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DETAIL OF ACCREDITATION 

 

 
Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES Genomic analysis for the purpose of 

risk profiling  
Documented in house procedures 
incorporating manufacturer’s 
instructions (where relevant) 

   
  Automated DNA extraction 
   
Blood, Saliva, Buccal swabs  (1) Promega Maxwell instrument  

 
SOPs: GICHL.WI-011and 
GICHL.WI-012 

   
  DNA quantification for QC 

purposes  
   
Genomic DNA extracted using 
method 1 from the sample types 
listed or received as a primary 
sample from an external source 

 
 

(2) Qubit 4.0  
 
(3) Nanodrop 8 
 
SOP: GICHL.WI-003 
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Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES (cont’d) Genomic analysis for the purpose of 

risk profiling (cont’d) 
Documented in house procedures 
incorporating manufacturer’s 
instructions (where relevant) 

   
  Next Generation Sequencing 
   
Genomic DNA extracted using 
methods 1 to 3 from the sample 
types listed or received as a primary 
sample from an external source 

Familial hypercholesterolemia 
Polygenic risk profiling for 
hypercholesterolemia, 
cardiovascular risk, statin response 
and plasma lipoprotein(a) 
 
Detection of the following:  
 
Monogenic: 
LDLR 
APOB 
PCSK9 
APOE 
LDLRAP1 
LIPA 
 
Polygenic: 
ST3GAL4 
APOB 
SLC22A1 
HFE 
PCSK9 
MYLIP 
APOE 
ABCG5-G8 
CELSR2 
LDLR 
NYNRIN 
 
LP(a): 
LPA 
 

Library preparation  
Thermal cyclers 
Agilent 4200 Tapestation  
 
LIPIDinCode NGS kit 
Sequencing  
 
Illumina MiSeqDX 
 
In-house Bioinformatics pipeline for 
LIPIDinCode workflow 
 
SOP:GICHL.WI-004 
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Materials/Products tested 

 
Type of test/Properties 

measured/Range of measurement 

 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES (cont’d) Genomic analysis for the purpose 

of risk profiling (cont’d) 
Documented in house procedures 
incorporating manufacturer’s 
instructions (where relevant) 

   
  qPCR 
   
Genomic DNA extracted using 
methods 1 to 3 from the sample 
types listed or received as a primary 
sample from an external source 

Profiling for diagnosis of genetic 
cardiovascular risk  
 
Detection of the following:  
ALOX5AP 
CDKN2A/B 
SLC5A3/KCNE2 
LPA 
TAF1A 
MRAS 
PHACTR1 
WDR12 
CXCL12 

CARDIO inCode-Score Test 
 
Kit 
LDT qPCR Test  
 
Equipment  
QuantstudioDx realtime analyser  
 
Analysis 
Taqman Genotyper Software  
 
SOPs: GICHL.WI-002, GICHL.WI-
020 

   
Genomic DNA extracted using 
methods 1 to 3 from the sample 
types listed or received as a primary 
sample from an external source 

Profiling for diagnosis of genetic 
thrombophilia 
 
Detection of the following: 
 
ALOX5AP 
CDKN2A/B 
SLC5A3/KCNE2 
LPA 
TAF1A 
MRAS 
PHACTR1 
WDR12 
CXCL12 

Kit 
Thrombo inCode Universal KIT, 
 
Equipment 
Quantstudio Dx realtime analyser  
 
Analysis: 
Taqman Genotyper Software  
 
SOP: GICHL.WI-029 
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