
OncoAssureTM Prostate Test
Sample Requirement and Shipping Instruction

 CLIA ID#: 05D2110800
 Doc Number: LAB 127

Step 1.
Acceptable specimen

1. FFPE block with the highest Gleason Score, or
2. Unstained FFPE prostate slides met the following criteria:

Step 2.
Documentation requirements

- Confirmed to contain prostate adenocarcinoma by a pathologist is suitable for OncoAssureTM Prostate           
analysis.

- An H&E-stained slide from the selected FFPE tumor block should be available, and the tumor area marked, 
either on the glass slide using a permanent marker or digitally on a high-resolution scan of the H&E slide.

- The total tumor area on the H&E slide should be ≥ 1mm2 for OncoAssure Prostate analysis (samples with 
tumor area less than 1mm2 may be insufficient for analysis).

- FFPE tissue sections should be taken from the FFPE tissue immediately adjacent to the H&E slide.
- It is recommended to send 10 x 5 µm FFPE sections (the minimal requirement is 5 X 5 µm sections) to be 

processed to ensure sufficient RNA yields for analysis. 
- FFPE sections must be mounted on positively charged glass slides for macro-dissection of the tumor tissue. 

• Completed Test Requisition Form (TRF) and signed by ordering physician.
• A copy of the pathology report must be submitted with this request.
• If the FFPE block needs to be returned after testing, please indicate so on the TRF with the clearly stated         

shipping address.

Step 3.
Labelling

• Slides and slide boxes must be labeled accordingly. 

Step 4.
 Transport and shipping

• Print the pre-paid return label and ship the specimen with the completed filled TRF and the pathology report.
• Ambient shipping overnight.
• Do not ship on Fridays or Saturdays.
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