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AutoCyte Prep Operating Procedure

for Gyn  Specimens

A. PRINCIPLE
The AutoCyte Prep System is a liquid-based thin layer cell preparation process.  The AutoCyte Prep System produces slides that are intended as replacements for conventional gynecologic Pap smears.  AutoCyte Prep slides are intended for use in the screening and detection of cervical cancer, pre-cancerous lesions, atypical cells and all other cytologic categories as defined by the Bethesda system for Reporting Cervical/Vaginal Cytologic Diagnosis.

B. CLINICAL SIGNIFICANCE
The AutoCyte Prep System converts a liquid suspension of a cervical cell sample into a discretely stained, homogenous thin-layer of cells while maintaining diagnostic cell clusters.  The process includes cell preservation, pipetting, sedimentation and staining to create an AutoCyte Prep slide.  The AutoCyte Prep instrument is a robotic pipetter, which automatically performs the mixing, transfer, sedimentation and discrete staining portions of the process.  The result is a AutoCyte Prep presents a well-preserved population of stained cells present with a 13 mm diameter population of stained cells present with a 13 mm diameter circle.  Air-drying artifact, obscuring, overlapping cellular material and debris are largely eliminated.  The numbers of white blood cells are significantly reduced, allowing for the easier visualization of epithelial cells, diagnostically relevant cells and infectious organisms.

C. SPECIMEN
1. A gynecologic specimen will be collected in the usual manner with use of collection brush.  The collection brush with the cytologic sample is placed into a vial of CytoRich Preservative fluid.

2. The CytoRich vial must be labeled with the patient’s name and be accompanied by a properly completed cytology request form.  The request form must have the patient’s name, cytology accession number, date of birth, ordering and performing physician, any significant history including past dysplasias and cervical cancers and the last menstrual history.

D. REAGENTS
1. CytoRich Density Reagent
2. Papanicolaou-stains
3. BD PrepStain™ Alcohol Blend RinseXylene
4. Deionized water
5. BD PrepStain™ PreCoat Slides
E. INSTRUMENTATION/EQUIPMENT
1. AutoCyte Prep System











2. CytoRich Preservative Fluid Vial

3. Cervex-Brush

4. CytoRich CyRinge

5. Fisher Vortex Genie

6. 12 ml tubes

7. Hettich Centrifuge

8. Snow coat slides

9. Coverslips

10. AutoCyte settling chambers

11. Eppendorf micro-pipette tips

12. TubeVac Assembly

F. CALIBRATION
Not applicable.

G. QUALITY CONTROL
Not applicable.

H. PROCEDURE
1. Label the CytoRich vial, Cytology requisition form and 12 ml tube with a unique accession number.   Label the slide with a xylene resistant label with the matching accession number.
2. Place each sample set into the preparation rack in ascending order.

3. Dispense 4 ml of CytoRich Density Reagent into each of the 12 ml centrifuge tubes

4. Vortex each vial for 1 minute.
5. Reconfirm that the label is the same on the collection vial and tube. 
6. Place preparation rack in TriPath Prep Mate for transfer of specimen from vial to centrifuge tube. 
7. Centrifuge the tubes at 1074  rpm’s for 2 minutes 15 seconds using the Hettich centrifuge’s program #1.
8. Turn on the TubeVac vacuum pump and adjust the pressure to 8 - 10 Hg.
9. Securely place a clean disposable aspirator tip on each post of the TubeVac assembly.
10. Slowly lower the TubeVac into the specimen tubes until the assembly rests on the tube tops.
11. Change aspirator tips after each rack.
12. Centrifuge the remaining fluid at 2148 rpm’s for 10 minutes  15 seconds using the Hettich centrifuge program #2.  This centrifugation concentrates the diagnostic components into a cell pellet.
13. Remove the tube racks from the centrifuge.  In a single rapid motion, decant the supernatant by inverting each rack 180 degrees so as not to disturb the cell pellet.  While inverted, carefully blot the mouth of all tubes in the rack with absorbent paper.  Turn the rack upright and vortex the tubes by holding the rack with one hand and placing the other hand on the top of the rack.  Place the tube racks on the AutoCyte Prep System.
14. Confirm that the positions of each numbered slide on the slide rack corresponds to the position of its matching numbered tube in the tube rack.
15. Turn on the AutoCyte Prep System.  At the C:/ prompt, type GYN to access the Main Menu.
16. Place the labeled reagent intake tubing into the corresponding reagent container.
17. To process and stain the slides, select slide preparation and staining from the Main Menu and follow the instrument prompts.
18. An alarm sounds when each slide rack has completed the staining process.
19. As each slide rack is completed, remove the rack form the Prep System.
20. Invert the slide rack to decant the residual alcohol.
21. Turn the slide rack right side up and remove and discard each settling chamber.
22. Remove one settling chamber at a time and place slide immediately in a rack in xylene before moving to the next.

23. Dip Slide rack  in xylene ten times Coverslip using Tissue Tex automatic coverslipper.
24. Remove the tube racks from the AutoCyte Prep system and place each tube into a tube rack, add preservative to each tube, and place the rack on the storage shelf for a maximum of 30 days.

I. CALCULATIONS
Not applicable.
J. REPORTING RESULTS
1. The AutoCyte Prep slides will be screened by a qualified Cytotechnologist who will examine the entire prep for the following entities:

a. Presence or absence of endocervical component endocervical glandular cells or the presence of squamous metaplastic cells. 

b. Presence of endometrial cells in a post-menopausal woman

c. Presence of normal or abnormal cell patterns

d. Presence of micro-organisms

e. Cell changes suggestive of viral agents

f. Inflammatory reactions

g. Pre-malignant and malignant processes

h. Cellular response to therapeutic agents such as exogenous hormones, radiation treatment, chemotherapy, cryosurgery, laser therapy and conization

i. Assess cytologic findings with established cytologic criteria and clinical history to determine the cytologic diagnosis.

j. Results are reported by modified Bethesda System terminology.

k. The final report will include a statement of adequacy and diagnosis.

l. The following diagnostic criteria will be utilized in the reporting of AutoCyte Cervical Pap tests:

i. Adequacy of the specimen for evaluation.

ii. General categorization.

iii. Descriptive diagnosis.

2. The Cytology lead will also randomly microscopically evaluate the AutoCyte            Prep slides for technical acceptability. This will be documented on the form           labeled  QC- technical review.
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