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1. INTRODUCTION

1.1 Purpose and Objective

This manual is designed for the purpose of providing a simple and easy-to-
follow guideline for collection, transport, and submission of specimens for
cytological analysis.

Compromising the diagnostic integrity of specimens is avoided when the
client and the lab follow proper collection, preservation, and reporting
procedures. In addition, maintaining these guidelines will shorten turnaround
time, preserve necessary patient information, and ensure safe, timely
transport of the sample.

The goal of Providence Sacred Heart Medical Center (SHMC) and PAML in
providing this manual is to maintain a high quality of patient care by obtaining
specimens in their most preserved state, receiving the most complete and
accurate patient information, and reporting back to the clinician with minimal
turnaround time.

1.2 Turnaround Time

Gynecological Specimens: 5 -7 days
Non-Gynecological Specimens: 1-2 days

2. LICENSURE

2.1 Quality Assurance

All testing at SHMC/PAML is conducted in accordance with current laws and
government regulatory guidelines. The current quality control (QC)
procedures are designed to not only meet, but also surpass the Clinical
Laboratory Improvement Act (CLIA) requirements. Review of this program is
under the direction of the laboratory Medical Director and the Technical
Supervisors. In general, two types of activity are monitored:

2.1.1 Quality of Service Provided
e Specimen handling
e Data processing
e Reporting results
e Delivery of supplies (to clients)
e Dissemination of information (to clients)



2.2

2.3

2.4

2.5

2.1.2 Quality of Analytical Results
¢ Internal quality control program (QC review of slides)
e External quality control program (CAP interlaboratory
comparison and ASCP Proficiency Testing)

e Voluntary accreditation by the College of American Pathologists
(CAP)

Proficiency

The CAP and ASCP perform annual proficiency testing on all applicable staff.
In addition, all applicable staff are required to participate in ongoing
educational teleconferences offered through the American College of Clinical
Pathologists (ASCP).

Confidentiality

The Health Information Portability and Accountability Act (HIPAA) requires the
development and implementation of policies and procedures to protect
patient rights. Access to patient information is strictly controlled. A copy of
SHMC/PAML Privacy Practices is found in the Appendix.

Accreditation and Licensing

CAP-LAP# 2484601
Health Care Financing Administration (HCFA)-CLIA #50D0661616

Contact

PAML Client Services — 509-755-8999 or Toll Free at 1-800-349-8586.

3. POLICIES AND PROCEDURES

3.1

Returned Specimens (Uniabeled/Mislabeled/Expired)

e Specimens without proper patient identifiers (unlabeled, mislabeled)
will be returned to the submitting clinician with a letter explaining the
reason for the return.

e Specimens sent with no requisition or submitted on broken slides that
cannot be reconstructed will be rejected.

e Specimens will be returned if the labeling (names and numbers) on the
requisition and on the sample do not correspond.

e Specimens that are placed in expired SurePath® or ThinPrep® vials
will not be processed.



3.2

3.3

Compromised Specimens

Compromised specimens are not returned. However, they are considered not
optimal for evaluation. Factors that compromise the evaluation of the
specimen will be noted in the final report. These factors include, but are not
limited to:

e no specimen source identified
no date of collection specified
lack of clinical history
no indication of menstrual status (LMP).

Note: Patient information and pertinent clinical history must be included on
the requisition to insure accurate and timely results.

Tracking and Handling

PRINCIPLE:

To provide a documented tracking system for specimens submitted to the
laboratory from remote sites, and to ensure that all specimens are actually
received. Documentation should include date and time of dispatch and
receipt, as well as documentation of any issues with the condition of
specimens upon receipt.

PROCEDURE:

Client's r N




