acURVV 
VL[ dLVWULbXWLRQV, L.e. WKe ROdeVW daWa aUe UePRYed fURP WKe OabRUaWRU\ UecRUd 
aV QeZ daWa aUe added. NRWe WKaW VRPe VaPSOeV (e.g. WKRVe Rf ORZ 
cRQceQWUaWLRQ RU WKRVe cRQWaLQLQg added e[RgeQRXV aQaO\We) aUe URXWLQeO\ 
e[cOXded fURP WKeVe caOcXOaWLRQ. A PLQLPXP Rf WeQ XVabOe YaOXeV LV 
UeTXLUed WR cRPSXWe BIAS aQd VAR. 

11.4 CalcXlaWion of anal\Wical SeUfoUmance VcoUeV foU 
VchemeV in Zhich TXanWiWaWiYe UeVXlWV aUe UeSoUWed 
ReVXOWV Pa\ be UeSRUWed aV ³SRVLWLYe´ (P), ³QegaWLYe´ (N) RU ³eTXLYRcaO´ (E). 
TKe WaUgeW fRU VcRULQg SXUSRVeV LV WKe cRQVeQVXV Rf UeVXOWV UeSRUWed b\ aOO 
XVeUV Rf WKe UeOeYaQW PeWKRd gURXSLQg. EacK UeVXOW LV gLYeQ a VcRUe 
accRUdLQg WR LWV UeOaWLRQVKLS WR WKe cRQVeQVXV. LabRUaWRU\ SeUfRUPaQce LV 
WKeQ caOcXOaWed aV WKe VXP Rf WKeVe SeUfRUPaQce VcRUeV RYeU WKe OaVW VL[ 
dLVWULbXWLRQV. A PLQLPXP Rf VL[ XVabOe UeVXOWV aUe UeTXLUed. 

11.5 CalcXlaWion of anal\Wical SeUfoUmance VcoUeV foU UiVk 
eVWimaWeV in Whe maWeUnal VeUXm VcUeening 
LabRUaWRU\ SeUfRUPaQce LV UeSRUWed aV  
1. RXnning UiVk VcoUe (RRS) DeVLgQed WR be aQaORgRXV WR BIAS. 

RRS LV WKe PedLaQ Rf ULVN VcRUeV (RS) UecRUded dXULQg WKe WLPe 
ZLQdRZ (PRVW UeceQW VL[ dLVWULbXWLRQV). AW OeaVW WeQ ULVN VcRUeV aUe 
Qeeded WR caOcXOaWe WKe RRS, ZKLcK VKRXOd be cORVe WR ]eUR.  

See Sage 28 fRU a ZRUNed 
e[aPSOe Rf WKe caOcXOaWLRQ Rf 
BIAS aQd VAR. 

See Sage 31 fRU a ZRUNed 
e[aPSOe Rf WKe caOcXOaWLRQ Rf 
TXaOLWaWLYe VcRUeV. 

 See Sage 31 fRU a ZRUNed 
e[aPSOe Rf WKe caOcXOaWLRQ Rf 
ULVN VcRUeV. 
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2. Non-SaUameWUic eVWimaWe of Whe SD of RRS (SDRRS) DeVLgQed 
WR be aQaORgRXV WR VAR. SDRRS LV WKe QRQ-SaUaPeWULc VWaQdaUd 
deYLaWLRQ (SD) Rf WKe RRS. CaOcXOaWed aV WKe PedLaQ Rf WKe abVROXWe 
dLffeUeQceV beWZeeQ RS aQd RRS, WKe SDRRS VKRXOd be cORVe WR 
]eUR. 

12. PeUfoUmance cUiWeUia  
12.1 LimiWV foU acceSWable SeUfoUmance 
LLPLWV fRU acceSWabOe SeUfRUPaQce aUe aSSURYed b\ WKe NaWLRQaO QXaOLW\ 
AVVXUaQce AdYLVRU\ PaQeO fRU CKePLcaO PaWKRORg\ (NQAAP) LQ 
cRQVXOWaWLRQ ZLWK WKe SSecLaOLVW AdYLVRU\ GURXS fRU IPPXQRaVVa\.  
TKe OLPLWV UefOecW cOLQLcaO UeTXLUePeQWV, WKe VWaWe Rf WKe aUW fRU WKe aQaO\We, 
aQd WKe Qeed fRU UegXOaU TXaOLW\ aVVXUaQce PRQLWRULQg.  
TKe cULWeULa LQcOXde acceSWabOe OLPLWV fRU BIAS aQd VAR, aQd fRU UeWXUQ UaWe 
aQd aUe VXPPaULVed LQ ASSeQdL[ 2. BIAS aQd VAR cULWeULa KaYe QRW beeQ 
eVWabOLVKed fRU aOO aQaO\WeV aQd QR SeUfRUPaQce cULWeULa KaYe beeQ defLQed 
fRU WKe UXQQLQg ULVN VcRUeV (MaWeUQaO SeUXP ScUeeQLQg) RU WKe TXaQWLWaWLYe 
VcRUeV (PUegQaQc\ TeVWLQg). 
TKe PRQWKO\ UeSRUWV LQcOXde fLgXUeV WR VKRZ LQdLYLdXaO SeUfRUPaQce LQ 
UeOaWLRQ WR WKe UeOeYaQW cULWeULa. LabRUaWRULeV VKRXOd aLP WR PaLQWaLQ 
SeUfRUPaQce ZLWKLQ WKeVe OLPLWV aQd aUe LQYLWed WR cRQWacW XV Lf SURbOePV 
aSSeaU WR be deYeORSLQg, ZKeWKeU LQ aQaO\WLcaO SeUfRUPaQce RU LQ WKe abLOLW\ 
WR PaLQWaLQ UegXOaU UeWXUQV. 

12.2 PeUViVWenW SooU SeUfoUmance and acWion Waken 
UK cOLQLcaO OabRUaWRULeV aUe VXbMecW WR NQAAP VXUYeLOOaQce aQd VKRXOd be 
aZaUe Rf WKe cRQdLWLRQV Rf SaUWLcLSaWLRQ (ASSeQdL[ 1). 
A OabRUaWRU\ LV cRQVLdeUed WR be a SeUVLVWeQW SRRU SeUfRUPeU fRU a gLYeQ 
aQaO\We Lf 
x IWV cXPXOaWLYe SeUfRUPaQce LV RXWVLde WKe SUeVcULbed OLPLW fRU BIAS 

aQd/RU VAR fRU WKUee cRQVecXWLYe PRQWKV,  
RU Lf 
x IW faLOV WR UeWXUQ UeVXOWV fRU WKUee cRQVecXWLYe PRQWKV.   
We ZLOO geQeUaOO\ PaNe LQfRUPaO cRQWacW ZLWK aQ\ SaUWLcLSaQW faOOLQg LQWR WKe 
abRYe caWegRULeV. If SeUfRUPaQce faLOV WR LPSURYe, WKe CKaLUPaQ Rf WKe 
aSSURSULaWe NQAAP ZLOO be QRWLfLed. AdYLce LV WKeQ RffeUed WR WKe Kead Rf 
WKe OabRUaWRU\ LQ ZULWLQg RU, ZKeUe aSSURSULaWe aQd UaUeO\, fROORZLQg a YLVLW 
WR WKe OabRUaWRU\ fURP a NQAAP PePbeU RU RWKeU aSSURSULaWe e[SeUW. 

12.3 SXVSecWed collXVion 
COeaUO\ SaUWLcLSaWLRQ LQ e[WeUQaO TXaOLW\ aVVeVVPeQW LV PRVW beQefLcLaO ZKeQ 
VSecLPeQV aUe WUeaWed LQ WKe VaPe Za\ aV SaWLeQW VSecLPeQV (e.g. 
aVVa\ed RQO\ RQce aQd ZLWKRXW cRQfeUULQg ZLWK aQ\ RWKeU OabRUaWRU\).  
AOO VXbPLWWed UeVXOWV aUe LQVSecWed b\ UK NEQAS VWaff SULRU WR aQaO\VLV 
XVLQg dedLcaWed cKecNOLVWV. AQ\ VXVSLcLRQ Rf cROOXVLRQ (e.g. LdeQWLcaO VeWV 
Rf UeVXOWV UeSRUWed) ZLOO be LQYeVWLgaWed WKRURXgKO\ aQd cRSLeV Rf WKe 
UeOeYaQW RULgLQaO aQaO\VeU SULQW-RXWV Rf UeVXOWV UeTXeVWed. 

12.4 DiVcloVXUe of aVVigned YalXeV SUioU Wo daWa anal\ViV 
DeWaLOV Rf VSecLPeQ cRPSRVLWLRQ aQd/RU e[SecWed UeVXOWV aUe QRW dLVcORVed 
WR SaUWLcLSaQWV XQWLO aQaO\VLV Rf WKe UeVXOWV LV cRPSOeWed aQd UeSRUWV 
fLQaOLVed. RaUeO\, aQd RQO\ LQ e[ceSWLRQaO cLUcXPVWaQceV aQd aW WKe 
dLVcUeWLRQ Rf WKe ScKePe DLUecWRU, WKeVe deWaLOV Pa\ be dLVcORVed WR 
LQdLYLdXaO SaUWLcLSaQWV LQ adYaQce, e.g. ZKeUe a SeUfRUPaQce LVVXe WKaW 
Pa\ adYeUVeO\ affecW SaWLeQW UeVXOWV KaV beeQ LdeQWLfLed aQd XUgeQW 
LQdeSeQdeQW cRQfLUPaWLRQ Rf a SRWeQWLaO SURbOeP LV UeTXLUed.  
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13. ReSoUWV and WheiU inWeUSUeWaWion 
AOO SaUWLcLSaQWV caQ YLeZ WKeLU UeSRUWV RQ WKe UK NEQAS ReVXOWV WebVLWe 
aW KWWSV://UeVXOWV.XNQeTaV.RUg.XN/. A SaVVZRUd LV UeTXLUed aQd caQ be 
RbWaLQed fURP UK NEQAS [EdLQbXUgK]. ReSRUWV RQ WKe ZebVLWe aUe 
geQeUaOO\ WKRVe RbWaLQed aW WKe WLPe Rf WKe LQLWLaO aQaO\VLV Rf WKe UeVXOWV 
VXbPLWWed XQOeVV RWKeUZLVe QRWLfLed WR SaUWLcLSaQWV, e.g. b\ e-PaLO. ReSRUWV 
UaUeO\ KaYe WR be UeLVVXed bXW Lf WKLV LV QeceVVaU\ LW LV cOeaUO\ LQdLcaWed LQ 
WKe bR[ aW WKe bRWWRP Rf WKe fLUVW Sage Rf WKe QeZ UeSRUW aQd/RU LQ WKe 
CRPPeQWV VecWLRQ Rf WKe UeSRUW. CRUUecWLRQ Rf eUURUV QRWLfLed b\ LQdLYLdXaO 
SaUWLcLSaQWV aQd UeTXLULQg UeaQaO\VLV Pa\ cKaQge WKe WaUgeW YaOXeV YeU\ 
VOLgKWO\ bXW WKLV LV XQOLNeO\ WR LQfOXeQce LQWeUSUeWaWLRQ. 

13.1 QXanWiWaWiYe VchemeV (BIAS and VAR VcoUing) 
13.1.1 OYeUYieZ 
TKe UeSRUW fRUPaW LV VLPLOaU WR WKaW XVed LQ PaQ\ RWKeU UK NEQAS 
VcKePeV aQd cRQWaLQV WKe fROORZLQg VecWLRQV: 
A VXmmaU\. TKLV VKRZV \RXU SeUfRUPaQce fRU aOO aQaO\WeV RQ WKe cXUUeQW 
dLVWULbXWLRQ, aQd \RXU cXUUeQW cXPXOaWLYe BIAS aQd VAR. TKLV Pa\ be aOO 
\RX Qeed WR cRQVXOW Lf SeUfRUPaQce LV VWabOe. 
DeWailV of SeUfoUmance foU each anal\We. TKLV VKRZV PeWKRd 
SeUfRUPaQce RQ WKe cXUUeQW dLVWULbXWLRQ, aQd WabXOaWeV aOO UeVXOWV fRU aQ 
LQdLYLdXaO SaUWLcLSaQW fRU WKe PRVW UeceQW VL[ dLVWULbXWLRQV. CRQVXOW WKLV 
VecWLRQ Lf \RX Qeed WR UeYLeZ \RXU SeUfRUPaQce, RU Lf \RX Qeed LQfRUPaWLRQ 
RQ PeWKRd SeUfRUPaQce.  
CommenWV. TKLV VecWLRQ aPSOLfLeV WKe daWa LQ WKe VecWLRQV abRYe, RU Pa\ 
deVcULbe WKe UeVXOWV Rf VXUYe\V, e.g. LQWeUSUeWaWLRQ Rf UeVXOWV. SXPPaULeV Rf 
UeceQW OLWeUaWXUe aUe VXSSOLed LQ PRVW VcKePeV. 
13.1.2 InWeUSUeWaWion of BIAS and VAR cXmXlaWiYe 
SeUfoUmance daWa 
CaOcXOaWLRQ Rf BIAS aQd VAR b\ cRPbLQLQg UeVXOWV fURP dLffeUeQW SRROV aW 
dLffeUeQW cRQceQWUaWLRQV RYeU VL[ dLVWULbXWLRQV LV deVLgQed WR Pa[LPLVe XVe 
Rf WKe daWa, bXW LQWURdXceV ceUWaLQ cRQVWUaLQWV LQ WKe LQWeUSUeWaWLRQ Rf WKeVe 
SeUfRUPaQce VWaWLVWLcV aV LOOXVWUaWed LQ WKe e[aPSOeV beORZ. IQWeUSUeWaWLRQ 
Rf BIAS aQd VAR LV aOZa\V aVVLVWed b\ e[aPLQLQg WKe ³AQaO\VLV Rf BLaV´ 
WabOe ZKLcK VKRZV SeUfRUPaQce b\ SRRO aQd dLVWULbXWLRQ (Sage 18) RYeU a 
VL[ PRQWK ZLQdRZ. TKe fLgXUeV Pa\ be LQWeUSUeWed aV fROORZV: 
LoZ BIAS, loZ VAR TKe aVVa\ LV SUecLVe aQd LV gLYLQg UeVXOWV cORVe WR 
WKe WaUgeW YaOXe LQ WKe cRQceQWUaWLRQ UaQge aVVeVVed. TKLV UeSUeVeQWV 
deVLUabOe SeUfRUPaQce, aVVXPLQg accXUac\ Rf WKe WaUgeW YaOXe. 
LoZ BIAS, high VAR TKeUe LV ZLde VcaWWeU Rf bLaV RQ LQdLYLdXaO 
VSecLPeQV, aOWKRXgK WKe PeaQ UaWLR WR WKe WaUgeW YaOXe LV QeaU XQLW\.  
TKeUe aUe VeYeUaO VRXUceV Rf KLgK YaULabLOLW\, LQcOXdLQg 

1. BeWZeeQ- aQd ZLWKLQ-aVVa\ LPSUecLVLRQ 
2. DRVe-UeOaWed dLffeUeQceV LQ bLaV 
3. PRRO-UeOaWed dLffeUeQceV LQ bLaV  

TKe ³AQaO\VLV Rf BLaV´ WabOe ZLOO KeOS WR LdeQWLf\ ZKLcK, Lf aQ\, Rf WKe abRYe 
LV PRVW UeOeYaQW. AV WKe VAR eVVeQWLaOO\ SURYLdeV aQ LQdLcaWLRQ Rf WKe 
cRQfLdeQce ZLWK ZKLcK WKe PeaQ BIAS caQ be eVWLPaWed, LW ZRXOd be ZURQg 
XQdeU WKeVe cLUcXPVWaQceV WR be WRR cRPSOaceQW abRXW ORZ BIAS. 
High BIAS, loZ VAR TKe aVVa\ LV cOeaUO\ bLaVed UeOaWLYe WR WKe WaUgeW 
YaOXe, WKe UaWLR Rf LQdLYLdXaO UeVXOWV WR ALTM (RU GLTM) UeVXOWV beLQg 
UeOaWLYeO\ cRQVWaQW RYeU WKe cRQceQWUaWLRQ UaQge aVVeVVed. CRPPRQ 
caXVeV Rf WKLV LQcOXde eUURUV LQ VWaQdaUdLVaWLRQ (e.g. caOLbUaWRU cKaQge, 
ZURQgO\ SUeSaUed RU degUaded caOLbUaWRUV), eUURUV LQ cRQYeUVLRQ Rf UeVXOWV 
WR WKe XQLWV XVed b\ UK NEQAS (e.g. ZURQg facWRU, ZURQg PaWKePaWLcV) 
aQd dLffeUeQceV LQ aVVa\ VSecLfLcLW\. 

See SageV 19 WR 27 fRU 
e[aPSOeV Rf UK NEQAS 
PRQWKO\ UeSRUWV, ZLWK 
e[SOaQaWRU\ QRWeV. 
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High BIAS, high VAR TKeUe LV a ZLde VcaWWeU Rf deYLaWLRQ fURP WaUgeW RQ 
LQdLYLdXaO VSecLPeQV, VXSeULPSRVed RQ a VKLfW fURP XQLW\ LQ WKe PeaQ UaWLR 
Rf UeVXOWV WR WKe ALTM (RU GLTM). TKe abRYe cRPPeQWV RQ KLgK VAR 
aSSO\. TKe BIAS caQQRW be UeOLabO\ eVWLPaWed ZKLOe WKe VAR UePaLQV KLgK, 
aQd eOLPLQaWLRQ Rf WKe VRXUceV Rf YaULabLOLW\ VKRXOd be a fLUVW SULRULW\. 
NRWe WKaW Lf aQ aVVa\ LV bLaVed aQd VWeSV aUe WaNeQ WR cRUUecW WKLV, VAR ZLOO 
UePaLQ KLgK WePSRUaULO\ ZKLOe WKe gUadXaOO\ LPSURYLQg BIAS SaVVeV 
WKURXgK WKe VL[ dLVWULbXWLRQ ZLQdRZ. 

13.2 RiVk eVWimaWeV (maWeUnal VeUXm VcUeening 
TKe UeSRUW LV VLPLOaU LQ VW\Oe WR WKe ³BIAS aQd VAR´ UeSRUW deVcULbed abRYe 
aQd cRQWaLQV WKe fROORZLQg VecWLRQV: 
1. IQfRUPaWLRQ RQ WKe VSecLPeQV LQ WKe cXUUeQW dLVWULbXWLRQ. A KLVWRgUaP 

VKRZV WKe dLVWULbXWLRQ Rf ULVN eVWLPaWeV UeWXUQed b\ aOO SaUWLcLSaQWV 
XVLQg WKe UeOeYaQW cRPbLQaWLRQ Rf aQaO\WeV. 

2. SXPPaU\ daWa fRU WKe VL[ PRVW UeceQW dLVWULbXWLRQV. AOO WKe UeOeYaQW ULVN 
eVWLPaWeV aQd WKeLU WaUgeWV aUe VKRZQ LQ a WabOe, aQd WUeQdV LQ 
cXPXOaWLYe ULVN VcRUeV aUe VKRZQ. [MXOWLSOeV Rf WKe PedLaQ (MRMV) aUe 
aQaO\Ved bXW degUeeV Rf e[WUePeQeVV (DREV) aUe QRW.] 

13.2.1 InWeUSUeWaWion of cXmXlaWiYe UiVk VcoUeV 
TKe WaUgeW fRU VcRULQg ULVN eVWLPaWeV LV VLPSO\ WKe PedLaQ Rf aOO eVWLPaWeV 
UeWXUQed b\ SaUWLcLSaQWV XVLQg WKe UeOeYaQW cRPbLQaWLRQ Rf aQaO\WeV. TKLV 
WaUgeW LV SUagPaWLc aQd caQQRW be YaOLdaWed. WLWK WKLV SURYLVR, SaUWLcLSaQWV 
VKRXOd KaYe UXQQLQg ULVN VcRUe (RRS) aQd VWaQdaUd deYLaWLRQV Rf UXQQLQg 
ULVN VcRUe (SDRRS) cORVe WR ]eUR. TKe fLgXUeV Pa\ be LQWeUSUeWed aV 
fROORZV: 
High RRS, loZ SDRRS 
RLVN eVWLPaWeV aUe bLaVed WR WKe WaUgeW YaOXeV, bXW cRQVLVWeQW. 
NeaU-]eUo RRS, high SDRRS 
OQ aYeUage, ULVN eVWLPaWeV aUe cORVe WR WKe WaUgeWV, bXW WKeLU VcaWWeU LV ZLde, 
VXggeVWLQg VRPe LPSUecLVLRQ LQ WKe eVWLPaWLRQ Rf ULVN. 
High RRS, high SDRRS 
RLVN eVWLPaWeV Pa\ be bRWK LPSUecLVe aQd LQaccXUaWe. 

13.3 PUegnanc\ TeVWing 
TKe UeSRUWV aUe RUgaQLVed b\ aQaO\We, ZLWK QR VXPPaU\ Sage. PaUWLcLSaQWV 
UeSRUWLQg TXaOLWaWLYe UeVXOWV UeceLYe a SeUVRQaOLVed UeSRUW ZKLcK LQcOXdeV 
WKe fROORZLQg LQfRUPaWLRQ: 
PaQeO 1.  DLVWULbXWLRQ QXPbeU, daWe Rf UeWXUQ, aQd Oab QXPbeU. 
  
PaQeO 2.  SSecLPeQ aQd SRRO QXPbeUV fRU WKe cXUUeQW VSecLPeQV 

WRgeWKeU ZLWK a bULef deVcULSWLRQ Rf WKeLU cRQWeQW. 
  
PaQeO 3.  PLe cKaUWV VKRZLQg fRU eacK VSecLPeQ WKe % dLVWULbXWLRQ 

Rf UeVXOWV [SRVLWLYe (P), QegaWLYe (N) RU eTXLYRcaO (E)] 
aQd WKe cRQVeQVXV UeVXOWV. IQdLYLdXaO OabRUaWRU\ UeVXOWV, 
aQd WKe VcRUe fRU WKLV dLVWULbXWLRQ, aUe aOVR VKRZQ. 

  
PaQeO 4.  A VLQgOe SLe cKaUW VKRZLQg WKe SeUceQWage Rf XVabOe 

VSecLPeQV dLVWULbXWed (P, N aQd E) dXULQg WKe SUeYLRXV 
VL[ PRQWKV, fROORZed b\ SLe cKaUWV VKRZLQg WKe 
OabRUaWRU\¶V cXPXOaWLYe daWa fRU eacK W\Se Rf VSecLPeQ 
(P, N aQd E).  

  
PaQeO 5.  A gUaSK VKRZLQg WKe WUeQdV LQ cXPXOaWLYe LQWeUSUeWaWLRQ 

VcRUe RYeU WKe SUeYLRXV WZeOYe PRQWKV. [TKe cXPXOaWLYe 
VcRUe aW eacK dLVWULbXWLRQ LV baVed RQ UeVXOWV fRU WKe 
SUeYLRXV VL[ dLVWULbXWLRQV.] TKeUe LV aOVR a WabOe 

See SageV 24 aQd 25 fRU 
e[aPSOeV Rf UK NEQAS ULVN 
eVWLPaWe UeSRUWV, ZLWK 
e[SOaQaWRU\ QRWeV. 

 

See SageV 26 aQd 27 fRU 
e[aPSOeV Rf PUegQaQc\ 
TeVWLQg UeSRUWV, ZLWK 
e[SOaQaWRU\ QRWeV. 
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WabXOaWLQg WKe OabRUaWRU\¶V SeUfRUPaQce fRU eacK 
VSecLPeQ. 

  
PaQeO 6.  A SaUagUaSK e[SOaLQLQg WKe VcRULQg V\VWeP LQ XVe. [See 

Sage 28 fRU deWaLOV.] 
PaUWLcLSaQWV UeSRUWLQg TXaQWLWaWLYe UeVXOWV UeceLYe a VXPPaU\ UeSRUW VLPLOaU 
WR WKaW LQ WKe VeUXP KCG VcKePe. [TKeVe UeSRUWV aUe fRU LQfRUPaWLRQ RQO\ 
aQd UeVXOWV aUe QRW VcRUed.] 
A VeSaUaWe VecWLRQ WabXOaWLQg aOO UeVXOWV UeceLYed fURP XVeUV Rf aOO PeWKRdV 
accRPSaQLeV WKe SeUVRQaOLVed UeSRUW. 
13.3.1 InWeUSUeWaWion of cXmXlaWiYe inWeUSUeWaWion VcoUeV 
TKLV VcRUe fRU TXaOLWaWLYe UeVXOWV SURYLdeV a PeaVXUe Rf WKe OeYeO Rf 
agUeePeQW Rf LQdLYLdXaO UeVXOWV (SRVLWLYe, QegaWLYe RU eTXLYRcaO) ZLWK WKe 
cRQVeQVXV UeVXOW, aYeUaged RYeU VL[ dLVWULbXWLRQV. A VcRUe Rf ]eUR VKRZV 
cRPSOeWe agUeePeQW ZLWK WKe cRQVeQVXV. PRVLWLYe VcRUeV VXggeVW OacN Rf 
agUeePeQW Rf WKe UeVXOWV ZLWK WKe cRQVeQVXV. 

14. PUeYioXVl\ iVVXed VSecimenV 
AOLTXRWV Rf SUeYLRXVO\ LVVXed VSecLPeQV ZLWK WaUgeW YaOXeV caQ XVXaOO\ be 
SURYLded WR SaUWLcLSaQWV ZLVKLQg WR cKecN e[LVWLQg aVVa\V RU WR eYaOXaWe 
QeZ RQeV. AQ addLWLRQaO cKaUge ZLOO QRUPaOO\ QRW be Pade fRU VXcK 
VSecLPeQV. SSecLPeQV Pa\ aOVR be aYaLOabOe WR PaQXfacWXUeUV ZLVKLQg WR 
WURXbOe-VKRRW e[LVWLQg aVVa\V RU WR eYaOXaWe QeZ RQeV. A cKaUge Pa\ be 
Pade fRU WKLV VeUYLce. 

15. CXVWomiVed UeSoUWV 
SSecLaO UeSRUWV Pa\ be SUeSaUed  WR PeeW VSecLfLc UeTXLUePeQWV, e.g. 
MeWhod UeSoUWV ZKLcK caQ aVVLVW SaUWLcLSaWLQg PaQXfacWXUeUV LQ 
PRQLWRULQg WKeLU SURdXcWV aQd SaUWLcLSaQWV eYaOXaWLQg PeWKRdV RU dXULQg 
WeQdeULQg.  
LaboUaWoU\ VXbgUoXS UeSoUWV fRU UegLRQaO QA RU AXdLW acWLYLWLeV 

16. SeUYice deYeloSmenW and VcienWific VXSSoUW 
UK NEQAS [EdLQbXUgK] LV adYLVed b\ WKe SSecLaOLVW AdYLVRU\ GURXS fRU 
IPPXQRaVVa\ aQd WKe SSecLaOLVW AdYLVRU\ GURXS fRU MaWeUQaO SeUXP 
ScUeeQLQg, ZKLcK SURYLde VcLeQWLfLc adYLce. FRU cXUUeQW PePbeUVKLS Rf 
WKeVe gURXSV SOeaVe Vee ASSeQdL[ 3. 

17. ConfidenWialiW\ 
TKe facW Rf SaUWLcLSaWLRQ, UaZ daWa, SeUfRUPaQce VcRUeV aQd aOO UeSRUWV 
geQeUaWed b\ WKe VcKePe aUe cRQfLdeQWLaO beWZeeQ WKe LQdLYLdXaO 
OabRUaWRU\ aQd UK NEQAS VWaff. PeUfRUPaQce VcRUeV Pa\ be VKaUed ZLWK 
WKe UeOeYaQW AdYLVRU\ PaQeO XQdeU defLQed cLUcXPVWaQceV. ReSRUWV Pa\ 
aOVR be VKaUed b\ SaUWLcLSaQWV ZLWK ORcaO PaQagePeQW, UegLRQaO QA 
RffLceUV, accUedLWLQg bRdLeV aQd VXSSOLeUV Rf eTXLSPeQW aQd UeageQWV Lf WKe\ 
ZLVK. WKeUe aSSURSULaWe, UK NEQAS VWaff Pa\ aOVR dLYXOge WKe 
LQfRUPaWLRQ bXW RQO\ ZLWK WKe SaUWLcLSaQW¶V ZULWWeQ SeUPLVVLRQ e[ceSW LQ WKe 
caVe Rf SeUVLVWeQW SRRU SeUfRUPaQce WKaW caQQRW be UeVROYed WKURXgK 
dLaORgXe beWZeeQ VcKePe VWaff aQd WKe SaUWLcLSaQW. IQ WKLV caVe, WKe LdeQWLW\ 
Rf WKe OabRUaWRU\ ZLOO be Pade aYaLOabOe WR PePbeUV Rf WKe NaWLRQaO QXaOLW\ 
AVVXUaQce AdYLVRU\ PaQeO (NQAAP) aQd WKe JRLQW WRUNLQg GURXS (JWG) 
aV deVcULbed LQ WKe CRQdLWLRQV Rf EQA ScKePe PaUWLcLSaWLRQ [ASSeQdL[ 1.].  
UK NEQAS [EdLQbXUgK] UeSRUWV aUe cRS\ULgKW aQd Pa\ QRW be cRSLed, 
dLVWULbXWed, SXbOLVKed RU XVed fRU SXbOLcLW\ aQd SURPRWLRQ LQ aQ\ fRUP 
ZLWKRXW WKe ZULWWeQ cRQVeQW Rf WKe ScKePe DLUecWRU RQ eacK aQd eYeU\ 
RccaVLRQ. 
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18. CommenWV and comSlainWV  
CRPPeQWV abRXW aQ\ aVSecW Rf WKe VeUYLce, ZKeWKeU VcLeQWLfLc RU 
RSeUaWLRQaO aUe ZeOcRPe. IQ WKe eYeQW Rf cRPSOaLQWV abRXW da\ WR da\ 
RSeUaWLRQaO PaWWeUV, SOeaVe SURYLde \RXU OabRUaWRU\ QXPbeU, VcKePe, 
dLVWULbXWLRQ QXPbeU aQd VSecLPeQ QXPbeU(V). PURbOePV ZLOO be addUeVVed 
aV VRRQ aV SRVVLbOe. 
CRPSOaLQWV caQ aOVR be UefeUUed WR aQ\ PePbeU Rf WKe SSecLaOLVW AdYLVRU\ 
GURXSV (ASSeQdL[ 3). 
UK NEQAS [EdLQbXUgK] LV aOZa\V SOeaVed WR UeceLYe VXggeVWLRQV fURP 
SaUWLcLSaQWV abRXW Za\V LQ ZKLcK WKe VeUYLce SURYLded cRXOd be LPSURYed. 

19. AnnXal UeYieZ 
AQ AnnXal ReYieZ Rf WKe UK NEQAS UeVXOWV fRU WKe SUeYLRXV \eaU, 
LQcOXdLQg aQaO\VLV Rf ORQg-WeUP WUeQdV LQ SaUWLcLSaWLRQ aQd PeWKRd 
SeUfRUPaQce, LV SUeSaUed eacK \eaU aQd cRQVLdeUed b\ WKe UeOeYaQW 
SSecLaOLVW AdYLVRU\ GURXS. 
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20. UK NEQAS ReSoUWV and PeUfoUmance CalcXlaWionV ±
IllXVWUaWed e[amSleV 

 
1 TeUPLQRORg\ 
  
2 MRQWKO\ UeSRUWV, ZLWK e[SOaQaWRU\ aQQRWaWLRQV 
 2.1 GeQeUaO (BIAS aQd VAR) 
 2.2 RLVN eVWLPaWeV (MaWeUQaO VeUXP VcUeeQLQg) 
 2.3 IQWeUSUeWaWLYe VcRUeV (PUegQaQc\ WeVWLQg) 
  
3 WRUNed e[aPSOeV Rf caOcXOaWLRQV 
 3.1 BIAS aQd VAR 
 3.2 RLVN eVWLPaWeV (MaWeUQaO VeUXP VcUeeQLQg) 
 3.3 IQWeUSUeWaWLYe VcRUeV (PUegQaQc\ WeVWLQg) 
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ALTM TKe AOO LabRUaWRU\ TULPPed MeaQ, ZKLcK 
LV WKe geRPeWULc PeaQ Rf WKe eQWLUe VeW Rf 
WULPPed UeVXOWV fRU a VSecLPeQ. 

BIAS TKe geRPeWULc PeaQ Rf WKe WULPPed 
deYLaWLRQV Rf \RXU OabRUaWRU\'V UeVXOWV fURP 
WKeLU WaUgeWV fRU aOO XVabOe VSecLPeQV fRU 
ZKLcK \RX KaYe UeWXUQed UeVXOWV dXULQg WKe 
cXUUeQW VL[ PRQWKV. 

CUMULATIVE 
INTERPRETATIVE SCORE 
(PUegnanc\ WeVWing) 

TKe VXP Rf \RXU VcRUeV RYeU WKe OaVW VL[ 
dLVWULbXWLRQV. 

DEVIATION (deY'n) TKe dLffeUeQce beWZeeQ \RXU UeVXOW aQd 
WKe WaUgeW UeVXOW, e[SUeVVed aV a 
SeUceQWage Rf WKe WaUgeW. 

DISTRIBUTION A gURXS Rf VSecLPeQV LQ a SaUWLcXOaU 
VcKePe WKaW aUe VeQW WRgeWKeU WR eacK 
SaUWLcLSaWLQg OabRUaWRU\. 

GCV TKe geRPeWULc cReffLcLeQW Rf YaULaWLRQ Rf 
WKe UeVXOWV LQ a VeW RU VXb-VeW Rf UeVXOWV. 

GLTM TKe geRPeWULc PeaQ Rf a VXb-VeW Rf WKe 
WULPPed UeVXOWV fRU a VSecLPeQ. TKe VXb-
VeW Pa\ be a gURXS Rf LQWeU-UeOaWed 
PeWKRdV. 

LSD TKe OLQeaU eVWLPaWe Rf WKe VWaQdaUd 
deYLaWLRQ Rf WKe ORg WUaQVfRUPed, WULPPed 
UeVXOWV. 

MAXIMUM NUMBER OF 
RESULTS 

NXPbeU Rf XVabOe VSecLPeQV LVVXed LQ WKe 
cXUUeQW VL[ PRQWKV. 

MLTM TKe geRPeWULc PeaQ Rf WKe WULPPed 
UeVXOWV fRU a VSecLPeQ RbVeUYed b\ XVeUV 
Rf RQe PeWKRd.  

NUMBER OF RESULTS NXPbeU Rf XVabOe VSecLPeQV fRU ZKLcK 
\RXU OabRUaWRU\ KaV UeWXUQed QXPeULcaO 
UeVXOWV. 

OUTLIER (BETWEEN-
LABORATORY, WITHIN-
SPECIMEN) 

A UeVXOW WKaW LV PRUe WKaQ WKUee LSD'V fURP 
WKe aSSURSULaWe WaUgeW. TKeVe RXWOLeUV 
dePRQVWUaWe aQ LQabLOLW\ WR agUee ZLWK \RXU 
SeeUV. 

OUTLIER (WITHIN-
LABORATORY, BETWEEN-
SPECIMEN)   

A UeVXOW WKaW KaV a deYLaWLRQ WKaW LV PRUe 
WKaQ WKUee SD'V fURP \RXU cXPXOaWLYe 
BIAS. TKeVe UeVXOWV aUe UaWKeU OeVV 
VLgQLfLcaQW, aV WKe\ deSeQd RQ \RXU VAR. 
A UeOaWLYeO\ VPaOO deYLaWLRQ ZRXOd be 
fOagged Lf \RX KaYe a ORZ VAR, bXW ZRXOd 
QRW be fOagged Lf \RXU VAR ZeUe KLgK. 
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POOL A bXON SUeSaUaWLRQ Rf VeUXP XVXaOO\ 
SUeSaUed fURP VeYeUaO LQdLYLdXaO 
dRQaWLRQV. 

 

RS (RiVk VcoUe) A VcRUe UeSUeVeQWLQg WKe deYLaWLRQ Rf \RXU 
ULVN eVWLPaWe fURP cRQVeQVXV. 

RRS TKe PedLaQ Rf \RXU ULVN VcRUeV (RS) RYeU 
WKe OaVW VL[ dLVWULbXWLRQV. 

SAMPLE AQ aOWeUQaWLYe WeUP fRU VSecLPeQ. 

SCORE (PUegnanc\ WeVWing) A VcRUe UeSUeVeQWLQg WKe deYLaWLRQ Rf \RXU 
UeVXOW (SRVLWLYe, QegaWLYe RU eTXLYRcaO) 
fURP cRQVeQVXV. 

SDRRS TKe VWaQdaUd deYLaWLRQ Rf \RXU RRS. IW LV 
aQ eVWLPaWe Rf VSUead Rf ULVN eVWLPaWeV. 

SPECIMEN AQ aOLTXRW Rf a gLYeQ SRRO. TKe VaPe SRRO 
Pa\ be LVVXed RQ PRUe WKaQ RQe RccaVLRQ 
ZLWK dLffeUeQW VSecLPeQ QXPbeUV. 

TRANSFORMATION TKe SURceVV Rf cRQYeUWLQg UeVXOWV WR WKeLU 
QaWXUaO ORgaULWKPV LQ RUdeU WR cRUUecW fRU 
VNeZ Rf WKe UaZ dLVWULbXWLRQ SULRU WR 
VWaWLVWLcaO aQaO\VLV. 

TRIMMING TKe effecW Rf abeUUaQW UeVXOWV WKaW Pa\ be 
SUeVeQW LV PLQLPLVed b\ WULPPLQg WKe daWa 
SULRU WR VWaWLVWLcaO aQaO\VLV. TKe cKRVeQ 
PeWKRd LV WKaW Rf HeaO\, ZKLcK LQYROYeV 
WULPPLQg Rf WKe ORZeVW aQd KLgKeVW 5% Rf 
UeVXOWV, (Vee Page 18). NRWe WKaW WULPPed 
UeVXOWV aUe QRW QeceVVaULO\ RXWOLeUV. 

USABLE SPECIMEN A VSecLPeQ WKaW KaV QR XQXVXaO RU 
XQacceSWabOe feaWXUeV ZLOO be deePed WR 
be XVabOe fRU WKe caOcXOaWLRQ Rf cXPXOaWLYe 
BIAS aQd VAR. UQXVabOe VSecLPeQV 
LQcOXde WKRVe ZLWK aQaO\We cRQceQWUaWLRQV 
QeaU WKe deWecWLRQ OLPLWV Rf WKe aVVa\V aQd 
WKRVe ZLWK added LQWeUfeULQg VXbVWaQceV. 

VAR TKe YaULabLOLW\ RU GCV Rf WKe BIAS, RU 
VcaWWeU Rf WKe deYLaWLRQV Rf \RXU UeVXOWV 
fURP WaUgeW fRU aOO XVabOe VSecLPeQV LQ WKe 
VL[ dLVWULbXWLRQV WR daWe. VAR UefOecWV 
LPSUecLVLRQ, bXW LV affecWed b\ dRVe RU 
VSecLPeQ UeOaWed bLaV. 
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CalcXlaWion of BIAS and VAR: CXmXlaWiYe SeUfoUmance VWaWiVWicV  
 
 
SSecLPeQ aQd OabRUaWRU\ SeUfRUPaQce VWaWLVWLcV aUe caOcXOaWed 
afWeU ORgaULWKPLc WUaQVfRUPaWLRQ Rf UeVXOWV, XVLQg WKe WULPPLQg 
PeWKRd Rf HeaO\ MJR (Clin Chem 1979; 25: 675-677). LRgaULWKPLc 
WUaQVfRUPaWLRQ aOORZV fRU VNeZQeVV LQ WKe daWa aQd aSSURSULaWe 
cRPSXWaWLRQ Rf eUURUV ZKLOe WULPPLQg LPSURYeV WKe UeOLabLOLW\ Rf WKe 
PeaQ aQd PeaVXUe Rf VcaWWeU. 
 
1. SPECIMEN STATISTICS 
 
1.1  All laboUaWoU\ WUimmed mean (ALTM) and iWV 
 geomeWUic coefficienW of YaUiaWion (GCV)  
 
FRU eacK VSecLPeQ QRQ-QXPeULc UeVXOWV, LQcOXdLQg WKRVe UeSRUWed 
aV "OeVV WKaQ" RU "gUeaWeU WKaQ" aUe dLVcaUded. AOO UePaLQLQg 
LQdLYLdXaO UeVXOWV aUe UaQNed aQd WUaQVfRUPed LQWR WKeLU QaWXUaO 
ORgaULWKPV. TKe ORZeVW aQd KLgKeVW 5% Rf UeVXOWV (URXQded XS WR 
WKe QeaUeVW ZKROe QXPbeU) aUe WULPPed (HeaO\, 1979). TKe 
e[cOXded UeVXOWV SOa\ QR SaUW LQ WKe caOcXOaWLRQ Rf WKe eVWLPaWe Rf 
WKe PeaQ Rf WKe UeVXOWV (ALTM) RU WKe VcaWWeU Rf YaOXeV (GCV), bXW 
aUe noW neceVVaUil\ oXWlieUV aQd aUe WKeUefRUe UeWULeYed fRU WKe 
OaWeU LdeQWLfLcaWLRQ Rf beWZeeQ-OabRUaWRU\, ZLWKLQ-VSecLPeQ RXWOLeUV 
aQd caOcXOaWLRQV Rf LQdLYLdXaO OabRUaWRU\ BIAS aQd VAR (Vee 
beORZ). 
 
1.2 GUoXSed laboUaWoU\ WUimmed mean (GLTM) and 
 iWV GCV  
 
CaOcXOaWLRQV e[acWO\ aQaORgRXV WR WKRVe deVcULbed abRYe caQ be 
SeUfRUPed RQ UeVXOWV fURP gURXSV Rf VLPLOaU PeWKRdV, VXcK aV 
aVVa\V Rf KCG cOaVVLfLed accRUdLQg WR UecRgQLWLRQ Rf WKe fUee E-
VXbXQLW Rf KCG. TKe eVWLPaWe Rf WKe PeaQ LV UefeUUed WR aV WKe 
GLTM, aQd LWV aVVRcLaWed eVWLPaWe Rf VcaWWeU LV WKe GCV. 
 
1.3 MeWhod laboUaWoU\ WUimmed mean (MLTM) and 
 iWV GCV 
 
CaOcXOaWLRQV e[acWO\ aQaORgRXV WR WKRVe deVcULbed abRYe caQ be 
SeUfRUPed RQ UeVXOWV fURP a VLQgOe PeWKRd. TKe eVWLPaWe Rf WKe 
PeaQ LV UefeUUed WR aV WKe MLTM, aQd LWV aVVRcLaWed eVWLPaWe Rf 
VcaWWeU LV WKe GCV. 
 
 
2. LABORATORY PERFORMANCE STATISTICS 
 
2.1 CXmXlaWiYe BIAS and iWV YaUiabiliW\ (VAR) 
 
CXPXOaWLYe bLaV (BIAS) aQd WKe YaULabLOLW\ Rf WKe bLaV (VAR) aUe 
caOcXOaWed fRU eacK OabRUaWRU\ fURP aOO UeVXOWV UeWXUQed b\ WKaW 
OabRUaWRU\ RQ aOO XVabOe VSecLPeQV dXULQg WKe PRVW UeceQW VL[ 
dLVWULbXWLRQV (XVXaOO\ VL[ PRQWKV bXW 12 PRQWKV fRU PeSWLde II). 
 
NRQ-QXPeULc UeVXOWV aUe dLVcaUded, aV abRYe, aQd WKe UePaLQLQg 
UeVXOWV aUe WUaQVfRUPed b\ WaNLQg QaWXUaO ORgaULWKPV. DeYLaWLRQV 
aUe caOcXOaWed b\ VXbWUacWLQg WKe QaWXUaO ORgaULWKP Rf WKe cKRVeQ 
WaUgeW fRU WKe aQaO\We LQ TXeVWLRQ (ALTM RU GLTM) fURP WKeVe 
ORgaULWKPLc YaOXeV. (TKLV LV eTXLYaOeQW WR dLYLVLRQ Rf XQWUaQVfRUPed 
YaOXeV). TKe YaOXeV aUe UaQNed aQd WULPPed aV abRYe. TKe PeaQ 
aQd LSD aUe caOcXOaWed aQd ZLWKLQ-OabRUaWRU\, beWZeeQ-VSecLPeQ 
RXWOLeUV LdeQWLfLed. TKe BIAS LV WKeQ WKe aQWLORg Rf WKLV PeaQ 
e[SUeVVed aV a SeUceQWage dLffeUeQce fURP 100 aQd WKe VAR LV WKe 
GCV Rf WKe deYLaWLRQV. 
 
 

 
3. WORKED EXAMPLE 
 
TKe fROORZLQg gLYeV a ZRUNed e[aPSOe fURP WKe SUROacWLQ NEQAS 
(VSecLPeQ VWaWLVWLcV) aQd WKe gURZWK KRUPRQe NEQAS (OabRUaWRU\ 
VWaWLVWLcV) aQd VKRXOd be Uead LQ cRQMXQcWLRQ ZLWK HeaO\, 1979. 
 
3.1 SSecimen SWaWiVWicV 
 
3.1.1 Rank daWa, Wake naWXUal logV, WUim higheVW and loZeVW 5% and 

aVVign ZeighWingV. i = Rank of WUimmed daWa,  
 k = nXmbeU of UeVXlWV afWeU WUimming 

Lab RaZ 
UeVXlW 
(mU/L) 

NaWXUal log 
([) 

Rank 
(i) 

WeighWing 
(2i-k-1) 

12 260 5.5607 TULPPed 
175 271 5.6021 TULPPed 

     
1823 275 5.6167 1 24 

14 278 5.6276 2 -22 
272 280 5.6348 3 -20 
408 280 5.6348 4 -18 
39 280 5.6348 5 -16 
38 280 5.6348 6 -14 
17 281 5.6384 7 -12 

1614 282 5.6419 8 -10 
2 286 5.656 9 -8 

80 288 5.663 10 -6 
1 290 5.6699 11 -4 

412 290 5.6699 12 -2 
96 290 5.6699 13 0 
86 290 5.6699 14 2 

124 298 5.6971 15 4 
701 298 5.6971 16 6 
933 300 5.7038 17 8 
48 300 5.7038 18 10 
49 300 5.7038 19 12 

627 303 5.7137 20 14 
83 305 5.7203 21 16 

1001 310 5.7366 22 18 
11 310 5.7366 23 20 

206 310 5.7366 24 22 
216 320 5.7683 25 24 

     
606 325 5.7838 TULPPed 
74 340 5.8289 TULPPed 

 
3.1.2 Choice of nXmbeU of UeVXlWV Wo be WUimmed 
 
TKe QXPbeU Rf UeVXOWV WR be WULPPed LV WKaW ZKLcK ZRXOd UePRYe 10% Rf 
WKe VaPSOe (WKe ORZeVW 5% aQd WKe KLgKeVW 5%), URXQded XS WR WKe Qe[W 
eYeQ QXPbeU. 
 
IQ WKLV caVe, WKe QXPbeU Rf UaZ UeVXOWV, Q = 29, VR WKe QXPbeU WULPPed LV 
10% Rf 29 = 2.9 ZKLcK LV URXQded XS WR 4. TKeUefRUe, WKe ORZeVW 2 UeVXOWV 
aQd WKe KLgKeVW 2 UeVXOWV aUe UePRYed. NXPbeU Rf UeVXOWV OefW afWeU 
WULPPLQg, N = 25. 
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3.1.3 CalcXlaWe Whe ALTM 

MeaQ WULPPed,  WUaQVfRUPed UeVXOWV,

ALTM PU/ L

WKeUe [  =  QaWXUaO ORgaULWKP Rf L WK XQWULPPed UeVXOW.
N =  QXPbeU Rf UeVXOWV UePaLQLQg afWeU WULPPLQg.

L

 [ =  
 ([ )

N
 =  5.679

 

 =  e  =  292.7 
 

 

L=1

N

L

[

¦

c

 

 
3.1.4 CalcXlaWe SUoSoUWion XnWUimmed 
 

TRWaO QXPbeU Rf UeVXOWV,  Q =  29
NXPbeU Rf UeVXOWV afWeU WULPPLQg,  N =  25

PURSRUWLRQ XQWULPPed,

 
 

  S =  N
Q

 =  0.8621

 

 
3.1.5 ObWain XnbiaVing facWoU 
 

TKLV LV RbWaLQed fURP HeaO\,  S 676
 

 b  =  2.359S

 

 
 
 
 
3.1.6 CalcXlaWe lineaU eVWimaWe of Whe VWandaUd deYiaWion, LSD 
 

LSD

IQ WKLV e[aPSOe,

WeLgKWLQg facWRU fRU eacK QaWXUaO ORg YaOXe

SXP Rf SURdXcWV,  OQ(UeVXOW) ZeLgKWLQg facWRU

LSD

 =  
b    (2L -  N -  1)  [

N (N -  0.5)
 
 

  N (N -  0.5) =  25  24.5 =  612.5
 

 (2L -  N -  1) =  
 

   

=   ([   ZeLgKW ) =  14.4752

 

  =  2.359  14.475
612.5

 =  0.05575

S
L=1

N

L

L=1

N

L L

u u

u

u

u

u

¦

¦

 

 
TKLV fLgXUe LV aQ eVWLPaWe Rf WKe VWaQdaUd deYLaWLRQ Rf WKe QaWXUaO 
ORg YaOXeV ZKLcK, LQ SUacWLce, LV cORVe WR WKe fLgXUe fRU WKe 
SURSRUWLRQaO cReffLcLeQW Rf YaULaWLRQ. 
 
NRWe WKaW WKe LSD UefeUV RQO\ WR WKe ORg YaOXeV. TKe aQWLORg Rf WKe 
LSD LV QRW aQ aSSURSULaWe PeaVXUe Rf WKe VcaWWeU Rf WKe UaZ daWa. 
TR eVWLPaWe WKe VcaWWeU Ze caOcXOaWe WKe GCV (KLUNZRRd, TBC 
1979. BiomeWricV;35:908-909) ZKLcK LV a PXOWLSOLcaWLYe facWRU (Vee 
3.1.7). 

3.1.7 CalcXlaWe Whe geomeWUic coefficienW of YaUiaWion 
 

GCV

GCV

 =  ( e  -  1)  100
 

 e  =  1.0573 
 

 =  5.7%

LSD

LSD

u

 

3.1.8 IdenWificaWion of beWZeen-laboUaWoU\, ZiWhin-VamSle oXWlieUV 
 
AQ RXWOLeU LV defLQed aV a YaOXe RXWVLde WKe 99% cRQfLdeQce LQWeUYaO Rf 
WKe PeaQ (Rf WKe ORgged UeVXOWV), ZKLcK LV aSSUR[LPaWeO\ r  WKUee (OLQeaU) 
VWaQdaUd deYLaWLRQV. 
 

FURP

WR

 ([ -  (3  LSD)) =  5.679 -  0.167 =  5.512
 

  ([ +  (3  LSD)) =  5.679 +  0.167 =  5.846

u

u

 

SR, fURP VecWLRQ 3.1.1, Ze Vee WKaW WKeUe aUe QR beWZeeQ-OabRUaWRU\, 
ZLWKLQ-VaPSOe RXWOLeUV. NRWe WKaW WULPPed UeVXOWV aQd RXWOLeUV aUe QRW 
WKe VaPe; WULPPed UeVXOWV RQO\ becRPe RXWOLeUV Lf WKe\ aUe RXWVLde 
WKe �3 LSD UaQge fURP WKe PeaQ. 
3.2 LaboUaWoU\ SWaWiVWicV 
 
TKe SURceVV LV aQaORgRXV WR WKaW deVcULbed abRYe, e[ceSW WKaW WKe 
VWaUWLQg daWa aUe aQ LQdLYLdXaO OabRUaWRU\'V UeVXOWV RQ aOO XVabOe 
VSecLPeQV RbWaLQed dXULQg WKe VL[ dLVWULbXWLRQ ZLQdRZ. 
 
3.2.1 CalcXlaWe diffeUence of ln (lab UeVXlW) fUom ln (WaUgeW YalXe) 
 

SSecimen 
NXmbeU 

TaUgeW, 
mU/L 
(TV) 

Lab ReVXlW, 
mU/L (LR) 

ln(LR) -
ln(TV) (Z) 

H541 3.6 4.6 0.2451 
H542 9.0 13.2 0.3829 
H545 3.1 4.3 0.3272 
H546 1.2 2.2 0.6061 
H550 2.6 4.0 0.4307 
H551 5.4 7.4 0.315 
H552 2.5 3.2 0.2468 
H553 5.2 7.9 0.4182 
H554 4.3 5.1 0.1706 
H555 6.4 7.5 0.1586 
H556 2.6 N.R. - 
H557 6.5 7.6 0.1563 
H558 5.2 7.3 0.3392 
H559 4.4 5.9 0.2933 
H560 5.7 8.4 0.3877 
H561 6.2 6.6 0.0625 
H562 6.0 7.0 0.1541 
H563 5.0 6.2 0.2151 
H564 2.4 2.7 0.1177 
H565 4.2 4.2 0 
H566 5.1 6.0 0.1625 
H567 5.8 8.9 0.4281 
H568 5.7 7.7 0.3007 
H569 5.6 7.7 0.3184 
H570 5.4 7.4 0.315 
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TKe WaUgeW caQ be eLWKeU WKe ALTM (aV LV WKe caVe fRU gURZWK 
KRUPRQe LQ WKLV e[aPSOe) RU WKe aSSURSULaWe GLTM (fRU e[aPSOe, 
fRU KCG). 
 
TKe PLVVLQg VSecLPeQ QXPbeUV UefeU WR VSecLPeQV WKaW ZeUe 
deePed XQXVabOe fURP WKe SRLQW Rf YLeZ Rf LQcOXVLRQ LQ WKe 
cXPXOaWLYe VWaWLVWLcV. N.R. LQdLcaWed WKaW WKe Oab dLd QRW UeWXUQ a 
UeVXOW. HaYLQg RbWaLQed WKeVe dLffeUeQceV (ZKLcK aUe, aV QRWed 
abRYe, acWXaOO\ WKe ORgV Rf ̂ UeVXOW dLYLded b\ WaUgeW`), WKe caOcXOaWLRQ 
SURceedV e[acWO\ aV abRYe. 
 
3.2.2 Rank and WUim deYiaWionV. CalcXlaWe mean (BIAS),  
 LSD (GCV) and idenWif\ oXWlieUV 
 

Z  WeighW 
0 TULPPed 
0.0625 TULPPed  
  
0.1177 -19 
0.1541 -17 
0.1563 -15 
0.1586 -13 
0.1625 -11 
0.1706 -9 
0.2151 -7 
0.2451 -5 
0.2468 -3 
0.2933 -1 
0.3007 1 
0.315 3 
0.315 5 
0.3184 7 
0.3272 9 
0.3392 11 
0.3829 13 
0.3877 15 
0.4182 17 
0.4281 19 
  
0.4307  TULPPed 
0.6061  TULPPed 
  
Q = 24, N = 20  
PURSRUWLRQ XQWULPPed, S = 0.8333 
UQbLaVLQg facWRU, bS = 2.477 

 
MeaQ Rf ORgV Rf WULPPed YaOXeV,  ]

.

 

 
]

N
L

N

   
¦

1 0 2726

 

 
 BIAS =  (e  -  1) 100 =  31.3%] u  

0.136 = 
 

) - (N N

]  1) - N - (2L  E
 = LSD 

 
390 = 19.5  20 = 0.5) - (N N

L

N

=1L
S

�.0

uu

u

¦  

TKe GCV Rf WKe BIAS (WKe VAR)

LLPLWV fRU RXWOLeUV aUe (]   3LSD)  =  (-0.351 WR + 0.681)

SR WKeUe aUe QR ZLWKLQ- OabRUaWRU\,  beWZeeQ- VSecLPeQ RXWOLeUV.

 =  (e  -1)  100 =  14.6%
 

 
 
 

LSD u

r  

 
TKeUefRUe WKe OabRUaWRU\  cXPXOaWLYe SeUfRUPaQce LQ WKe VL[ dLVWULbXWLRQ 
ZLQdRZ LV deVcULbed aV 

BIAS 31.3% 

VAR 14.6% 

NR RXWOLeU UeVXOWV 
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CalcXlaWion of UiVk VcoUeV  
(MaWeUQaO VeUXP VcUeeQLQg) 
 

PUoWocol: SeW Rf aQaO\VeV WKaW a OabRUaWRU\ XVeV WR deULYe ULVN, 
e.g. ³AFP aQd WRWaO KCG´, ³AFP, fUee E-KCG aQd UE3´, eWc. 
 
SSecimen VWaWiVWicV (AW OeaVW fLYe ULVN eVWLPaWeV aUe UeTXLUed 
WR caOcXOaWe WKeVe) 
 
TaUgeW UiVk: TKe PedLaQ Rf aOO ULVNV UeWXUQed RQ a gLYeQ 
VSecLPeQ b\ XVeUV Rf \RXU SURWRcRO.  
 
Non-SaUameWUic eVWimaWe of VWandaUd deYiaWion (NPSD): 
TKLV LV WKe PedLaQ Rf WKe abVROXWe dLffeUeQceV beWZeeQ eacK ULVN 
fRU a gLYeQ SURWRcRO aQd WKe WaUgeW ULVN. IW LV aSSUR[LPaWeO\ 80% 
Rf WKe SD caOcXOaWed LQ WKe XVXaO faVKLRQ. 
 
Non-SaUameWUic eVWimaWe of Whe coefficienW of YaUiaWion 
(NPCV): TKe NPSD e[SUeVVed aV a SeUceQWage Rf WKe WaUgeW 
ULVN. 
 
 
RiVk VcoUe (RS): DeVLgQed WR be aQaORgRXV WR bLaV. IdeaOO\, 
\RXU RS VKRXOd be ]eUR. AOO ULVNV RQ a gLYeQ VSecLPeQ fRU XVeUV 
Rf \RXU SURWRcRO aUe aUUaQged LQ RUdeU aQd dLYLded LQWR fLYe bLQV, 
eacK cRYeULQg 20 SeUceQWLOeV. YRXU RS LV aVVLgQed accRUdLQg WR 
ZKLcK baQd \RXU ULVN faOOV LQWR: 
 

CenWile band RiVk VcoUe (RS) 
< 20 -2 

20 - 40 -1 
> 40 - 60 0 
> 60 - 80 +1 

> 80 +2 
 
RXnning UiVk VcoUe (RRS): DeVLgQed WR be aQaORgRXV WR BIAS. 
IW LV WKe PedLaQ Rf \RXU ULVN VcRUeV UecRUded dXULQg WKe WLPe 
ZLQdRZ (PRVW UeceQW VL[ dLVWULbXWLRQV). TeQ ULVN VcRUeV aUe 
Qeeded WR caOcXOaWe RRS. YRXU RRS VKRXOd be cORVe WR ]eUR. 
 
Non-SaUameWUic eVWimaWe of Whe SD of \oXU RRS (SDRRS): 
DeVLgQed WR be aQaORgRXV WR VAR. IW LV WKe QRQ-SaUaPeWULc SD 
Rf \RXU RRS. CaOcXOaWed aV WKe PedLaQ Rf WKe abVROXWe 
dLffeUeQceV beWZeeQ \RXU RS aQd RRS. YRXU SDRRS VKRXOd be 
cORVe WR ]eUR. 

CalcXlaWion of TXaliWaWiYe VcoUeV 
(PUegQaQc\ WeVWLQg) 
 

ScoUe (fRU a VSecLPeQ) 
 
YRXU UeSRUWed UeVXOW fRU eacK VSecLPeQ LV VcRUed agaLQVW WKe PeWKRd 
gURXS cRQVeQVXV aQd gLYeQ a VcRUe Rf 0, 2 RU 10 b\ UefeUeQce WR WKe 
fROORZLQg ³ORRN-XS´ WabOe: 

  ConVenVXV UeVXlW 
  N E P 

YoXU 
UeVXlW 

N 0 2 10 
E 2 0 2 
P 10 2 0 

 
WKeUe ³N´ = NegaWLYe, ³E´ = ETXLYRcaO aQd ³P´ = PRVLWLYe. FRU 
e[aPSOe, Lf WKe cRQVeQVXV UeVXOW LV ³N´ bXW \RXU UeVXOW LV ³P´, WKeQ \RXU 
VcRUe LV 10. 
 
CXmXlaWiYe inWeUSUeWaWiYe VcoUe LV caOcXOaWed b\ WKe addLWLRQ Rf \RXU 
VcRUeV fRU eacK Rf WKe VSecLPeQV LQ WKe cXUUeQW VL[ dLVWULbXWLRQV. AW 
OeaVW VL[ XVabOe UeVXOWV aUe UeTXLUed. 
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CondiWionV of SaUWiciSaWion in UK NEQAS (UK clinical laboUaWoUieV) 
 
BIAS and VAR SeUfoUmance cUiWeUia 
 
SSecialiVW AdYiVoU\ GUoXS membeUVhiS 
 
SWeeUing CommiWWee and AdYiVoU\ Panel (NQAAP) membeUVhiS 
 
UVefXl addUeVVeV
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ASSendi[ 1 JOINT WORKING GROUP FOR QUALITY ASSURANCE: CONDITIONS OF EQA 
SCHEME PARTICIPATION (UK clinical laboUaWoUieV) 
EffecWiYe fUom OcWobeU 2010 
TKe JRLQW WRUNLQg GURXS fRU QXaOLW\ AVVXUaQce (JWG) LV a PXOWLdLVcLSOLQaU\ gURXS 
accRXQWabOe WR WKe RR\aO CROOege Rf PaWKRORgLVWV fRU WKe RYeUVLgKW Rf SeUfRUPaQce LQ 
e[WeUQaO TXaOLW\ aVVXUaQce VcKePeV (EQA) LQ WKe UK. MePbeUVKLS cRQVLVWV Rf WKe 
CKaLUPeQ Rf WKe NaWLRQaO QXaOLW\ AVVXUaQce AdYLVRU\ PaQeOV (NQAAPV), aQd 
UeSUeVeQWaWLYeV fURP WKe IQVWLWXWe Rf BLRPedLcaO ScLeQceV, WKe IQdeSeQdeQW 
HeaOWKcaUe SecWRU, WKe DeSaUWPeQW Rf HeaOWK aQd WKe UQLWed KLQgdRP AccUedLWaWLRQ 
SeUYLce (UKAS). TKe JWG KaV eVWabOLVKed WKe fROORZLQg cRQdLWLRQV, WKaW aSSO\ WR aQ\ 
OabRUaWRU\ RffeULQg a VeUYLce WR SaWLeQWV LQ WKe UQLWed KLQgdRP dLUecWO\ RU LQdLUecWO\ 
(e.g. b\ geQeUaWLQg daWa fRU WKe CRPPLWWee RQ SafeW\ Rf MedLcLQeV RU fRU PedLcaO 
UeVeaUcK).  
  

1. TKe Head Rf a OabRUaWRU\ LV UeVSRQVLbOe fRU UegLVWeULQg WKe OabRUaWRU\ ZLWK aQ 
aSSURSULaWe accUedLWed EQA VcKePe.  

 
2. TKe OabRUaWRU\ VKRXOd be UegLVWeUed ZLWK aYaLOabOe EQA VcKePeV WR cRYeU aOO 

WKe WeVWV WKaW WKe OabRUaWRU\ SeUfRUPV aV a cOLQLcaO VeUYLce.  
 
3. EQA VaPSOeV PXVW be WUeaWed LQ e[acWO\ WKe VaPe Za\ aV cOLQLcaO VaPSOeV. 

If WKLV LV QRW SRVVLbOe becaXVe Rf WKe XVe Rf QRQ-URXWLQe PaWeULaO fRU WKe EQA 
(VXcK aV SKRWRgUaSKV) WKe\ VKRXOd VWLOO be gLYeQ aV QeaU WR URXWLQe WUeaWPeQW 
aV SRVVLbOe. 

 
4. CKaQgeV LQ WKe WeVW PeWKRdRORg\ Rf WKe OabRUaWRU\ VKRXOd be QRWLfLed LQ 

ZULWLQg WR WKe aSSURSULaWe VcKePe RUgaQLVeU aQd VKRXOd be UefOecWed LQ WKe 
EQA VcKePeV ZLWK ZKLcK WKe OabRUaWRU\ LV UegLVWeUed. 

 
5. SaPSOeV, UeSRUWV aQd URXWLQe cRUUeVSRQdeQce Pa\ be addUeVVedWR a QaPed 

deSXW\, bXW cRUUeVSRQdeQce fURP OUgaQLVeUV aQd NQAAPV cRQceUQLQg 
SeUVLVWeQW SRRU SeUfRUPaQce (Ued - Vee beORZ) ZLOO be VeQd dLUecWO\ WR WKe 
Head Rf WKe OabRUaWRU\ RU, LQ WKe caVe Rf WKe LQdeSeQdeQW KeaOWKcaUe VecWRU, 
WKe HRVSLWaO E[ecXWLYe DLUecWRU. 

 
6. TKe EQA cRde QXPbeU aQd QaPe Rf WKe OabRUaWRU\ aQd WKe aVVeVVPeQW Rf 

LQdLYLdXaO OabRUaWRU\ SeUfRUPaQce aUe cRQfLdeQWLaO WR WKe SaUWLcLSaQW aQd ZLOO 
QRW be UeOeaVed b\ ScKePe OUgaQLVeUV ZLWKRXW WKe ZULWWeQ SeUPLVVLRQ Rf WKe 
Head Rf WKe OabRUaWRU\ WR aQ\ WKLUd SaUW\ RWKeU WKaQ WKe CKaLUPaQ aQd 
PePbeUV Rf WKe aSSURSULaWe NQAAP aQd WKe CKaLUPaQ aQd PePbeUV Rf WKe 
JWG. TKe LdeQWLW\ Rf a SaUWLcLSaQW (QaPe Rf OabRUaWRU\ aQd Head Rf 
DeSaUWPeQW) aQd WKe WeVWV aQd EQA VcKePeV fRU ZKLcK WKaW OabRUaWRU\ LV 
UegLVWeUed (bXW QRW deWaLOV Rf SeUfRUPaQce) Pa\ aOVR be UeOeaVed b\ WKe 
ScKePe OUgaQLVeU RQ UeTXeVW WR WKe HeaOWK AXWKRULW\, HRVSLWaO TUXVW/PULYaWe 
CRPSaQ\ LQ ZKLcK WKe OabRUaWRU\ LV VLWXaWed afWeU a ZULWWeQ UeTXeVW KaV beeQ 
UeceLYed. 

 
7. A NQAAP Pa\, ZLWK WKe ZULWWeQ SeUPLVVLRQ Rf WKe Head Rf a OabRUaWRU\, 

cRUUeVSRQd ZLWK WKe AXWKRULW\ UeVSRQVLbOe fRU WKe OabRUaWRU\, abRXW 
defLcLeQcLeV LQ VWaff RU eTXLSPeQW ZKLcK, LQ WKe RSLQLRQ Rf WKe NQAAP 
PePbeUV, SUeYeQW WKe OabRUaWRU\ fURP PaLQWaLQLQg a VaWLVfacWRU\ VWaQdaUd. 
 

8. LabRUaWRULeV¶ EQA SeUfRUPaQce ZLOO be gUaded XVLQg a WUaffLc OLgKW V\VWeP; 
gUeeQ ZLOO LQdLcaWe QR cRQceUQV, aPbeU SRRU SeUfRUPaQce, Ued SeUVLVWeQW SRRU 
SeUfRUPaQce, ZLWK bOacN beLQg UeVeUYed fRU WKe WLQ\ QXPbeU Rf caVeV WKaW 
caQQRW be PaQaged b\ WKe OUgaQLVeU RU NQAAP aQd WKaW KaYe WR be UefeUUed 
WR WKe JWG. TKe cULWeULa fRU SRRU SeUfRUPaQce (aPbeU) aQd SeUVLVWeQW SRRU 
SeUfRUPaQce (Ued) aUe SURSRVed b\ WKe EQA VcKePe SWeeULQg CRPPLWWee LQ 
cRQVXOWaWLRQ ZLWK WKe EQA PURYLdeU/ScKePe OUgaQLVeU aQd aSSURYed b\ WKe 
UeOeYaQW NQAAP. 
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9. WKeQ a OabRUaWRU\ VKRZV SRRU (aPbeU) SeUfRUPaQce WKe OUgaQLVeU ZLOO 

geQeUaOO\ PaNe cRQWacW ZLWK WKe SaUWLcLSaQW LQ accRUdaQce ZLWK WKe ScKePe 
SWaQdaUd OSeUaWLQg PURcedXUe fRU SRRU SeUfRUPaQce. WLWKLQ WZR ZeeNV Rf a 
OabRUaWRU\ beLQg LdeQWLfLed aV a SeUVLVWeQW SRRU SeUfRUPeU (Ued) WKe OUgaQLVeU 
ZLOO QRWLf\ WKe CKaLUPaQ Rf WKe aSSURSULaWe NQAAP WRgeWKeU ZLWK a UpVXPp Rf 
UePedLaO acWLRQ WaNeQ RU SURSRVed. TKe LdeQWLW\ Rf a SeUVLVWeQWO\ SRRUO\ 
SeUfRUPLQg OabRUaWRU\ (Ued) ZLOO be Pade aYaLOabOe WR PePbeUV Rf WKe NQAAP 
aQd JWG. TKe NQAAP CKaLUPaQ VKRXOd agUee LQ ZULWLQg aQ\ UePedLaO acWLRQ 
WR be WaNeQ aQd WKe WLPeVcaOe aQd UeVSRQVLbLOLW\ fRU caUU\LQg WKLV RXW; Lf 
aSSURSULaWe WKLV OeWWeU ZLOO be cRSLed WR accUedLWaWLRQ/UeUegXOaWe bRdLeV VXcK 
aV UKAS aQd HFEA ZKR Pa\ aUUaQge aQ XUgeQW YLVLW WR WKe OabRUaWRU\. 
AdYLce LV RffeUed WR WKe Head Rf WKe OabRUaWRU\ LQ ZULWLQg RU, Lf aSSURSULaWe, a 
YLVLW WR WKe LabRUaWRU\ fURP a NQAAP PePbeU RU aSSURSULaWe agUeed e[SeUW 
Pa\ be aUUaQged. 

 
10. If SeUVLVWeQW SRRU SeUfRUPaQce UePaLQV XQUeVROYed, WKe NQAAP CKaLUPaQ 

ZLOO VXbPLW a UeSRUW WR WKe CKaLUPaQ Rf WKe JWG gLYLQg deWaLOV Rf WKe SURbOeP, 
LWV caXVeV aQd WKe UeaVRQV fRU faLOXUe WR acKLeYe LPSURYePeQW. TKe CKaLUPaQ 
Rf WKe JWG ZLOO cRQVLdeU WKe UeSRUW aQd, Lf aSSURSULaWe, VeeN VSecLaOLVW adYLce 
fURP a SaQeO Rf e[SeUWV fURP WKe aSSURSULaWe SURfeVVLRQaO bRdLeV WR adYLVe 
KLP/KeU RQ WKLV PaWWeU. TKe CKaLUPaQ Rf WKe JWG ZLOO be ePSRZeUed WR 
aUUaQge a VLWe PeeWLQg Rf WKLV SaQeO Rf e[SeUWV ZLWK WKe Head Rf WKe 
DeSaUWPeQW cRQceUQed. If VXcK VXSSRUWLYe acWLRQ faLOV WR UeVROYe WKe 
SURbOePV aQd, ZLWK WKe agUeePeQW Rf WKe SaQeO Rf e[SeUWV, WKe CKaLUPaQ Rf 
WKe JWG ZLOO LQfRUP WKe CKLef E[ecXWLYe OffLceU, RU QeaUeVW eTXLYaOeQW ZLWKLQ 
WKe RUgaQLVaWLRQ Rf WKe TUXVW RU IQVWLWXWLRQ Rf WKe SURbOeP, WKe VWeSV ZKLcK 
KaYe beeQ WaNeQ WR UecWLf\ LW aQd, Lf LW KaV beeQ LdeQWLfLed, WKe caXVe Rf WKe 
SURbOeP. TKe CKaLUPaQ Rf WKe JWG aOVR KaV dLUecW acceVV aQd UeVSRQVLbLOLW\ 
WR WKe PURfeVVLRQaO SWaQdaUdV UQLW Rf WKe RR\aO CROOege Rf PaWKRORgLVWV. 
SKRXOd WKeVe PeaVXUeV faLO WR UeVROYe WKe LVVXeV, WKe OabRUaWRU\ ZLOO be 
UefeUUed WR WKe CaUe QXaOLW\ CRPPLVVLRQ fRU fXUWKeU acWLRQ. 

 
11. PURbOePV UeOaWLQg WR EQA ScKePeV, LQcOXdLQg cRPSOaLQWV fURP SaUWLcLSaWLQg 

OabRUaWRULeV, ZKLcK caQQRW be UeVROYed b\ WKe aSSURSULaWe OUgaQLVeU, 
SWeeULQg CRPPLWWee RU NQAAP, ZLOO be UefeUUed WR WKe CKaLUPaQ Rf WKe JWG.  

 
 

JRLQW WRUNLQg GURXS fRU QXaOLW\ AVVXUaQce CRQdLWLRQV Rf EQA ScKePe PaUWLcLSaWLRQ, 
AXgXVW 2010 
[AYaLOabOe RQ WKe ZebVLWe Rf WKe RR\aO CROOege Rf PaWKRORgLVWV, ZZZ.UecSaWK.RUg; 
acceVVed JXO\ 20WK 2021.] 
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ASSendi[ 2 BIAS and VAR PeUfoUmance CUiWeUia [ReYieZed MaUch 2021] 
(SXbMecW WR UeYLVLRQ) 

 
Scheme 

 
Anal\WeV 

BIAS 
(+/- %) 

VAR 
(%) 

PeSWLde KRUPRQeV I FSH 
LH 
AMH 
PUROacWLQ 
KGH 
 

20 
20 
20 
20 
20 

15 
15 
20 
15 
20 

PeSWLde KRUPRQeV II PTH 
ACTH 
KCT 
 

25 
25 
20 

25 
25 
25 

TXPRXU PaUNeUV AFP 
CEA 
KCG 
 

10 
20 
20 
 

10 
20 
20 

PUegQaQc\ WeVWLQg (QXaOLWaWLYe) IQWeUSUeWaWLRQ VcRUe �10 
    
MaWeUQaO VeUXP 
VcUeeQLQg LQ WKe VecRQd 
WULPeVWeU 
(cRQceQWUaWLRQV aQd 
MRMV) 

AFP 
TRWaO KCG 
KCGE VXbXQLW 
UE3 
IQKLbLQ-A 
 

10 
10 
10 
20 
Q.a. 

10 
10 
10 
15 
Q.a. 

MaWeUQaO VeUXP 
VcUeeQLQg LQ WKe fLUVW 
WULPeVWeU 
(cRQceQWUaWLRQV aQd 
MRMV) 
 

KCGE VXbXQLW 
PAPP-A 
 

20 
10 

15 
15 

NRWe: PeUfRUPaQce cULWeULa QRW \eW eVWabOLVKed fRU aQaO\WeV LQ WKe SLORW VcKePeV fRU 
PaUNeUV Rf SUe-ecOaPSVLa RU OLYeU fLbURVLV. 
ReWXUn RaWe 
RegXOaU UeWXUQ Rf UeVXOWV LV LPSRUWaQW, aQd faLOXUe WR UeWXUQ UeVXOWV fRU WKUee cRQVecXWLYe 
dLVWULbXWLRQV cRQVWLWXWeV SRRU SeUfRUPaQce. 
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ASSendi[ 3  
UK NEQAS SSecialiVW AdYiVoU\ GUoXS foU ImmXnoaVVa\ 

DU L PeUU\ CKaLUPaQ 
DU G WaUN SecUeWaU\* aQd OUgaQLVeU, UK NEQAS [GXLOdfRUd] 
DU P TZRPe\ PaQeO ObVeUYeU 
DU L BaLOe\ E[SeUW PePbeU 
DU J BaUWK E[SeUW PePbeU 
DU P CROOLQVRQ E[SeUW PePbeU 
DU C EYaQV E[SeUW PePbeU 
DU M MRRUe NIBSC OLaLVRQ 
PURfeVVRU W FUaVeU E[SeUW PePbeU 
MV J FUeQcK OUgaQLVeU, UK NEQAS [BLUPLQgKaP] 
DU K GRUdRQ E[SeUW PePbeU 
DU D HaOVaOO E[SeUW PePbeU 
PURfeVVRU B KeeYLO E[SeUW PePbeU 
MU F MacKeQ]Le DLUecWRU, UK NEQAS [BLUPLQgKaP] 
DU L OZeQ E[SeUW PePbeU 
MV D PaWeO DLUecWRU, UK NEQAS [SKeffLeOd] 
MU A ReLd DLUecWRU, UK NEQAS [GOaVgRZ] 
PURfeVVRU M SWUacKaQ E[SeUW PePbeU 
DU C SWXUgeRQ DLUecWRU, UK NEQAS [EdLQbXUgK] 
MU NLcN UQVZRUWK DeSXW\ DLUecWRU, UK NEQAS [EdLQbXUgK] 
  

UK NEQAS SSecialiVW AdYiVoU\ GUoXS foU MaWeUnal SeUXm ScUeening 
PURfeVVRU K SSeQceU CKaLUPaQ 
MUV K DRQaOVRQ E[SeUW PePbeU 
DU C EYaQV E[SeUW PePbeU 
MU W HXWWO\ E[SeUW PePbeU 
DU C SWXUgeRQ DLUecWRU, UK NEQAS [EdLQbXUgK] 
MU S TXUQeU E[SeUW PePbeU 
MU NLcN UQVZRUWK DeSXW\ DLUecWRU, UK NEQAS [EdLQbXUgK] 
PURfeVVRU D WULgKW DLUecWRU, DRZQ¶V QXaOLW\ AVVXUaQce AdYLVRU\ 

SeUYLce (DQASS) 
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ASSendi[ 4 
 

 
NaWional QXaliW\ AVVXUance AdYiVoU\ Panel (NQAAP) foU Chemical PaWholog\ 
 

DU PKLOOLS MRQagKaQ CKaLU 
DU BeUeQLce LRSe] IQWeULP CKaLU, QXaOLW\ AVVXUaQce LQ PaWKRORg\ CRPPLWWee 

(fRUPeUO\ JRLQW WRUNLQg GURXS fRU QXaOLW\ AVVXUaQce) 
DU DaYLd JaPeV CKePLcaO PaWKRORg\ 
DU IaQ BaLOe\ AVVRcLaWLRQ Rf COLQLcaO PaWKRORgLVWV UeSUeVeQWaWLYe 
DU JaPLe WeVW IBMS ReSUeVeQWaWLYe 
DU RacKeO SWLOO AVVRcLaWLRQ Rf COLQLcaO BLRcKePLVWV 
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ASSendi[ 5 UVefXl addUeVVeV 
 

UK NEQAS fRU COLQLcaO CKePLVWU\ MU FLQOa\ MacNeQ]Le 
UK NEQAS fRU TK\URLd HRUPRQeV BLUPLQgKaP QXaOLW\  
UK NEQAS fRU SWeURLd HRUPRQeV, 
UULQaU\ FUee CRUWLVRO aQd SHBG 
 
 
 
 

PO BR[ 3909  
BLUPLQgKaP B15 2UE 
TeO: +44 (0)121 414 7300 
Fa[: +44 (0)121 414 1179 
E-PaLO: biƌmiŶghamƋƵaliƚǇΛƵhb͘ŶhƐ͘Ƶk 
 

UK NEQAS fRU IQVXOLQ, GURZWK 
FacWRUV aQd GaVWULQ 

DU GZeQ WaUN  
COLQLcaO LabRUaWRU\ 
RR\aO SXUUe\ CRXQW\ HRVSLWaO 
EdgeUWRQ RRad, GXLOdfRUd 
SXUUe\ GU2 5XX 
TeO: +44 (0)1483 406715 
Fa[: +44 (0)1483 464168 
E-PaLO: gZeQ.ZaUN@QKV.QeW 
 

UK NEQAS fRU IPPXQRORg\, 
IPPXQRcKePLVWU\ & AOOeUg\ 

MUV DLQa PaWeO 
DeSaUWPeQW Rf IPPXQRORg\ 
PO BR[ 894 
SKeffLeOd, S5 7YT 
TeO: +44 (0)114 271 5716 
E-PaLO: dSaWeO@LPPTaV.RUg.XN 
 

UK NEQAS CeQWUaO OffLce 
 

MUV JXOLe GeOdeU 
PO BR[ 401 
SKeffLeOd, S5 7YZ 
TeO: +44 (0)114 261 1689 
E-PaLO: ceQWUaORffLce@XNQeTaV.RUg  
 

UK AccUedLWaWLRQ SeUYLce UKAS 
2 PLQe TUeeV 
CKeUWVe\ LaQe 
SWaLQeV-XSRQ-TKaPeV 
MLddOeVe[ TW18 3HR 
TeO: +44 (0) 1784 429000 
E-PaLO: LQfR@XNaV.cRP 
KWWS://ZZZ.XNaV.cRP 
 

NaWLRQaO IQVWLWXWe fRU BLRORgLcaO 
SWaQdaUdV aQd CRQWURO 

NIBSC 
BOaQcKe LaQe 
SRXWK MLPPV, PRWWeUV BaU 
HeUWfRUdVKLUe, EN6 3QG 
TeO: +44 (0) 1707 641000 
E-PaLO: eQTXLULeV@QLbVc.RUg 
ZZZ.QLbVc.RUg/ 
 

 
UK NEQAS [EdinbXUgh] ZebViWe: ZZZ.edTaV.oUg 

CRS\ULgKW � UK NEQAS [EdLQbXUgK] 2021 
NR SaUW Rf WKLV dRcXPeQW Pa\ be cRSLed RU dLVWULbXWed b\ aQ\ PeaQV ZLWKRXW WKe e[SOLcLW ZULWWeQ cRQVeQW Rf WKe 
ScKePe DLUecWRU RQ eacK aQd eYeU\ RccaVLRQ. UVe Rf aQ\ SaUW Rf WKLV dRcXPeQW RU Rf aQ\ RWKeU UK NEQAS 

[EdLQbXUgK] SXbOLcaWLRQ RU Rf aQ\ UK NEQAS [EdLQbXUgK] daWa fRU cRPPeUcLaO RU SURPRWLRQaO SXUSRVeV LV VWULcWO\ 
fRUbLddeQ. 

 


