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The immune system is smart.
VitaGraft Kidney is SMARTER. 
VitaGraft Kidney is a blood-based transplant monitoring test that quantifies the concentration of donor-derived 
cell-free DNA (dd-cfDNA) following kidney transplantation using droplet-digital PCR (dd-PCR) technology. 

*For the first test we require a one-time urine sample in addition to 
blood to set the assay for the patient. Thereafter, we require blood 
only for all subsequent tests.

Step 2
Send samples to 
Oncocyte’s CAP/CLIA 
certified laboratory 

Step 4
Risk for active rejection 
reported

Step 1
Post-transplant patient blood 
sample drawn at transplant 
facility or local laboratory*

20
mL

Step 3
dd-cfDNA measured using 
dd-PCR

Recipient
cfDNA

Donor-
derived
cfDNA

86% of unnecessary biopsies triggered by 
elevated plasma creatinine in stable patients 
may be avoided using VitaGraft Kidney.1

Fast & Accurate Results

SMARTER Framework & Product Highlights

Specific
Confidently rule out injury with a 94% NPV*1,2

Measurable
Quantify dd-cfDNA using both fractional 
abundance (%) & absolute quantification (cp/mL)

Actionable
dd-cfDNA has a short half life (20min - 2hrs), allowing 
almost immediate detection of injury & recovery³

Reliable
The only reimbursed test on the market that 
uses dd-PCR to quantify dd-cfDNA*** 

Timely
Receive results typically within 48 hours** to optimize 
patient management decisions

Reimbursed
VitaGraft Kidney is covered by Medicare

Easy to use
Seamlessly integrate into current workflows

*Calculated at 25% prevalence using biopsy-proven samples from combined data from references 1,2.
** Upon sample receipt.
*** dd-PCR is used to calibrate NGS, see references 3-5.



Validated in 459 kidney transplant patients with 
over 3,000 samples for up to five years
post-transplant.1,2,6,7
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Phone: +1-844-621-8880
customer.service@oncocyte.com

We’re here to help
Oncocyte Customer Service can answer any 
questions you have. Please contact us at: 

We do not want cost to be a barrier for testing, patients
can call (844-679-6600), fax (949-271-4972), or visit
our website (oncocyte.com/vitagraft-kidney) to see if 
they qualify for our financial assistance program.
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Clear and Concise Results Delivered
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Sample Type
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Oncocyte Corporation
Customer Service 1-844-662-6298
customer.service@oncocyte.com
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Technical Details and Limitations
VitaGraft Kidney™ determines the fractional (%) and absolute (cp/mL) concentration of donor-derived cell-free DNA (dd-cfDNA) in the blood plasma. Levels elevated above the threshold of 0.5% and/or 50
cp/mL indicate increased cell death in the transplanted organ. Patients with dd-cfDNA concentrations above those thresholds have an increased risk for acute rejection (antibody-mediated, T-cell-mediated or 
mixed rejection). Sensitivity is 73% and specificity is 92% yielding negative and positive predictive values of 91% and 75% (at a 25% prevalence) when biopsy-proven results are used as comparators instead of 
“clinically stable”.1 Limit of quantification (LOQ) varies depending on the number of heterozygous informative assays selected. LOQ is 0.27 if all heterozygous informative assays are selected. LOQ is 0.17 if a 
combination of heterozygous/homozygous informative assays are selected. For cases with high total cfDNA (>/=18,000 cp/mL), LOQ may vary and will be determined with measurement of cfDNA without 
preamplication. VitaGraft Kidney is not indicated for patients who are: pregnant, less than two weeks post-transplant for monitoring, recipients of an allograft from an identical twin, bone marrow transplant 
recipients, recipients of an allogeneic stem cell transplant, recipients of a non-kidney organ transplant, or recipients of multiple organ transplants.
REFERENCES: 1. Oellerich M, Shipkova M, Asendorf T, et al. (2019) Absolute quantification of donor-derived cell-free DNA as a marker of rejection and graft injury in kidney transplantation: Results from a 
prospective observational study Am J Transplant 19(11):3087.

Methodology
dd-cfDNA (%) is conducted by digital PCR using hydrolysis probes (at least for 4 informative Loci, nested) after chaotropic extraction of the cell-free DNA from plasma. dd-cfDNA (cp/mL) is calculated by 
multiplication of the total cfDNA (measured by digital PCR and corrected for extraction loss and fragmentation) with the dd-cfDNA (%) fraction. Test results cannot be provided for samples not meeting necessary 
quality metrics, in this case, the clinician is asked to provide additional samples.
DISCLAIMER: False positive and negative test results can occur. Results of the test should always be interpreted by a clinician in the context of all clinical data. Elevated dd-cfDNA levels may require diagnostic 
confirmation of acute rejection. Low dd-cfDNA levels do not exclude cellular organ damage with 100% certainty. This test was developed and its performance characteristics determined by Oncocyte. It has not 
been cleared or approved by the US Food and Drug Administration.

Clinical Notes

Interstitial Fibrosis Score >1:        YES        NO        NA  Date 

IF Score was provided by ordering facility.

Results
dd-cfDNA (cp/mL): 
dd-cfDNA (%):

Decision limits:
>50 cp/mL Increased risk for active rejection
>0.5% Increased risk for active rejection

Result
dd-cfDNA (cp/mL): 74
dd-cfDNA (%): 0.80

Decision limit:
>50% cp/mL Increased risk for active rejection
>0.5% Increased risk for active rejection
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Result
dd-cfDNA (cp/mL): 26
dd-cfDNA (%): 0.25

Decision limit:
>50% cp/mL Increased risk for active rejection
>0.5% Increased risk for active rejection

Decreased Risk for Active Rejection
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Through dd-PCR, VitaGraft Kidney determines a set of 
single-nucleotide polymorphisms (SNPs) specific to each 
patient.                      
A subset of SNPs are selected from commonly-shared SNPs 
across the global population. This allows for di�erentiation 
between the donor and recipient cfDNA and the creation of 
a personalized assay for the patient.
From this, dd-cfDNA may be quantified using 
VitaGraft Kidney. The SNP selection process occurs once 
per patient and is locked down for all future testing.

Test Performance

Simple blood drawKidney transplant

Graft damage

Stable
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AUC (cp/mL): 0.96
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Validated in two independent studies 
VitaGraft Kidney has been shown to significantly discriminate 
between rejection and non-rejection using biopsy-proven 
samples.1,2

*Decision limits for % and cp/mL.
**Calculated using biopsy-proven samples from combined data from references 1,2.
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0.5% & 50cp/mL*

One Above

cp/mL Above
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Sensitivity** Specificity** PPV (25%) NPV (25%)
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