ATTACHMENT #1 TO RFP 4878-09
1.
Specific Requirements for Papanicolau Screening and Tissue Biopsy Services:

1.1
The contractor shall read, interpret, and report Papanicolau (Pap) smears from the cervix and endocervix on a single slide in the format of the Bethesda System as currently revised and attached hereto as Attachment 2.

1.2
The contractor shall interpret and report cervical biopsies as specified in paragraph 4, and all subparagraphs thereof, on page 2 of this Attachment.  If a Pap smear was submitted prior to or concurrently with the biopsy, such Pap smear must be reviewed by the pathologist who interpreted the biopsy slide(s) which resulted in a written statement on the biopsy report describing cytologic/histologic correlation.

1.3
The contractor shall interpret and report cytology and tissue specimens from other anatomic sites.

1.4
The contractor must provide Pap smear reports to the University within three (3) working days following specimen pick-up, unless a longer period of time is specifically agreed upon by and between the University and the contractor.

2.
Quality Assurance Requirements:

2.1
The contractor’s laboratory must be under the direct supervision of a physician who is certified in both anatomic and clinical pathology by the American Board of Pathology.  The credentials of all Pathologists making and signing reports under the terms of the contract must be submitted to and approved by the University.

2.2
The contractor’s cytotechnologist(s) must be certified by a certification agency such as HTL (ASCP), HT (ASCP), or equivalent.

2.3
The contractor’s laboratory must comply with each of the following:

2.3.1
Maintain a stringent internal Quality Control Program, including pathologist review of ten percent (10%) of Pap smear slides screened by the cytotechnologist and thought to be negative.

2.3.2
Participate in proficiency testing of the College of American Pathologists and/or the Centers for Disease Control and Prevention, or equivalent.

2.3.3
Obtain satisfactory results in such proficiency testing and provide to the University a copy of the report each calendar year during which the contract is effective.

2.4
The contractor’s laboratory must use established and clinically acceptable procedures to provide accurate and reproducible results, including not exceeding the mandated maximum number of cases per day, per technologist.

2.5
All cytology screening by the cytotechnologist must be performed either in the contractor’s laboratory or in a University-approved subcontractor’s laboratory and not at another site, such as at home.

2.6
The contractor’s cytotechnologists and pathologists must be on salary and not remunerated in any manner based upon the number of specimens reviewed and reported.

2.7
In accordance with the Bethesda System, Pap smear reports stating “Satisfactory for evaluation but limited by...” or “Unsatisfactory for evaluation...” must include an explanation of the reason for the categorization.

3.
Pap Smear Reporting Requirements: The Pap smear report provided by the contractor must include each of the following:

3.1
A mutually agreed upon patient identification including the University’s ID number and the patient’s name, age, and address.

3.2
The name of the attending clinician.

3.3
The conclusion and descriptive reason for the conclusion.  Such conclusion and descriptive reason must conform to the Bethesda System as revised and attached hereto as Attachment 2.  Reporting by Class shall not be acceptable.  Unless specifically requested on a vaginal specimen, hormonal evaluation on cervical smears shall not be done or reported.

3.4
Additional comments as appropriate.

3.5
The date, name, and signature of the pathologist, plus the initials of the cytotechnologist who screened the specimen.

3.6
A concurrently generated report in non-technical terms, suitable for transmission to the patient, stating the Pap smear results.

4.
Biopsy Specimen Reporting Requirements: The pathology report on biopsy specimens must include each of the following:

4.1
A mutually agreed upon patient identification, including the University’s ID number and the patient’s name, age, and address.

4.2
The name of the attending clinician.

4.3
A diagnosis based upon the findings, appropriately described, consistent with the current understanding of HPV/CIN disease or other cellular abnormalities.

4.4
Correlation with the Pap smear.

4.5
Additional comments as appropriate.

4.6
The date, name, and signature of the pathologist.

5.
Additional Reporting Requirements: The contractor’s pathologist must review and supply a monthly written report of each of the following:

5.1
All Pap smears reported as epithelial cell abnormalities or malignant neoplasm by patient name and University ID number.

5.2
A tabulation of cervical biopsies and their correlation with Pap smears, if the Pap was done prior to or concurrently with the biopsy.

5.3
A tabulation of Pap smears reported in categories of “Negative,” “Suspicious,” or “Unsatisfactory.”

6.
Storage/Return of Specimen Slides: The contractor must maintain in secure storage for a minimum of five (5) years any specimen slide submitted by the University. The contractor must promptly return any or all specimen slides submitted by the University, if so requested by the University.

7.
Telephone Consultation: The contractor must provide to the University toll-free telephone consultation with the contractor’s pathologist as deemed necessary by the University.
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