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Dear Tina Ip: 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801 and Part 809); medical device reporting (reporting of medical device-related adverse events) (21 CFR 
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803) for devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm); good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820)
for devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100). 

Sincerely, 

Uwe Scherf, Ph.D. 
Director 
Division of Microbiology Devices 
Office of In Vitro Diagnostics 

and Radiological Health
Center for Devices and Radiological Health 

Enclosure 

Steven R. Gitterman -S
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510(k) Number (if known)

Device Name
xTAG® Gastrointestinal Pathogen Panel (GPP) 

Indications for Use (Describe)
The xTAG® Gastrointestinal Pathogen Panel (GPP) is a multiplexed nucleic acid test intended for the simultaneous 
qualitative detection and identification of multiple viral, bacterial and parasitic nucleic acids in human stool specimens or 
human stool in Cary-Blair media from individuals with signs and symptoms of infectious colitis or gastroenteritis. The 
following pathogen types, subtypes and toxin genes are identified using the xTAG GPP: 

Viruses
·Adenovirus 40/41 
· Norovirus GI/GII 
· Rotavirus A 

Bacteria
· Campylobacter (C. jejuni, C. coli and C. lari only) 
· Clostridium difficile (C. difficile) toxin A/B 
· Escherichia coli (E. coli) O157 
· Enterotoxigenic E. coli (ETEC) LT/ST 
· Salmonella 
· Shiga-like Toxin producing E. coli (STEC) stx 1/stx 2 
· Shigella (S. boydii, S. sonnei, S. flexneri and S. dysenteriae) 
· Vibrio cholerae (V. cholerae) cholera toxin gene (ctx) 

Parasites
· Cryptosporidium (C. parvum and C. hominis only) 
· Entamoeba histolytica (E. histolytica) 
· Giardia (G. lamblia only, also known as G. intestinalis and G. duodenalis) 

The detection and identification of specific gastrointestinal microbial nucleic acid from individuals exhibiting signs and 
symptoms of gastrointestinal infection aids in the diagnosis of gastrointestinal infection when used in conjunction with 
clinical evaluation, laboratory findings and epidemiological information. A gastrointestinal microorganism multiplex 
nucleic acid-based assay also aids in the detection and identification of acute gastroenteritis in the context of outbreaks. 

xTAG GPP positive results are presumptive and must be confirmed by FDA-cleared tests or other acceptable reference 
methods.

The results of this test should not be used as the sole basis for diagnosis, treatment, or other patient management 
decisions. Confirmed positive results do not rule out co-infection with other organisms that are not detected by this test, 
and may not be the sole or definitive cause of patient illness. Negative xTAG GPP results in the setting of clinical illness 
compatible with gastroenteritis may be due to infection by pathogens that are not detected by this test or non-infectious 
causes such as ulcerative colitis, irritable bowel syndrome, or Crohn's disease. 

xTAG GPP is not intended to monitor or guide treatment for C. difficile infections. 

The xTAG GPP test is indicated for use with the Luminex® 100/200™ and MAGPIX® instruments with xPONENT®
software.
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Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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