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Xpert® Xpress GBS, US-IVD -

LIS Guidance

1 Host Communication in GeneXpert® System

1.1 Consult your LIS System Administrator:
Before making changes to your GeneXpert LIS interface settings, consult your LIS System Administrator

1.2 Enable Host Communication:
If the GeneXpert system is not already configured for LIS host communication, follow the instructions in your
GeneXpert System’s User Guide: “Configuring Host Communications for a LIS.”

1.3 Assay Host Test Code and Result Code Configuration:

Assay Host Test Code and Result Code must be defined in the GeneXpert system.

Note: When defining Host Test Codes and Result Codes, consider if your organization needs to use different Codes
for different versions of Cepheid tests so that the test versions can be distinguished in your LIS.

1.4 Suggested Assay Host Test Codes

ADF Name / Assay Name | ADF Version AT A COELE Result Code | Possible Result Values
Test Code Name
POSITIVE
PRESUMPTIVE NEGATIVE
Xpert Xpress GBS US-IVD 2 1GBS GBS ZN.A. INVALID
ERROR
NO RESULT

Note: As a Single-Result Assay, the Assay Host Test Code will be the same as the Upload and Download Code.

2Note: Result Code is not applicable for Single-Result Assay
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2 Example Messages

These example messages can be used by an LIS interface analyst to understand the structure and content of Xpert Xpress GBS test results.

2.1 Example Result Messages

211

Example ASTM Messages
INVALID

H|@"|GXM-07284374338||GeneXpert PCAGeneXpert*6.5|||||LIS||P|1394-97]20221120145951
P11

O|1|Xpress_GBS_V2_INVALID#2||™*GBS|R|20231018041923||IIIIlORHIIIIIIF

R|1[AMAGBS*Xpert Xpress GBS US-IVDA2/|INVALIDA||[[|F||<None>|20231018041923]202310180501 14| CPHD-J07QJ3LA7245866 3868407108044
R|2|AMAGBSAMASPCAPASSA||

R|3|AMAGBSAMASPCACHA33. ]|

R|4[AMAGBSAMASPCAENGPL[A236.0)|

R|5[AAGBSAMASACAFAILA||

R|6|*MAGBSAMASACACHA39.0)|

R|7|AMAGBSAMASACAENGPLA192.0||

R|8|*AGBSAAGBSA|INVALIDA||

R|9[MAGBSAMAGBSACH0.0)|

R|10|MAGBSMAGBSAENdPH[*2.0]|

L|1|N

ERROR

H|@"|GXM-80870148183||GeneXpert PC*GeneXpert*6.5|||||LIS||P|1394-97|20221120150152

PI1|l]

O|1|Xpress_GBS_V2_ERROR#2||**GBS|R|20231018040803||{|[/I|ORHI|IIIIIIF

R|1|*MAGBS*Xpert Xpress GBS US-IVD*2AERROR"|||||F||<None>|20231018040803]20231018042315|CPHD-J07QJ3L"724585"2100758500*10804*
C|1|l|Error*5006”*Post-run analysis error*Error 5006: [SPC] probe check failed. Probe check value of 258 for reading number 1 was above the maximum of
147720231018042315|N

C|2]|I|Error*5006*Post-run analysis error*Error 5006: [SPC] probe check failed. Probe check value of 250 for reading number 3 was above the maximum of
147220231018042315|N
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C|3|l|Error*5006”*Post-run analysis error*Error 5006: [SAC] probe check failed. Probe check value of 675 for reading number 1 was above the maximum of
2197220231018042315|N

Cl4|1|Error*5006”Post-run analysis error*Error 5006: [SAC] probe check failed. Probe check value of 698 for reading number 3 was above the maximum of
219720231018042315|N

R|2[MAGBSAMASPCANO RESULTA||

R|3[AMAGBSAMASPCACE20.0]||

R|4|*MAGBSAMASPCAENdPt|*0.0]||

R|5[MAGBSAMASACANO RESULTA||

R|6|*MAGBSAMASACACH*0.0]||

R|7|"AGBSAMASACMENdPt|*0.0]||

R|8|MAGBSAMAGBSAINO RESULTA|||

R|9|MAGBSAMAGBSACt|*0.0]||

R|10|*"GBS*MAGBS*EndPt|*0.0|||

L|1|N

GBS POSITIVE

H|@"|GXM-61165330715||GeneXpert PCAGeneXpert*6.5|||||LIS||P|1394-97|20221120150116
P11

O|1|Xpress_GBS_V2_POSITIVE#2||**GBS|R|20231018041706]|||/[I|ORH|IIIIIF
R|1[*MAGBS*Xpert Xpress GBS US-IVD*2A4|POSITIVEA|||[|F||<None>|20231018041706]20231018044931|CPHD-
JO7QJ3LA724585421007569910110804*

R|2|AMAGBSAMASPCAINAA|

R|3[AMAGBSAMASPCACHA0.0]]|

R|4|AMAGBSAMSPCAENGPLA2.0[||

R|5[AMAGBSAMASACHNAA|

R|6|AMAGBSAMASACACHA0.0]||

R|7|AMAGBSAMSACAENdPL[A-1.0]||

R|8|*MAGBSAMAGBSAPOSH||

R|9[AMAGBSAMAGBSACH24.9)||

R|10[MAGBSMAGBSAENdPt|*219.0]||

L|1|N

GBS PRESUMPTIVE NEGATIVE
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H|@"\|GXM-18031380150||GeneXpert PCAGeneXpert*6.5]||||LIS||P]1394-97]20221120150032
P

O[1|Xpress_GBS_V2_NEGATIVE#2||**GBS|R|20231018041829]||||/IIIORHIIIIIIIIIF

R|1|MAGBSAXpert Xpress GBS US-IVD*2*|PRESUMPTIVE NEGATIVEX||||F||<None>[20231018041829]20231018045959|CPHD-
JO7QJ3LA7245867210069259101108044

R|2|MAGBSAMASPCAPASSA||

R|3|*MAGBSAMASPCACHA33.2]|

R|4[AMAGBSAMMSPCAENGPL[A250.0)|

R|5|AMAGBSAMASACHPASSA||

R|6|*MAGBSAMMSACACHA28.1]|

R|7|MAGBSAMASACAENPA392.0]||

R|8|MAGBSMAGBSAINEGH|

R|9[AMAGBSAMAGBSACH0.0)|

R|10[AMAGBSMAGBSAENdPt|A-1.0]]|

L|1|N

NO RESULT

H|@"M|GXM-43411275648||GeneXpert PCAGeneXpert*6.5|||||LIS||P|1394-97|20221120145837
P11

O|1|Xpress_GBS_V2_NO_RESULT#2||**GBS|R|20231018054525|||||IIIORHIIIIIIIF

R|1|*MAGBS*Xpert Xpress GBS US-IVD*2/NO RESULTA|||||F]|<None>|20231018054525|20231018054619|CPHD-J07QJ3L724588"652096"0* 108044
R|2[*MAGBSAMASPCANO RESULTA||

R|3|*AGBSAMASPCACHA0.0]]|

R|4["AGBSAMASPCAENdPA0.0)||

R|5[*AGBSAMASACANO RESULTA||

R|6|AMAGBSAMASACACHA0.0]]|

R|7|AMAGBSAMSACAENGPLA0.0[||

R|8|*AGBSAMAGBSAINO RESULTA|||

R|9[AMAGBSAMAGBSACH0.0]|

R|10|/"AGBSAMAGBSEndPt|*0.0]||

L|1|N
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2.1.2 Example HL7 Messages
INVALID

MSH|*~\&|GeneXpert PC*GeneXpert*6.5/|LIS|[20221120150733||ORUAR32AORU_R30|GXM-38376235265|P|2.5
PID|I{IHI]

ORC|RE|1]]|[]]120231018041923

OBR|1{|[GBS]{|II1IHIIF

TQ1]||1[1]20231018041923|20231018050114|R

OBX|1|ST|&GBS&Xpert Xpress GBS US-IVD&2|&|INVALIDA||||IIF|Ill|*<None>||~10804~0~638684~724586~CPHD-J07QJ3L
OBX|2|ST|&GBS|SPC&|PASS|

OBX|3|ST|&GBS|SPC&Ct[*33.1]|

OBX|4|ST|&GBS|SPC&EndPt|*236.0]|

OBX|5|ST|&GBS|SAC&|FAILA|

OBX|6|ST|&GBS|SAC&Ct|*39.0]|

OBX|7|ST|&GBS|SAC&ENdP[*192.0]|

OBX|8|ST|&GBS|GBS&|INVALIDA|

OBX|9|ST|&GBS|GBS&CH[*0.0]|

OBX|10|ST|&GBS|GBS&EndPt|*2.0]|

SPM|1|Xpress_GBS_V2_INVALID#2"||ORHI||||||P

ERROR

MSH|*~\&|GeneXpert PC*GeneXpert*6.5||LIS||20221120150940||ORU*R32"ORU_R30|GXM-16811188632|P|2.5

PID[{]I[I1111]

ORCIRE|1][]][]]20231018040803

OBR1|[|GBS]{[I[[1IHIF

TQ1[]11]1]120231018040803|20231018042315|R

OBX|1|ST|&GBS&Xpert Xpress GBS US-IVD&2|&ERRORA||[||[F|]|[|*<None>||~10804~0~210075850~724585~CPHD-JO7QJ3L
NTE|1|L|Error*5006*Post-run analysis error*Error 5006: [SPC] probe check failed. Probe check value of 258 for reading number 1 was above the
maximum of 147720231018042315

NTE|2|L|Error*5006*Post-run analysis error*Error 5006: [SPC] probe check failed. Probe check value of 250 for reading number 3 was above the
maximum of 147720231018042315

NTE|3|L|Error*5006”Post-run analysis error*Error 5006: [SAC] probe check failed. Probe check value of 675 for reading number 1 was above the
maximum of 219220231018042315

NTE|4|L|Error*5006”Post-run analysis error*Error 5006: [SAC] probe check failed. Probe check value of 698 for reading number 3 was above the
maximum of 219420231018042315
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OBX|2|ST|&GBS|SPC&NO RESULTA||
OBX|3|ST|&GBS|SPC&CH|*0.0]|
OBX|4|ST|&GBS|SPC&EndPt[*0.0||
OBX|5|ST|&GBS|SAC&|NO RESULTA|
OBX|6|ST|&GBS|SAC&CH|*0.0]|
OBX|7|ST|&GBS|SAC&ENdP*0.0)|
OBX|8|ST|&GBS|GBS&NO RESULTA||
OBX|9|ST|&GBS|GBS&CH*0.0||
OBX|10|ST|&GBS|GBS&ENdPt[*0.0]|
SPM|1|Xpress_GBS_V2_ERROR#2*|ORH]||lIIIP

GBS POSITIVE

MSH|*~\&|GeneXpert PC*GeneXpert*6.5(|LIS|[20221120150902||ORUAR32*ORU_R30|GXM-87801175073|P|2.5
PIDI1|{]111]1]

ORC|RE|1]]|||]|20231018041706

OBR|1{|[GBS]{[|[I[1TF

TQ1|||][||20231018041706[20231018044931|R

OBX|1|ST|&GBS&Xpert Xpress GBS US-IVD&2|&|POSITIVEA]|||||F|||||*<None>||~10804~0~210075699~724585~CPHD-J07QJ3L
OBX|2|ST|&GBS|SPC&|NA|

OBX|3|ST|&GBS|SPC&Ct[0.0]|

OBX|4|ST|&GBS|SPC&EndPt[*2.0|

OBX|5|ST|&GBS|SAC&|NA|

OBX|6|ST|&GBS|SAC&CH[0.0]|

OBX|7|ST|&GBS|SAC&ENdPt|*-1.0]]

OBX|8|ST|&GBS|GBS&|POS|

OBX|9|ST|&GBS|GBS&Ct[*24.9)|

OBX|10|ST|&GBS|GBS&EndPt|*219.0]|

SPM|1|Xpress_GBS_V2_POSITIVE#2/||ORHI||||||P

GBS PRESUMPTIVE NEGATIVE

MSH|*~\&|GeneXpert PCAGeneXpert*6.5||LIS||20221120150830||ORUAR32°ORU_R30|GXM-25323218444|P|2.5

PID|I{II]
ORCIRE|1]||||||20231018041829
OBR|1{|[GBS]{|I[I1I11HIIF

TQ1][]1[/120231018041829|20231018045959|R
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OBX|1|ST|&GBS&Xpert Xpress GBS US-IVD&2|& PRESUMPTIVE NEGATIVEA|||[[|F|||/[*<None>||~10804~0~210069259~724586~CPHD-J07QJ3L
OBX|2|ST|&GBS|SPC&|PASS|
OBX|3|ST|&GBS|SPC&Ct[*33.2]|
OBX|4|ST|&GBS|SPC&EndPt|*250.0]|
OBX|5|ST|&GBS|SAC&|PASSH|
OBX|6|ST|&GBS|SAC&Ct[*28.1]|
OBX|7|ST|&GBS|SAC&ENdPt[*392.0]|
OBX|8|ST|&GBS|GBS&|NEGA||
OBX|9|ST|&GBS|GBS&CH[*0.0]|
OBX|10|ST|&GBS|GBS&EndPt|*-1.0]]
SPM|1|Xpress_GBS_V2_NEGATIVE#24||ORH||||IIIP

NO RESULT

MSH|*~\&|GeneXpert PCAGeneXpert?6.5||LIS|[20221120150559||ORUAR32*ORU_R30|GXM-52237156788|P|2.5
PIDI1|{]111]1]

ORC|RE|1]]|||]]20231018054525

OBR|1{|[GBS]|[|[I[[ITF

TQ1|||1[||20231018054525[20231018054619|R

OBX|1|ST|&GBS&Xpert Xpress GBS US-IVD&2|&NO RESULTA|||||IF||ll|*<None>||~10804~0~652096~724588~CPHD-J07QJ3L
OBX|2|ST|&GBS|SPC&NO RESULTA|

OBX|3|ST|&GBS|SPC&Ct|0.0]|

OBX|4|ST|&GBS|SPC&EndPt[*0.0]|

OBX|5|ST|&GBS|SAC&|NO RESULTA|

OBX|6|ST|&GBS|SAC&CH[0.0]|

OBX|7|ST|&GBS|SAC&ENdPL[*0.0||

OBX|8|ST|&GBS|GBS&NO RESULTA||

OBX|9|ST|&GBS|GBS&CH|*0.0]|

OBX|10|ST|&GBS|GBS&EndPt|*0.0]|

SPM|1|Xpress_GBS_V2_NO_RESULT#2"||ORHI||||I|P
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