
ABL1 BMPR1A CIC ERBB2* FGF6 HNF1A genes KRAS MYCN PIK3C2B RAD51 SMAD3 TOP2A ABL2 BRAF CREBBP ERBB3 FGFR1 HRAS LATS1 
MYD88 PIK3C2G RAD51B SMAD4 TP53 ACVR1 BRCA1 CRKL ERBB4 FGFR2 HSD3B1 LATS2 MYOD1 PIK3C3 RAD51C SMARCA4 TP53BP1 ACVR1B 
BRCA2 CSF1 ERCC1 FGFR3 HSP90AA1 LMO1 NBN PIK3CA RAD51D SMARCB1 TP63 ADORA2A BRD4 CSF1R ERCC2 FGFR4 HSP90AB1 LRP1B 
NCOA3 PIK3CB RAD52 SMARCD1 TRAF7 AKT1 BRIP1 CSF2 ERCC3 FH ICOSLG LTK NCOR1 PIK3CD RAD54B SMO TSC1 AKT2 BTG1 CSF3 ERCC4 
FLCN ID3 LYN NF1 PIK3CG RAD54L SNCAIP TSC2 AKT3 BTG2 CSF3R ERCC5 FLT1 IDH1 LZTR1 NF2 PIK3R1 RAF1 SOCS1 TSHR ALK† BTK CTCF 
ERCC6 FLT3 IDH2 MAF NFE2L2 PIK3R2 RANBP2 SOX10 TYRO3 ALOX12B BUB1B CTLA4 ERCC8 FLT4 IFNGR1 MAGI2 NFKBIA PIK3R3 RARA SOX17 
U2AF1 AMER1 C11ORF30 CTNNA1 ERG FOXA1 IGF1 MAML1 NKX2-1 PIM1 RASA1 SOX2 VEGFA APC CALR CTNNB1 ERRFI1 FOXL2 IGF1R MAP2K1 
NKX3-1 PLCG2 RB1 SOX9 VHL AR CARD11 CUL3 ESR1 FOXP1 IGF2 MAP2K2 NOTCH1 PLK2 RBM10 SPEN VTCN1 ARAF CASP8 CUL4A ETV1 FRS2 
IGF2R MAP2K4 NOTCH2 PMAIP1 RECQL4 SPOP WAS ARFRP1 CBFB CXCR2 ETV4 FUBP1 IKBKE MAP3K1 NOTCH3 PMS1 REL SPTA1 WEE1 ARID1A 
CBL CXCR4 ETV5 GABRA6 IKZF1 MAP3K13 NOTCH4 PMS2 RET† SRC WHSC1 ARID1B CCND1 CYLD ETV6 GATA1 IL10 MAPK1 NPM1 PNRC1 RFWD2 
STAG2 WHSC1L1 ARID2 CCND2 CYP17A1 EWSR1 GATA2 IL7R MAX NRAS POLD1 RHOA STAT3 WISP3 ARID5B CCND3 DAXX EXT1 GATA3 INHBA 
MCL1 NSD1 POLE RICTOR STAT4 WRN ASXL1 CCNE1 DCUN1D1 EXT2 GATA4 INPP4A MDC1 NT5C2 POLH RIT1 STK11 WT1 ASXL2 CD22 DDB2 EZH2 
GATA6 INPP4B MDM2 NTRK1 POT1 RNF43 STK40 XIAP ATM CD274 DDR1 FAM175A GID4 INSR MDM4 NTRK2† PPARG ROS1 SUFU XPA ATR 
CD276 DDR2 FAM46C GLI1 IRF2 MED12 NTRK3† PPP2R1A RPA1 SUZ12 XPC ATRX CD70 DICER1 FANCA GNA11 IRF4 MEF2B NUP93 PPP2R2A 
RPS6KA4 SYK XPO1 AURKA CD79A DIS3 FANCB GNA13 IRS1 MEN1 NUTM1 PRDM1 RPS6KB2 TAF1 XRCC1 AURKB CD79B DNMT1 FANCC GNAQ 
IRS2 MERTK PAK1 PREX2 RPTOR TBX3 XRCC2 AXIN1 CDC73 DNMT3A FANCD2 GNAS JAK1 MET PAK3 PRKAR1A RUNX1 TEK XRCC3 AXIN2 CDH1 
DNMT3B FANCE GPC3 JAK2 MITF PAK7 PRKCI RUNX1T1 TERC YAP1 AXL CDK12 DOT1L FANCF GPR124 JAK3 MKNK1 PALB2 PRKDC RYBP TERT 
YES1 B2M CDK4 E2F3 FANCG GREM1 JUN MLH1 PARK2 PRSS1 SBDS TET1 ZBTB2 BAP1 CDK6 EED FANCI GRIN2A KAT6A MLH3 PARP1 PRSS8 
SDHA TET2 ZNF217 BARD1 CDK8 EGFL7 FANCL GRM3 KDM5A MPL PARP2 PTCH1 SDHAF2 TGFBR1 ZNF703 BBC3 CDKN1A EGFR FANCM GSK3B 
KDM5C MRE11A PARP3 PTEN SDHB PIK3CA BCL2 CDKN1B EIF1AX FAS H3F3A KDM6A MSH2 PAX5 PTK2 SDHC TIPARP BCL2L1 CDKN1C EP300 
FAT1 H3F3B KDR MSH3 PAX8 PTPN11 SDHD TLR4 BCL2L11 CDKN2A EPAS1 FBXW7 H3F3C KEAP1 MSH6 PBRM1 PTPRD SETD2 TLR7 BCL2L2 
CDKN2B EPCAM FGF10 HDAC1 KEL MST1R PDCD1 PTPRO SF3B1 TLR8 BCL6 CDKN2C EPHA2 FGF12 HDAC2 KIT MTAP PDCD1LG2 PTPRS SGK1 
TLR9 BCOR CEBPA EPHA3 FGF14 HDAC6 KLF4 MTOR PDGFRA PTPRT SH2D1A TMEM127 BCORL1 CHD2 EPHA5 FGF19 HGF KLHL6 MUTYH 
PDGFRB QKI SHQ1 TMPRSS2 BCR CHD4 EPHA7 FGF23 HIST1H1C KMT2A MYB PDK1 RAC1 SLIT2 TNFAIP3 BIRC2 CHEK1 EPHB1 FGF3 HIST1H2BD 
KMT2C MYC PDPK1 RAD21 SLX4 TNFRSF14 BLM CHEK2 EPHB4 FGF4 HIST1H3B KMT2D MYCL PHOX2B RAD50 SMAD2 TOP1 ABL1 BMPR1A CIC 
ERBB2* FGF6 HNF1A genes KRAS MYCN PIK3C2B RAD51 SMAD3 TOP2A ABL2 BRAF CREBBP ERBB3 FGFR1 HRAS LATS1 MYD88 PIK3C2G 
RAD51B SMAD4 TP53 ACVR1 BRCA1 CRKL ERBB4 FGFR2 HSD3B1 LATS2 MYOD1 PIK3C3 RAD51C SMARCA4 TP53BP1 ACVR1B BRCA2 CSF1 ERCC1 
FGFR3 HSP90AA1 LMO1 NBN PIK3CA RAD51D SMARCB1 TP63 ADORA2A BRD4 CSF1R ERCC2 FGFR4 HSP90AB1 LRP1B NCOA3 PIK3CB RAD52 
SMARCD1 TRAF7 BRAF BRIP1 CSF2 ERCC3 FH ICOSLG LTK NCOR1 PIK3CD RAD54B SMO TSC1 AKT2 BTG1 CSF3 ERCC4 FLCN ID3 LYN NF1 
PIK3CG RAD54L SNCAIP TSC2 AKT3 BTG2 CSF3R ERCC5 FLT1 IDH1 LZTR1 NF2 PIK3R1 RAF1 SOCS1 TSHR ALK† BTK CTCF ERCC6 FLT3 IDH2 MAF 
NFE2L2 PIK3R2 RANBP2 SOX10 TYRO3 ALOX12B BUB1B CTLA4 ERCC8 FLT4 IFNGR1 MAGI2 NFKBIA PIK3R3 RARA SOX17 U2AF1 AMER1 
C11ORF30 CTNNA1 ERG FOXA1 IGF1 MAML1 NKX2-1 PIM1 RASA1 SOX2 VEGFA APC CALR CTNNB1 ERRFI1 FOXL2 IGF1R MAP2K1 NKX3-1 PLCG2 
RB1 SOX9 VHL AR CARD11 CUL3 ESR1 FOXP1 IGF2 MAP2K2 NOTCH1 PLK2 RBM10 SPEN VTCN1 ARAF CASP8 CUL4A ETV1 FRS2 IGF2R MAP2K4 
NOTCH2 PMAIP1 RECQL4 SPOP WAS ARFRP1 CBFB CXCR2 ETV4 FUBP1 IKBKE MAP3K1 NOTCH3 PMS1 REL SPTA1 WEE1 ARID1A CBL CXCR4 
ETV5 GABRA6 IKZF1 MAP3K13 NOTCH4 PMS2 RET† SRC WHSC1 ARID1B CCND1 CYLD ETV6 GATA1 IL10 MAPK1 NPM1 PNRC1 RFWD2 STAG2 
WHSC1L1 ARID2 CCND2 CYP17A1 EWSR1 GATA2 IL7R MAX NRAS POLD1 RHOA STAT3 WISP3 ARID5B CCND3 DAXX EXT1 GATA3 INHBA MCL1 
NSD1 POLE RICTOR STAT4 WRN ASXL1 CCNE1 DCUN1D1 EXT2 GATA4 INPP4A MDC1 NT5C2 POLH RIT1 STK11 WT1 ASXL2 CD22 DDB2 EZH2 
GATA6 INPP4B MDM2 NTRK1 POT1 RNF43 STK40 XIAP ATM ERBB2 DDR1 FAM175A GID4 INSR MDM4 NTRK2† PPARG ROS1 SUFU XPA ATR 
CD276 DDR2 FAM46C GLI1 IRF2 MED12 NTRK3† PPP2R1A RPA1 SUZ12 XPC ATRX CD70 DICER1 FANCA GNA11 IRF4 MEF2B NUP93 PPP2R2A 
RPS6KA4 SYK XPO1 AURKA CD79A DIS3 FANCB GNA13 IRS1 MEN1 NUTM1 PRDM1 RPS6KB2 TAF1 XRCC1 AURKB CD79B DNMT1 FANCC GNAQ 
IRS2 MERTK PAK1 PREX2 RPTOR TBX3 XRCC2 AXIN1 CDC73 DNMT3A FANCD2 GNAS JAK1 MET PAK3 PRKAR1A RUNX1 TEK XRCC3 AXIN2 CDH1 
DNMT3B FANCE GPC3 JAK2 EGFR PAK7 PRKCI RUNX1T1 TERC YAP1 AXL CDK12 DOT1L FANCF GPR124 JAK3 MKNK1 PALB2 PRKDC RYBP TERT 
YES1 B2M CDK4 E2F3 FANCG GREM1 JUN MLH1 PARK2 PRSS1 SBDS TET1 ZBTB2 BAP1 CDK6 EED FANCI GRIN2A KAT6A MLH3 PARP1 PRSS8 
SDHA TET2 ZNF217 BARD1 CDK8 EGFL7 DCUN1D1 GRM3 KDM5A MPL PARP2 PTCH1 SDHAF2 TGFBR1 ZNF703 ARID5B CDKN1A ALK EGFR GPC3 
KDM5C MRE11A PARP3 PTEN SDHB TGFBR2 BCL2 CDKN1B EIF1AX FAS H3F3A KDM6A MSH2 PAX5 PTK2 SDHC TIPARP BCL2L1 CDKN1C EP300 
FAT1 H3F3B KDR MSH3 PAX8 PTPN11 SDHD TLR4 BCL2L11 CDKN2A EPAS1 FBXW7 H3F3C KEAP1 MSH6 PBRM1 PTPRD SETD2 TLR7 BCL2L2 
CDKN2B EPCAM FGF10 HDAC1 KEL MST1R PDCD1 PTPRO SF3B1 TLR8 BCL6 CDKN2C EPHA2 FGF12 HDAC2 KIT MTAP PDCD1LG2 PTPRS SGK1 
TLR9 BCOR CEBPA EPHA3 FGF14 HDAC6 KLF4 MTOR PDGFRA PTPRT SH2D1A TMEM127 BCORL1 CHD2 EPHA5 FGF19 HGF KLHL6 MUTYH 
PDGFRB QKI SHQ1 TMPRSS2 BCR CHD4 EPHA7 FGF23 HIST1H1C KMT2A MYB PDK1 RAC1 SLIT2 TNFAIP3 BIRC2 CHEK1 EPHB1 FGF3 HIST1H2BD 
KMT2C MYC PDPK1 RAD21 SLX4 TNFRSF14 BLM CHEK2 EPHB4 FGF4 HIST1H3B KMT2D MYCL PHOX2B RAD50 SMAD2 TOP1 ABL1 BMPR1A CIC 
ERBB2* FGF6 HNF1A genes KRAS MYCN PIK3C2B RAD51 SMAD3 TOP2A ABL2 BRAF CREBBP ERBB3 FGFR1 HRAS LATS1 MYD88 PIK3C2G 
RAD51B SMAD4 TP53 ACVR1 BRCA1 CRKL ERBB4 FGFR2 HSD3B1 LATS2 MYOD1 PIK3C3 RAD51C SMARCA4 TP53BP1 ACVR1B BRCA2 CSF1 ERCC1 
FGFR3 HSP90AA1 LMO1 NBN PIK3CA RAD51D SMARCB1 TP63 ADORA2A BRD4 CSF1R ERCC2 FGFR4 HSP90AB1 LRP1B NCOA3 PIK3CB RAD52 
SMARCD1 TRAF7 AKT1 BRIP1 CSF2 ERCC3 FH ICOSLG LTK NCOR1 PIK3CD RAD54B SMO TSC1 AKT2 BTG1 CSF3 ERCC4 FLCN ID3 LYN NF1 
PIK3CG RAD54L SNCAIP TSC2 AKT3 BTG2 CSF3R ERCC5 FLT1 IDH1 LZTR1 NF2 PIK3R1 RAF1 SOCS1 TSHR ALK† BTK CTCF ERCC6 FLT3 IDH2 MAF 
NFE2L2 PIK3R2 RANBP2 SOX10 TYRO3 ALOX12B BUB1B CTLA4 ERCC8 FLT4 IFNGR1 MAGI2 NFKBIA PIK3R3 RARA SOX17 U2AF1 AMER1 
C11ORF30 CTNNA1 ERG FOXA1 IGF1 MAML1 NKX2-1 PIM1 RASA1 SOX2 VEGFA APC CALR CTNNB1 ERRFI1 FOXL2 IGF1R MAP2K1 NKX3-1 PLCG2 
RB1 SOX9 VHL AR CARD11 CUL3 ESR1 FOXP1 IGF2 MAP2K2 NOTCH1 PLK2 RBM10 SPEN VTCN1 ARAF CASP8 CUL4A ETV1 FRS2 IGF2R MAP2K4 
NOTCH2 PMAIP1 RECQL4 SPOP WAS ARFRP1 CBFB CXCR2 ETV4 FUBP1 IKBKE MAP3K1 NOTCH3 PMS1 REL SPTA1 WEE1 ARID1A CBL CXCR4 
ETV5 GABRA6 IKZF1 MAP3K13 NOTCH4 PMS2 RET† SRC WHSC1 ARID1B CCND1 CYLD ETV6 GATA1 IL10 MAPK1 NPM1 PNRC1 RFWD2 STAG2 
WHSC1L1 ARID2 CCND2 CYP17A1 EWSR1 GATA2 IL7R MAX NRAS POLD1 RHOA STAT3 WISP3 ARID5B CCND3 DAXX EXT1 GATA3 INHBA MCL1 
NSD1 POLE RICTOR STAT4 WRN ASXL1 CCNE1 DCUN1D1 EXT2 GATA4 INPP4A MDC1 NT5C2 POLH RIT1 STK11 WT1 ASXL2 CD22 DDB2 EZH2 
GATA6 INPP4B MDM2 NTRK1 POT1 RNF43 STK40 XIAP ATM CD274 DDR1 FAM175A GID4 INSR MDM4 NTRK2† PPARG ROS1 SUFU XPA ATR 
CD276 DDR2 FAM46C GLI1 IRF2 MED12 NTRK3† PPP2R1A RPA1 SUZ12 XPC ATRX CD70 DICER1 FANCA GNA11 IRF4 MEF2B NUP93 PPP2R2A 
RPS6KA4 SYK XPO1 AURKA CD79A DIS3 FANCB GNA13 IRS1 MEN1 NUTM1 PRDM1 RPS6KB2 TAF1 XRCC1 AURKB CD79B DNMT1 FANCC GNAQ 
IRS2 MERTK PAK1 PREX2 RPTOR TBX3 XRCC2 AXIN1 CDC73 DNMT3A FANCD2 GNAS JAK1 MET PAK3 PRKAR1A RUNX1 TEK XRCC3 AXIN2 CDH1 
DNMT3B FANCE GPC3 JAK2 MITF PAK7 PRKCI RUNX1T1 TERC YAP1 AXL CDK12 DOT1L FANCF GPR124 JAK3 MKNK1 PALB2 PRKDC RYBP TERT 
YES1 B2M CDK4 E2F3 FANCG GREM1 JUN MLH1 PARK2 PRSS1 SBDS TET1 ZBTB2 BAP1 CDK6 EED FANCI GRIN2A KAT6A MLH3 PARP1 PRSS8 
SDHA TET2 ZNF217 BARD1 CDK8 EGFL7 FANCL GRM3 KDM5A MPL PARP2 PTCH1 SDHAF2 TGFBR1 ZNF703 BBC3 CDKN1A EGFR FANCM GSK3B 
KDM5C MRE11A PARP3 PTEN SDHB TGFBR2 BCL2 CDKN1B EIF1AX FAS H3F3A KDM6A MSH2 PAX5 PTK2 SDHC TIPARP BCL2L1 CDKN1C EP300 
FAT1 H3F3B KDR MSH3 PAX8 PTPN11 SDHD TLR4 BCL2L11 CDKN2A EPAS1 FBXW7 H3F3C KEAP1 MSH6 PBRM1 PTPRD SETD2 TLR7 BCL2L2 
CDKN2B EPCAM FGF10 HDAC1 KEL MST1R PDCD1 PTPRO SF3B1 TLR8 BCL6 CDKN2C EPHA2 FGF12 HDAC2 KIT MTAP PDCD1LG2 PTPRS SGK1 
TLR9 BCOR CEBPA EPHA3 FGF14 HDAC6 KLF4 MTOR PDGFRA PTPRT SH2D1A TMEM127 BCORL1 CHD2 EPHA5 FGF19 HGF KLHL6 MUTYH 
PDGFRB QKI SHQ1 TMPRSS2 BCR CHD4 EPHA7 FGF23 HIST1H1C KMT2A MYB PDK1 RAC1 SLIT2 TNFAIP3 BIRC2 CHEK1 EPHB1 FGF3 HIST1H2BD 
KMT2C MYC PDPK1 RAD21 SLX4 TNFRSF14 BLM CHEK2 EPHB4 FGF4 HIST1H3B KMT2D MYCL PHOX2B RAD50 SMAD2 TOP1 ABL1 BMPR1A CIC 
ERBB2* FGF6 HNF1A genes KRAS MYCN PIK3C2B RAD51 SMAD3 TOP2A ABL2 BRAF CREBBP ERBB3 FGFR1 HRAS LATS1 MYD88 PIK3C2G 
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The PGDx elio tissue complete test is for In Vitro Diagnostic Use. Refer to product documentation for complete intended use statement.  
Personal Genome Diagnostics Inc. (PGDx) is a subsidiary of Laboratory Corporation of America® Holdings, using the brand Labcorp.

PGDx elio™ tissue complete is an FDA-cleared IVD 
test that only requires a verification to allow for 
rapid deployment into the clinical laboratory. 

Verification should be conducted in a 
certified high-complexity CLIA laboratory 

under the direction of the laboratory director 
in accordance with 42 CFR 493.

The laboratory director is responsible for ensuring that 
verification procedures are adequate to determine the 
accuracy, precision and other pertinent performance 

characteristics of the method (42 CFR 293.1445(e)(3)(ii)). 

CAP IVD verification requirements from the CAP All Common checklist:
•	 ACCURACY, COM.40300 – The laboratory verifies or establishes analytical accuracy for each test using a sufficient number 

of characterized samples

•	 PRECISION, COM.40310 – The laboratory verifies or establishes analytical precision for each test using a sufficient number 
of characterized samples with repeated analysis 

•	 REPORTABLE RANGE, COM.40600 – The reportable range is verified or established for each analytical procedure before 
implementation

For laboratories processing samples from New York state, additional information can be found here:
New York State Department of Health Clinical Laboratory Standards of Practice
Note: Verify the manufacturer’s reference interval is appropriate for the laboratory’s population.

The following reference standards contain a variety of clinically relevant variants that may be used to assess detection of SNVs, indels, amplifications and fusions.
Please see vendor pages for detailed variant information.

The references and examples presented here, are not all inclusive of studies that may need to be performed depending on the patient population, the laboratory 
certification or the laboratory environment. PGDx does not make any recommendations with respect to verification.

Example of Verification
The following tables provide two examples of laboratory verifications that were performed using the PGDx elio tissue complete test: 

Laboratory 1 (Comprehensive) 

Specification Sample Type Number of Samples Description

Accuracy Clinical FFPE 75 20 tumor types characterized with an orthogonal assay

Precision Clinical FFPE 13
Previously characterized material across 2 operators, 2 instruments 

and 3 days

Reportable Range FFPE / Cell lines 75 (same as accuracy)
Verified TMB scores of the accuracy cases throughout the reportable 

range

Laboratory 2 (Standard)

Specification Sample Type Number of Samples Description

Accuracy Clinical FFPE 15 9 clinical samples, 1 standard, 5 cell lines

Precision Clinical FFPE 9
Previously characterized material across 2 operators, 1 instrument, 

2 days

Reportable Range FFPE / Cell lines 15 9 clinical samples, 1 standard, 5 cell lines

Vendor Product Name Catalog ID Variants confirmed

Horizon Diagnostics Structural Multiplex Reference Standard (FFPE) HD789 SNV, indel, amplification, fusion

Seracare Seraseq® Tumor Mutation DNA Mix v2 AF 7 HC
Material Number 0710-

0095
SNV, amplification, fusion
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