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One Test for a Clean Bill of 
Urological Health

Cysto   One      PAP®
genetic molecular urine test

What is Cysto One PAP ? 

The Cysto One PAP is a molecular test to screen and diagnose 
low and high grade urinary bladder malignancies as well as 
urinary tract infections and sexually transmitted diseases.  

Boost effectiveness of patient 
testing
Urinary Tract Infections (UTIs) account for 83 million doctor 
visits, 1 million emergency department (ED) visits, and 100,000 
hospitalizations annually with an estimated cost of $1 billion 
annually in the US. Annually, there are over 84,000 new 
diagnoses of bladder cancer in the U.S.A and 430,000 globally, 
making it the fourth most prevalent malignancy in men and the 
fifth most prevalent in woman. Prognosis and mortality is 
strongly correlated with cancer staging at the time of diagnosis.

Why Cysto One PAP ? 

The Cysto One PAP screens for presence of Cytokeratin17. 
Keratin17 is an immunobiomarker which is involved in the 
replication cycle of malignant cells. Presence of  keratin 17 is a 
highly specific immunobiomarker for presence of urinary 
bladder malignancy. In addition Cysto One PAP is design to test 
for a host of other infectious urological conditions.

Urological Panel Menu

Performance:
98.5% sensitivity and 99.2% specificity

Sample Requirements: 
Oropharyngeal Rinse 

Run Time 
~24 hours

UTI Molecular Panel

Acinetobacter baumannii 
Actinotignum schaalii Aerococcus 
urinae 
Alloscardovia omnicolens Candida 
albicans 
Candida auris
Citrobacter freundii 
Citrobacter koseri 
Coagulase negative staphylococci  
Corynebacterium riegelii 
Enterobacter aerogenes  
Enterobacter cloacae complex 
Enterococcus faecalis 
Enterococcus faecium 
Erratia marcescens 
Escherichia coli 
Gardnerella vaginalis 
Klebsiella oxytoca 
Klebsiella pneumoniae Morganella 
morgani i 
Pantoea sp 
Proteus mirabilis 
Proteus vulgaris 
Providencia stuartii Pseudomonas 
aeruginosa Staphylococcus aureus 
Staphylococcus saprophyticus 
Streptococcus agalactiae (group B) 
Streptococcus dysgalactiae 

STI Molecular Panel

Candida glabrata 
Candida parapsilosis 
Chlamydia Trachomatis 
Herpes / HSV1 
Herpes / HSV2 - 
Mobiluncus curtisii 
Mycoplasma genitaliumm  
Mycoplasma hominis - 
 Neisseria Gonorrhoeae 
Treponema pallidum (Syphillus) 
Trichomonas Vaginalis 
Ureaplasma urealyticum 
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positive

value for your practice

helping you 
communicate 
lab results
for negative results 
PCG Molecular will send your patients an email on your behalf 
within 3 business days if patient results are negative.

for “watch” or high risk results
Being placed on a watch is no reason for patients to panic. It 
doesn’t mean they have bladder cancer or that they will ever get 
them. All it means is that we need to watch their cases more 
closely. We will send you a report and give you a sample letter 
to send to your patients that communicates the results and what 
next steps to follow.

for positive results
You will receive a detailed report for those patients that test 
positive for precancerous or cancerous cells, or urinary tract 
infections/sexually transmitted infections. These patients may 
require additional tests, along with a personal call. We can advise 
you of next steps and referrals if you need them.

negative

high risk
communication

What is the procedure like? 
The patient experience is a non-invasive voided urine collection 
done at the point of care doctor's offices. To self collect this urine 
specimen, instructions are provided for the patient and or medical 
provider that explains step by step the collection procedure.

 educating patients 
Current practice when testing a patient for bladder cancer 
involves taking a urine sample and examining cells under a 
microscope, but that method can produce indefinite results 
and often misses low grade forms of bladder cancer. K17 
immunocytochemistry  is sensitive (97%) and specific 
(93%) for both low- grade and high-grade urothelial 
carcinoma.

Another focus is measuring recurrence in patients with 
bladder cancer because it has a high recurrence rate. It is 
also able to screen for hematuria, or blood in the urine, 
which is a sign of recurrence. 

A negative K17 immunocytochemistry test is a very good 
indicator that no further testing for bladder cancer is 
needed.

We recommend that men and women presenting with 
hematuria, NMIBC follow up and high risk groups such as 
smokers, chemical exposure, veterans and those with family 
history of cancer be administered the Cysto One PAP test.
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Clinical Indication: Hematuria

Specimen Source: Voided Urine

Immunohistochemistry (IHC)
Selective Cellular Enhancement Technique

Risk Strati cation:
Positive Cytology/High CK17 expression.

Clinical Signi cance:
Patient's urine cytology shows more than 5 
atypical cells stained for Cytokeratin 17. Such 
results are considered to be highly suspicious for 
low and high grade urothelial carcinoma.

Micro-photographs

CK17 control Positive CK17 Atypical Urothelial cells

Atypical Urothelial cells Positive CK17 Atypical Urothelial cells

References:

Sruthi Babu, Daniel C. Mockler, Lucia Roa-Peña Agnieszka Szygalowicz, Nam W. Kim,

Sholeh Jahanfard, Shahram S. Gholami, Richard Moffitt, John P. Fitzgerald, Luisa F.

Escobar-Hoyos, Kenneth R. Shroyer, Modular Pathology (2018). Keratin 17 is a

sensitive and speci�c biomarker of urothelial neoplasia.

Vasdev N, Hampson A, Agarwal S, etal. e role of URO17TM biomarker to enhance
diagnosis of urothelial cancer in new hematuria patients—First European Data. BJUI
Compass. 2020;00:1–7. https://doi.org/10.1111/bco2.50

Sruthi Babu, MD, PhD, Nam W. Kim, PhD, Maoxin Wu, MD, PhD, Ina Chan, Luisa

F. Escobar-Hoyos, PhD, and Kenneth R. Shroyer, MD, PhD, AJCP, (2021) Keratin 17

Is a Novel Cytologic Biomarker for Urothelial Carcinoma Diagnosis

Recommendation: Diagnostic workup with urological consultation is highly recommended.
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Cysto One PAP   URINE CYTOLOGY REPORT



Performance: 98.5%  Sensitivity, 99.2% Specificity Specimen Source:  Urine Collection   Methodology:  Real Time PCR
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SIGNIFICANCE: 

Laboratory test results should always be considered in the context of clinical observation and epidemiological data in making a 
final diagnosis and patient management decisions

RECOMMENDATION

Follow up as clinically indicated. 

Acinetobacter baumannii - not detected
Actinotignum schaalii - not detected
Aerococcus urinae - not detected
Alloscardovia omnicolens - not detected
Candida albicans - not detected
Candida auris - not detected
Citrobacter freundii - not detected
Citrobacter koseri - not detected
Coagulase negative staphylococci - not detected 
Corynebacterium riegelii - not detected
Enterobacter aerogenes - not detected
Enterobacter cloacae complex - not detected
Enterococcus faecalis - not detected
Enterococcus faecium - not detected
Erratia marcescens - not detected
Escherichia coli - not detected
Gardnerella vaginalis - not detected
Klebsiella oxytoca - not detected
Klebsiella pneumoniae - not detected
Morganella morgani i - not detected
Pantoea sp - not detected
Proteus mirabilis - not detected
Proteus vulgaris - not detected
Providencia stuartii - not detected
Pseudomonas aeruginosa - not detected
Staphylococcus aureus - not detected
Staphylococcus saprophyticus - not detected
Streptococcus agalactiae (group B) - not detected
Streptococcus dysgalactiae - not detected

This test was developed and it's performance characteristics determined by PCG Molecular. It  has not bean cleared or approved by the US Food and Drug Administration.The FDA does not require 
this test to pass a premarket FDA review., This test is used for clinical purposes. It should not be regarded as investgational or for research. This laboratory  is certified under the CLIA Laboratory 
improvement Amendments  of 1988: CLIA as qualified to perform high complexity clinical laboratory testing.

STI Molecular Panel 

Candida glabrata - not detected
Candida parapsilosis - not detected 
Chlamydia Trachomatis - not detected 
Herpes / HSV1 - not detected
Herpes / HSV2 - not detected
Mobiluncus curtisii - not detected 
Mycoplasma genitaliumm - not detected 
Mycoplasma hominis - not detected  
Neisseria Gonorrhoeae - not detected 
Treponema pallidum (Syphilis) - not detected 
Trichomonas vaginalis - not detected 
Ureaplasma urealyticum - not detected
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UTI Molecular Panel 

Cysto One PAP  ® 
UTI & STI MOLECULAR PANEL
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