
Limitations 

1. The QIAstat-Dx GIP2 is not intended for testing of samples other than those described 

in the Instructions for Use (IFU). The performance of this test has only been validated 

with human stool preserved in transport medium (Para-Pak C&S or FecalSwab), 

according to the media manufacturers’ instructions. It has not been validated for use 

with other stool transport media, rectal swabs, raw stool, vomitus, or endoscopy stool 

aspirates. The QIAstat-Dx GIP2 should not be used to test Para-Pak C&S collection 

devices that have been overfilled with stool. Only stool resuspended following the 

collection device manufacturer’s instructions should be used. The overfilling of Para-

Pak C&S collection devices can result in a failed test with an error indicating 'Sample 

concentration too high’. 

2. The detection of viral, bacterial, or parasitic sequences is dependent upon proper 

specimen collection, handling, transportation, storage, and preparation (including 

extraction). Failure to observe proper procedures in any one of these steps can lead 

to incorrect results. There is a risk of false negative values resulting from improperly 

collected, transported, or handled specimens. 

3. Positive results do not rule out co-infection with organisms not included in the 

QIAstat-Dx GIP2. The agent detected may not be the definitive cause of the disease. 

4. The QIAstat-Dx GIP2 detects Enteropathogenic E. coli (EPEC) in Para-Pak C&S collected 

samples through targeting of the eae gene, which encodes the adhesin intimin. As 

some Shiga-like toxin-producing E. coli (STEC) also carry eae (in particular, strains 

identified as enterohemorrhagic E. coli; EHEC), the QIAstat-Dx Gastrointestinal Panel 

2 cannot distinguish between STEC containing eae and a co-infection of EPEC and 

STEC. Therefore, the EPEC result is not applicable (N/A) and not reported for 

specimens in which STEC has also been detected. In rare cases, STEC may be reported 

as EPEC when an STEC carrying eae (EHEC) is present in a specimen below the LoD of 

the STEC oligonucleotide design(s). Rare instances of other organisms carrying eae 

have been documented, e.g., Escherichia albertii, and Shigella boydii. 

5. Shigella dysenteriae serotype 1 possess a shiga toxin gene (stx) that is identical to the 

stx1 gene of STEC. Stx genes have been more recently found in other Shigella species 

(e.g., S. sonnei and S. flexneri). The detection of both Shigella/Enteroinvasive E.coli 

(EIEC) and STEC stx1/stx2 analytes in the same specimen may indicate the presence 

of Shigella species such as S. dysenteriae. Rare instances of the detection of Shiga-like 

toxin genes in other genera/species have been reported, e.g., Acinetobacter 

haemolyticus, Enterobacter cloacae and Citrobacter freundii. 

6. E. coli O157 result is only reported as specific serogroup identification in association 

with STEC stx1/stx2 in Para-Pak C&S collected samples. While non-STEC O157 strains 

have been detected in human stool, their role in disease has not been established. 



Serotype O157 EPEC have been identified and will be detected by the QIAstat-Dx 

Gastrointestinal Panel 2 (by the EPEC oligonucleotides design) due to their carriage of 

the eae gene. 

7. This test only detects Campylobacter jejuni, C. coli and C. upsaliensis and does not 

differentiate between these three species of Campylobacter. Additional testing is 

required to differentiate between these species and to detect other Campylobacter 

species that may be present in stool specimens. In particular, the Campylobacter 

upsaliensis oligonucleotides design may cross-react with the Campylobacter species 

C. lari and C. helveticus organisms. 

8. The performance of the QIAstat-Dx GIP2 has not been established in individuals who 

received rotavirus A vaccine. Recent oral administration of a rotavirus A vaccine may 

cause positive results for rotavirus A if the virus is passed in the stool. 

9. The assay sensitivity to detect Cyclospora cayetanensis, adenovirus F40/F41, 

Entamoeba histolytica and the Shiga-like toxin- producing Escherichia coli (STEC) 

might be reduced up to 3.16-fold when using half-input sample volume (100 μL) 

workflow detailed in the package insert. 

10. If four or more distinct organisms are detected in a specimen, retesting is 

recommended to confirm the polymicrobial result. 

11. The performance of this test has not been established for monitoring treatment of 

infection with any of the panel organisms. 

12. For ETEC, the assay is not predicted to detect bacteria carrier of heat-labile 

enterotoxin gene subtype LT-II and/or of heat-stable enterotoxin gene variant Stb e. 

13. The assay is not predicted to detect human astrovirus types MLB1-3 and VA1-5. 

 


