
 
Human Papillomavirus (HPV) Genotype Performance Panel 

PSH301-4.0 
 
INTENDED USE 
The human papillomavirus (HPV) Genotype 
Performance Panel, PSH301, is a panel of cultured 
human cells containing full-length HPV episomal DNA 
representing high and low risk HPV types.  This panel 
is provided to enable researchers, diagnostic 
manufacturers and clinical laboratorians to evaluate 
their HPV test systems using well characterized 
samples of high and low risk HPV types.  The panel 
may be used for assay verification and validation, 
method comparison, reproducibility, lot-to-lot 
variability, and training on assays that detect and 
differentiate HPV types in human cervical specimens. 
  
This panel is provided for research use only. Not for 
use in diagnostic procedures. 
 
PRODUCT DESCRIPTION 
HPV Genotype Performance Panel, PSH301, 
consists of 5 members, 4 positive and 1 negative for 
HPV DNA, manufactured from cultured human cells 
containing full-length HPV episomal DNA. The four 
positive members consist of transfected cells 
containing HPV16, HPV18, HPV31, or HPV11 DNA 
mixed with non-infected cells and preserved in a 
buffered methanol solution.1 The negative member 
consists of non-infected cells preserved in a buffered 
methanol solution.1  
 
REAGENTS 
Cat. No. PSH301-4.0       1 vial per member 

5 members, 4.0 mL per vial 
 
PRECAUTIONS 
Members of HPV Genotype Performance Panel, 
PSH301, are manufactured from HPV16, HPV18, 
HPV31, or HPV11 transfected human cells and other 
non-infected cells that are grown in tissue culture and 
are preserved in a buffered methanol solution.  These 
materials have not been inactivated and should be 
handled as potentially infectious materials. 
 
Use the Centers for Disease Control (CDC) 
recommended universal precautions for handling this 
product.2  Do not pipette by mouth. Do not smoke, eat 
or drink in areas where specimens are being  

 
 
handled.  Clean any spillage by immediately 
wiping up with 0.5% sodium hypochlorite 
solution.  Dispose of all specimens, panels, and 
materials used in testing as though they contain 
infectious agents.  
 
INSTRUCTIONS FOR USE 
Allow panel members to come to room 
temperature before use.  Mix by hand to ensure 
a homogeneous cell suspension.  Panel 
members should be tested using exactly the 
same procedure provided by the manufacturer 
for unknown specimens collected in liquid Pap 
smear procedures.   
 
STORAGE 
Panel members should be stored at 2-8°C until 
use.  Once opened, HPV Genotype Performance 
Panel, PSH301, should not be reused.  Store 
vials upright to prevent leakage.  
 
INTERPRETATION OF RESULTS 
Table 1 summarizes the results of assays for 
HPV DNA and HPV types using commercially 
available test kits.   
 
LIMITATIONS 
HPV Genotype Performance Panel, PSH301, is 
offered for research use only.  Not for use in 
diagnostic procedures.  Data are provided for 
informational purposes.  SeraCare Life Sciences 
does not claim that others can duplicate test 
results exactly. 
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            Table 1. Typical Data for Genotype Performance Panel, PSH301, on Various Test Platforms 

Test Methods Vendor HPV 
Subtype Result 

HPV16 
High Risk 
Positive 

HPV31 
High Risk 
Positive 

HPV18 
High Risk 
Positive 

hc2 Hybrid Capture® 2 
High-Risk HPV DNA Test® Qiagen 

Negative 
Control -- 

HPV11 Low Risk Positive hc2 Hybrid Capture® 2  
HPV DNA Test® (Low-Risk 
HPV Probe) 

Qiagen Negative 
Control -- 

HPV16 16 

HPV11 11 

HPV31 31 

HPV18 18 

Linear Array® HPV 
Genotyping Test 

Roche 
Diagnostics 

Negative 
Control 

HPV DNA Not 
Detected 

HPV16 Positive 

HPV31 Positive 

HPV18 Positive Cervista™ HPV HR Test Hologic, Inc. 

Negative 
Control Negative 

HPV16 HPV16 
Cervista™ HPV 16/18 Test Hologic, Inc. 

HPV18 HPV18 

HPV16 A9 Oligo Positive 

HPV31 A9 Oligo Positive 

HPV18 A7 Oligo Positive HPV HR ASR Hologic, Inc. 

Negative 
Control -- 
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