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Subject: ToxProtect Indeterminate Result 

I would like to explain the ToxProtectTM Methodology, explaining some of its underpinnings in the science of 
genetics as well as the practical aspects of how it is used to make decisions regarding genetic matching of urine 
specimens. ToxProtectTM is a service which provides genetic matching results for patient urine specimens based 
upon single nucleotide polymorphisms or SNPs. SNP-based genetic matching is a robust and increasingly useful tool 
in forensic science, diagnostic testing, and genealogical studies. One of the most important features of SNP analysis 
is that it is ideally suited for working with degraded or damaged DNA, because only short DNA fragments (< 350 
base pairs) need to be recovered for PCR amplification. For this reason, SNP-based genetic matching has become 
an important tool in disaster victim identification. The clinically validated methodology of ToxProtectTM 
identifies the specific alleles present for an individual at multiple genetic loci identified as having single nucleotide 
polymorphism. High quality DNA obtained from buccal cells is analyzed to identify an individual’s SNP genotypic 
profile. Some of these loci are present on the Y chromosome, allowing the test to identify an individual as male or 
female. 

Considering the methodology, IND results are caused by sample being of poor quality and hence unable to provide 
a complete genotypic profile for either swab or urine or both.  

Common causes for Indeterminate outcome for ToxProtectTM: 

1. Poor quality Urine sample especially Male patients
2. Exposure to high temperature for prolonged period like in a drop box
3. Storage for a long period of time (Specimen storage at room temperature for days before shipping can
increase the IND rate due to increased growth of bacteria and other inhibitory agents).
4. Improper Swabbing technique can lead to incomplete swab profile. In such cases re-swab request will be
send out.

Few steps can be adopted to mitigate the IND in the clinics 

1. Ship out the specimen as soon as possible following ToxProtectTM methodology (insert YouTube link)
2. Specimen storage at 40C (refrigeration) until shipping.
3. Proper specimen collection techniques to avoid a failed swabbing, in such scenarios a request is send out
to recollect the patient swab.
4. Don’t not drop the specimen box in any drop-boxes. It is better to store them in the office till pick up to
achieve a successful ToxProtectTM outcome.
5. Note that occasional IND for patients as common but repeated IND result for any patient needs to be
monitored as a sign of aberrancy. In such cases witnessed collection is recommended.

I hope this information provides you with some clarity as to the overall reliability of the DNA-Authentication process. 

Sincerely, 

Sangeeta Somanath, PhD 
Lab Manager 
Molecular Diagnostics 
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