State of Florida

STATE OF FLORIDA

~

Agency for Health Care Administration
HCA Health Facility Regulation — Laboratory Unit/Mail Stop #32

2727 Mahan Drive

AGENCY FOR HEALTH CARE ADMINISTRATION Tallahassee, Florida 32308-5403

SELF - EVALUATION SURVEY

FACILITY NAME:

ADDRESS:
CITY: ZIP
PHONE : FLORIDA STATE LABORATORY LICENSE NUMBER: 8000
DIRECTOR:
REGULATORY REQUIREMENTS
YES [ NO

1. Do you understand that the laboratory testing performed in your facility is subject to survey by the State of Florida at
any time during its hours of operation to evaluate complaints from the public, determine whether your facility is
performing laboratory tests consistent with your licensure certificate, and to determine compliance with applicable
requirements of Rule 59A-7, F.A.C., and Ch. 483, Part |, F.S.? (Ref. 483.061, F.S.)

2. Has the office been issued a biomedical waste permit issued by the Department of Health, as required by s.381.0098,
F.S., or documentation of exemption from such permitting? (Ref. 59A-7.023(1), F.A.C.)

3. Do you have written policies and procedures designed to maintain the environment so that the safety and well being
of patients and personnel are assured (such as the prohibition of food, drink, or patient care and treatment items in
areas where laboratory testing is being performed)? (Ref. 59A-7.023(5), F.A.C.)

4. Do you and other personnel performing testing have available and follow written laboratory policies and procedures
for patient preparation, specimen collection, labeling and processing? This includes all specimens collected for
transport to outside laboratories for testing. (Ref. 59A-7.028(2), F.A.C.)

5. Are laboratory tests performed only at the written or electronic request of an authorized person?
(Ref. 59A-7.028(3), F.A.C)

6. Is a reliable record system that ensures identification of patient specimens maintained in the office?
(Ref. 59A-7.028(4), F.A.C.)

7. Are laboratory patient results documented and maintained for a period of at least two years?
(Ref. 59A-7.028(4), F.A.C)

8. Is there a written laboratory procedure manual describing each step of the testing process, the performance
of quality control, the reporting of patient results, and the maintenance of equipment that is reviewed and
signed biennially by the director maintained by the office? (Ref. 59A-7.029(3), F.A.C.)

9. Does the laboratory include positive and negative control materials each day of testing for qualitative tests and at
least two samples of different concentrations of control materials for quantitative tests? (Ref. 59A-7.029(7),
F.A.C)

10.Are control samples tested in the same manner as patient specimens and processed through each step of patient
testing? (Ref. 59A-7.029(7), F.A.C.)

11. Does the laboratory document remedial action taken when results of control and calibration materials fail to meet the

laboratory's established criteria for acceptability? (Ref. 59A-7.029(8), F.A.C.)

12. Are the quality control records retained for a period of at least two years? (Ref. 59A-7.029(9), F.A.C.)

13. Are reagents, solutions, control materials, and other supplies used for laboratory testing labeled to
indicate identity, expiration date and other pertinent information required for proper use? (Ref. 59A-7.029(2),
F.A.C)
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14. Is written criteria available and followed for the proper storage of reagents and specimens? (Ref. 59A-7.029(3),
F.A.C)

15. Is there a quality assurance program to address problems experienced during laboratory testing, including specimen
handling, test results and reporting of test results? (Ref. 59A-7.031, F.A.C.)

16. Do testing personnel determine and document action taken when inconsistencies occur between patient information
and patient test results? (Ref. 59A-7.031, F.A.C.)

17. Is the laboratory enrolled in an approved proficiency testing program or programs for each of the CLIA regulated
analytes or tests, except for waived tests, for which it seeks licensure? (Ref. 59A-7.025, F.A.C.)
YOU MUST ATTACH PROOF OF ENROLLMENT.

18. Does the laboratory examine or test, as applicable, the proficiency testing samples it receives from the proficiency
testing program in the same manner as it tests patient specimens? (Ref. 59A-7.025, F.A.C.)

19. Are proficiency testing samples tested in your own laboratory and not sent to another laboratory for analysis? (Ref.
59A-7.025, F.A.C)

20. Is there a qualified laboratory director? (Ref. 59A-7.035, F.A.C.) YOU MUST ATTACH A COPY OF THE
DIRECTOR'S RESUME AND PROFESSIONAL LICENSE.

21. Does the director ensure that the laboratory employs laboratory personnel with education, experience or training, to
provide consultation, supervise and accurately perform tests and report test results? (Ref. 59A-7.035, F.A.C.)

22. Does any owner, director, administrator, physician, surgeon, consultant, employee, organization, agency,
representative, or person either directly or indirectly, pay or receive any commission, bonus, kickback, rebate or
gratuity or engage in any split fee arrangement in any form whatsoever for the referral of a patient. (Ref. 59A-7.037,
F.A.C)

COMPLETE THE FOLLOWING REGARDING EACH LABORATORY TEST PERFORMED IN YOUR OFFICE.
(Ref. 59A-7. F.A.C.; Ch. 483.111, F.S.)

LABORATORY TEST INSTRUMENT / METHOD PROFICIENCY TESTING PERFORMED ANNUAL
PERFORMED USED VOLUME

THIS DOCUMENT MUST BE SIGNED AS INDICATED BELOW. ONLY THE LABORATORY DIRECTOR IS AUTHORIZED TO SIGN
THIS DOCUMENT. KNOWINGLY MAKING A FALSE STATEMENT TO A PUBLIC SERVANT IS A VIOLATION OF S. 837.06, F.S.,
AND IS PUNISHABLE BY A FINE OR IMPRISONMENT.

Signature of Laboratory Director: Date:

FOR CENTRAL OFFICE USE ONLY
Licensure Recommended

Date initials
Licensure Not Recommended

Date initials

AHCA FORM (Revised September, 2000)




