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59A-7.019 Application of Act – Exemption and Exclusions.

(1) For the purpose of Chapter 59A-7, F.A.C., clinical laboratories exempted in Section 483.031, F.S., shall be limited to the following:

(a) A clinical laboratory operated by the United States Government.

(b) A clinical laboratory that performs only waived tests and has received a Licensure Certificate of Exemption from the agency under Section 483.106, F.S.

(c) A clinical laboratory operated and maintained exclusively for research and teaching purposes that do not involve patient or public health service. Involvement means that test results are not used in the diagnosis or treatment of patients or participants.

(2) For the purposes of Chapter 59A-7, F.A.C., the term clinical laboratory procedures shall not include the performing of electrocardiogram, electroencephalogram, in-vivo imaging, scanning or body counting procedures, in-vivo cardiopulmonary, cardiovascular, cardiac catheterization, respiratory therapy or pulmonary function procedures.

(3) Blood banks offering only transfusion services shall not be required to obtain a license under Chapter 483, Part I, F.S. Facilities where crossmatching, prenatal immunohematology procedures, donor processing or other procedures required for therapeutic administration or collection of blood or blood products are performed shall be considered a clinical laboratory and shall be required to obtain a license.

Rulemaking Authority 483.051 FS. Law Implemented 483.031, 483.041, 483.051 FS. History–New 11-20-94.

59A-7.020 Definitions.

(1) Andrology – a Florida clinical laboratory personnel licensure specialty for personnel qualified to perform clinical laboratory testing for fertility and reproductive technologies. Tests include but are not limited to hormone assays, semen analysis, and sperm antibodies.

(2) Approved Accreditation Program – a non profit organization granted deemed status or a state licensure program granted exempt status by the Centers for medicare and Medicaid Services under the federal Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(3) Approved Proficiency Testing Program – a proficiency testing program that meets the requirements specified in Rule 59A-7.026, F.A.C.

(4) Accredited – refers to a laboratory accredited or licensed, as applicable, by an approved accreditation program.

(5) Authorized Person – a person authorized by the laws of this State to order tests or receive test results or both.

(6) Biomedical Waste – any solid or liquid waste which presents a threat of infection to humans as defined under subsection 64E-16.002(2), F.A.C.

(7) Clinical and Laboratory Standards Institute or CLSI – the voluntary consensus organization that develops and disseminates standards, guidelines and best practices for clinical laboratories and the healthcare community. This organization was formerly known as the National Committee for Clinical Laboratory Standards (NCCLS).

(8) Clinical Laboratory Improvement Amendments of 1988 and Federal Rules Adopted Thereunder – Section 353 of the Public Health Service Act known as the Clinical Laboratory Improvement Amendments of 1988 and Title 42-Public Health, Chapter IV, Part 493, Laboratory Standards, each incorporated by reference and referred to as CLIA, herein.

(9) Director – a person qualified under Rules promulgated pursuant to Chapter 483, Part III, F.S., who is responsible for and assures the overall administration of the technical and scientific operations of a laboratory.

(10) Direct Supervision – supervision by a director, supervisor, or technologist who is on the premises, and is available to the laboratory when test procedures are being performed.

(11) Exclusive Use Laboratory – a clinical laboratory where one or more of the following is legally responsible for all aspects of the provider operation and which is operated exclusively in connection with the diagnosis and treatment of own patients:

(a) Physician licensed under Chapter 458 or 459, F.S.;

(b) Chiropractor licensed under Chapter 460, F.S.;

(c) Podiatrist licensed under Chapter 461, F.S.;

(d) Naturopathist licensed under Chapter 462, F.S., or

(e) Dentist licensed under Chapter 466, F.S.

(12) Free-standing Histology, Oral Pathology, or Cytology Center – any location outside a clinical laboratory licensed under Chapter 483, Part I, F.S., which is engaged in and limits its activities to the preparation of human cellular material for microscopic interpretation by laboratories licensed in the specialty of pathology or subspecialties of histopathology, oral pathology and cytology.

(13) General Supervision – supervision by a director or supervisor who is responsible for the overall performance of laboratory testing.

(14) Kickback – a remuneration, payment back, or other inducement, direct or indirect, in cash or in kind, pursuant to an investment interest, compensation arrangement, or otherwise, made by any person as defined in Section 483.041(7), F.S., including any clinical laboratory as defined in Section 483.041(2), F.S., to any physician, surgeon, organization, agency, or person as an incentive or inducement to refer any individual or specimen to a laboratory licensed under Chapter 483, Part I, F.S., such as the following:

(a) Provision of an actual payment or investment interest;

(b) Rental of real estate or equipment where the lease agreement does not comply with the criteria set forth in Section 456.053, F.S.;

(c) Provision of computer equipment and office supplies, except for those items, devices or supplies that are for the sole purpose of the following:

1. Collecting, processing, storing and transporting specimens to the laboratory;

2. Transmitting laboratory information to the laboratory; or

3. Ordering or communicating laboratory tests or results and other patient information between the physician, surgeon, organization, agency, or person and the laboratory;

(d) Removal and disposal of biomedical waste generated by the physician, surgeon, organization, agency, or person or any employees, representatives or agents of any such physician, surgeon, organization, agency, or person;

(e) Provision of personal protection supplies and equipment, except that gloves are permitted to be provided;

(f) Provision of test kits, systems or other laboratory supplies, except as provided in paragraph (c) above; or

(g) Provision of personnel or assistance of any kind to perform any duties for the collection or processing of specimens. Such personnel or assistance is authorized to be provided on a temporary basis for the collection of specimens at a patient’s residence. These collections must meet the requirements of Chapter 59A-7, F.A.C.

(15) Kit – all components of a test that are packaged together.

(16) License – shall refer to a licensure certificate issued under Chapter 483, Part I, F.S.

(17) Licensure Certificate – evidence of current licensure issued to a clinical laboratory upon application and qualification as required in this rule and Chapter 483, Part I, F.S. Such license shall be issued for testing for one or more of the following specialties or subspecialties:

(a) Histocompatibility.

(b) Microbiology composed of the subspecialties of Bacteriology, Mycobacteriology, Mycology, Parasitology or Virology.

(c) Diagnostic Immunology composed of the subspecialties of Syphilis Serology or General Immunology.

(d) Chemistry composed of the subspecialties of Routine Chemistry, Urinalysis, Endocrinology, or Toxicology.

(e) Hematology.

(f) Immunohematology composed of the subspecialties of ABO Group & Rh Group, Antibody Detection (Transfusion), Antibody Detection (Non-Transfusion), Antibody Identification, or Compatibility Testing.

(g) Pathology composed of the subspecialties of Histopathology, Oral Pathology or Cytology.

(h) Clinical Cytogenetics.

(i) Radiobioassay.

(j) Free-standing histology or cytology center limited to those activities described in subsection 59A-7.020(11), F.A.C.

(k) Provider-performed microscopy tests limited to the CLIA category of Provider-Performed Microscopy tests found in 42 CFR 493.19(c)(1-9).

(18) Moderate Complexity Test – procedures defined as moderate complexity by the federal Centers for Medicare and Medicaid Services under the federal Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(19) Molecular Pathology – a Florida clinical laboratory personnel licensure specialty for personnel qualified to perform clinical laboratory testing using molecular techniques. Techniques include but are not limited to immunohistochemistry, in situ hybridization, single nucleotide polymorphism and other mutational analysis sequencing, protein analysis, target signal amplification methods, cell culture and isolation, expression profiling, blotting and microarrays.

(20) Performance Characteristic – a property of a test that is used to describe its quality including accuracy, precision, analytical sensitivity, analytical specificity, reportable range, and reference range.

(21) Performance Specification – a value or range of values for a performance characteristic, established or verified by the laboratory, that is used to describe the quality of patient test results.

(22) Referee Laboratory – means a laboratory that has a record of satisfactory proficiency testing performance for all testing events for at least one year for a specific test, analyte, subspecialty, or specialty and has been designated by an approved proficiency testing program that meets the requirements of Rule 59A-7.026, F.A.C., as a referee laboratory analyzing proficiency testing specimens for the purpose of determining the correct response for the specimens in a testing event for that specific test, analyte, subspecialty, or specialty.

(23) Reference Range – means the range of test values expected for a designated population of individuals.

(24) Supervisor – a person licensed under Chapter 483, Part IV, F.S., who is responsible for the day-to-day supervision or oversight of the technical and scientific operations in a laboratory specialty or who, under the general supervision of a director, supervises and evaluates the performance of technical personnel, performs tests requiring special scientific skill, performs functions delegated by the director, and who, in the absence of the director, is held responsible for proper performance of testing procedures, testing personnel, reporting of results and compliance with applicable regulations.

(25) Sample – in proficiency testing means the material contained in a vial, on a slide, or other unit that contains material to be tested by proficiency testing program participants. When possible, samples are of human origin.

(26) Separate Premises – buildings that are not located on the same or adjoining grounds.

(27) Technologist – a person licensed under Chapter 483, Part III, F.S., who under the general supervision of the director or supervisor, processes specimens, performs and interprets tests that require the exercise of independent judgment and responsibility, and reports results in those specialties or subspecialties in which the technologist is licensed. A technologist is authorized to oversee the work of technicians in the absence of a supervisor in the specialty(ies) in which the technologist is licensed.

(28) Technician – a person licensed under Chapter 483, Part III, F.S., who functions under the direct supervision of a director, supervisor, or technologist and performs routine clinical laboratory procedures which require limited responsibility and minimal exercise of independent judgment. A technician is authorized to function under general supervision in exclusive use laboratories.

(29) Transfusion Service – for purposes of this part, a blood bank transfusion service shall include the collection of blood and blood components, performance of therapeutic collection or pheresis, preparation of red blood cells and the recovery of human plasma.

(30) Target Value – for quantitative tests refers to the mean established by the approved proficiency testing program.

(31) Unsatisfactory Proficiency Testing Performance – failure to attain the minimum satisfactory score for an analyte, test, subspecialty, or specialty for a testing event.

(32) Unsuccessful Proficiency Testing Performance – a failure to attain the minimum satisfactory score for an analyte, test, subspecialty, or specialty for two consecutive or two of three consecutive testing events.

Rulemaking Authority 483.051 FS. Law Implemented 483.035, 483.041, 483.051, 483.191, 483.245 FS. History–New 11-20-94, Amended 8-13-95, 12-27-95, 6-22-06, 3-31-10, 7-19-17.

59A-7.021 Laboratory Licensure – Qualifications, Licensure, Operation and Application.

(1) The application for licensure shall include the following information applicable to the laboratory operation:

(a) The application for licensure, including initial, renewal, and changes of ownership shall contain:

1. Name, mailing and street address of the laboratory.

2. Specialties and subspecialties performed.

3. A list of equipment.

4. The number of hours the director spends in the laboratory.

5. Names, mailing and street addresses of specimen collection station.

6. Name and source of proficiency testing programs.

7. Annual volume of tests performed or anticipated to be performed.

8. Location and type of alternate-site testing in hospital facilities.

9. The name, address and employer or tax identification number of the laboratory licensee.

10. A current certificate of status or authorization pursuant to Chapters 607, 608, 617 or 620, F.S.

11. Such other information requested on the application, Health Care Licensing Application, Clinical Laboratories – Non-waived, AHCA Form 3170-2004, July 2014, which is incorporated herein by reference. This form is available at https://www.flrules.org/Gateway/reference.asp?No=Ref-05423 or http://ahca.myflorida.com/HQAlicensureforms and from the Agency for Health Care Administration, 2727 Mahan Drive, MS #32, Tallahassee, Florida 32308.
(b) The application for additions of specialty and subspecialty shall contain:

1. Name, mailing and street address of the laboratory.

2. Additional specialties or subspecialties to be performed.

3. Names, mailing and street addresses of specimen collection stations.

4. Annual volume of tests anticipated to be performed.

5. Location and type of alternate-site testing in hospital facilities.

6. The name and employer or tax identification number of the laboratory licensee.

7. Information requested on the application, Health Care Licensing Application, Clinical Laboratories – Non-Waived (Addition of Specialty, Subspecialty or Change in Specialty at Time Other than Licensure Renewal), AHCA Form 3170-2004D, July 2014, which is incorporated herein by reference. This form is available at https://www.flrules.org/Gateway/reference.asp?No=Ref-05424 or http://ahca.myflorida.com/HQAlicensureforms and from the Agency for Health Care Administration, 2727 Mahan Drive, MS #32, Tallahassee, Florida 32308.
(c) In addition to information required under paragraph 59A-7.021(1)(a), F.A.C., accredited laboratories surveyed by an approved accreditation program in lieu of the agency, as specified in Rule 59A-7.033, F.A.C., and Chapter 408, Part II, F.S., must also submit:

1. Proof of enrollment in or current accreditation by an approved accreditation program; and,
2. Upon request, the most recent survey inspection reports from the accrediting organization.

(2) A licensee shall notify the agency by mail on company letterhead of a change of director or supervisor immediately upon learning of such change.

(3) A license shall be valid for the period specified on the current license. 

(a) In the event that specialties and subspecialties are added to an existing license, the expiration of the additional specialties/subspecialties shall be the expiration date of the current license.

(b) Continued operation of a clinical laboratory that has not submitted an application with application fee after the date of sale in the event of a change of ownership may result in administrative action including an administrative fine charged to the laboratory in the amount of $100.00 per day, each day constituting a separate violation as authorized under Section 483.221, F.S.

(4) Laboratory services provided in a temporary testing location such as a patient’s home or health fair, is covered under the license of the designated primary site or home base using its address provided such services are not offered on a permanent basis.
(5) Mobile laboratory units shall be considered separate entities and shall require licensure under Chapter 483, Part I, F.S., for each unit.
Rulemaking Authority 483.051, 408.819 FS. Law Implemented 483.051, 483.101, 483.111, 483.172, 483.221, 408.805, 408.806, 408.807, 408.812, 408.813 FS. History–New 11-20-94, Amended 7-4-95, 12-27-95, 3-25-03, 3-1-10, 12-29-10, 6-16-15.
59A-7.022 Laboratory Construction.

(1) Laboratory construction shall comply with local, county, state and federal building, fire and safety codes.

(2) It shall be the responsibility of the laboratory to furnish evidence of compliance to the agency upon request.

Rulemaking Authority 483.051 FS. Law Implemented 483.051 FS. History–New 11-20-94.

59A-7.023 Laboratory Safety and Sanitary Conditions.

Each laboratory shall establish written policies and procedures designed to maintain the environment in such a manner that the safety and well being of patients and personnel are assured.

(1) Biomedical waste shall be packaged, stored and treated as ordered by Section 381.0098, F.S., as evidenced by proof of issuance of a current permit by the Department of Health and Rehabilitative Services or documentation of exemption from such permitting.

(2) Each room or department of the laboratory shall have in the immediate area, applicable to the services provided, the following:

(a) Sinks and plumbing fixtures;

(b) Facilities for flushing the eyes, body and clothing with large quantities of water;

(c) Hoods where toxic or volatile chemicals or infectious materials are used. Documentation shall be maintained and available for review by the agency that such hoods are inspected annually to verify efficiency;

(d) Storage cabinets where infectious materials are handled;

(e) Fire extinguishers or other fire prevention devices approved by the local fire authority;

(f) Written fire control plans and posted emergency escape route diagrams;

(g) Grounded electrical outlets;

(h) Emergency power for storage of blood and blood products used for transfusion purposes and test systems that require refrigeration;

(i) Fire blanket with directions for proper use;

(j) No Smoking signs posted in areas where flammable gases or liquids are in storage or use; and,
(k) Safety cans for storage and use of flammable liquids.

(3) There shall be a written plan of action for laboratory personnel to implement in the event of a serious accident in the laboratory including:

(a) Medical emergencies involving patients and personnel;

(b) Fire; and,
(c) Exposure to biomedical and hazardous waste.

(4) Eating, drinking, smoking, applying cosmetics or lip balm, and handling contact lenses are prohibited in work areas where there is a likelihood of exposure to pathogens or toxic chemicals.

(5) Food, drink, items used for patient care or treatment, or medication shall not be kept in refrigerators, freezers, shelves, cabinets or on countertops or benchtops where biomedical waste or other potentially infectious materials or laboratory testing supplies, including reagents, are present.

(6) All procedures involving biomedical waste or other potentially infectious or toxic materials shall be performed in such a manner as to minimize splashing, spraying, spattering, and generation of droplets of these substances.

(7) Mouth pipetting or suctioning of blood and all other materials is prohibited.

(8) Syringes, needles, lancets or other blood letting devices capable of transmitting infection from one person to another shall be sterilized prior to each use, after first having been wrapped or covered in a manner which will insure that they will remain sterile until the next use. Each sterilizing cycle must contain an indicator device which assures proper sterilization.

Rulemaking Authority 483.051 FS. Law Implemented 483.041, 483.051 FS. History–New 11-20-94.

59A-7.024 Clinical Laboratories, Collection Stations, Collection, Storage and Shipment of Specimens.

(1) No person shall maintain an office, specimen collection station or other facilities for the representation of any clinical laboratory in this state or in any other state unless the clinical laboratory is licensed in accordance with the provisions of this rule and Chapter 483, Part I, F.S.

(2) Written instructions shall be available in the laboratory and collection station for handling, preservation, storage and transportation of specimens.

(3) Specimens shall be tested as promptly as possible after collection. If a specimen is transported or stored it shall be preserved, refrigerated, frozen or otherwise treated to maintain its integrity as prescribed under Section 483.051(3), F.S.

(4) A clinical laboratory licensed under Chapter 483, Part I, F.S., is authorized to maintain, under its supervision and control, one or more collection stations provided it first obtains written approval from the agency for the operation of each proposed collection station. Each application for a clinical laboratory license shall list the name and address of such collection stations maintained by the clinical laboratory. A collection station shall forward specimens only to the clinical laboratory by which it is maintained in accordance with the following requirements:

(a) If clinical specimens are collected, have on its premises a refrigerator equipped with an accurate thermometer and capable of maintaining a temperature range of 2-8 degrees centigrade.

(b) Maintain a record indicating the daily accession of specimens containing the following information:

1. The name of the person from whom the specimen was taken except as provided under Section 381.004(4)(c), F.S.;

2. The name and address of the authorized person who requested the test;

3. The date and hour when the specimen was received in the collection station;

4. The type of test requested; and,
5. The date and hour the specimen was forwarded to the clinical laboratory.

(c) Record daily temperature of the refrigerator when in use.

(5) No testing or processing of specimens shall be performed in a collection station, except that waived tests are permitted if the collection station is issued a current licensure certificate of exemption pursuant to this rule chapter.

(6) A representative of the agency shall inspect a collection station at any time it is open for the collection of specimens.

(7) The written approval of the agency shall be revoked, as to any or all of the collection stations maintained by a clinical laboratory under licensure on proof that any one of said stations has operated in violation of any provision of the rules and regulations applicable thereto. In addition, in the event of such a violation, administrative action shall be taken against the laboratory license of the laboratory maintaining the collection station up to and including revocation of licensure pursuant to Sections 483.201, 483.221 and 483.23, F.S.

Rulemaking Authority 483.051 FS. Law Implemented 483.051, 483.106, 483.191, 483.201, 483.221, 483.23 FS. History–New 11-20-94.

59A-7.025 Participation in Proficiency Testing.

Each laboratory must enroll in a proficiency testing program that meets the criteria in Rule 59A-7.026, F.A.C. The laboratory must enroll in an approved program or programs for each of the specialties, subspecialties and analytes or tests, except for waived tests, for which it seeks licensure except where there is no available proficiency test.

(1) Enrollment.

(a) The laboratory must notify the agency of the approved program or programs in which it chooses to participate to meet proficiency testing requirements of this rule.

(b) The laboratory must designate the program(s) to be used for each specialty, subspecialty, and analyte or test to determine compliance with this rule if the laboratory participates in more than one proficiency testing program approved by the agency.

1. For those tests performed by the laboratory for which proficiency programs are not available, the laboratory must establish and maintain the accuracy and reliability of its testing procedures, in accordance with Rule 59A-7.031, F.A.C.

2. For each specialty, subspecialty and analyte or test, the laboratory must participate in one approved proficiency testing program or programs, for one year before designating a different program and must notify the agency before any change in designation.

3. The laboratory must authorize the proficiency testing program to release to the agency all data required to determine the laboratory’s compliance with the proficiency testing provisions contained in this rule.

(2) Testing of proficiency testing samples. The laboratory must 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.

(a) The samples must be examined or tested with the laboratory’s patient workload by personnel who perform the testing in the laboratory, using the laboratory’s methods established for patient testing. The individual testing or examining the samples and the laboratory director must attest to the integration of the samples into the patient workload using the laboratory’s methods established for patient testing.

(b) The laboratory must test samples the same number of times that it tests patient samples.

(c) Laboratories that perform tests on proficiency testing samples must not engage in any inter-laboratory communications pertaining to the results of proficiency testing sample(s) until after the date by which the laboratory must report proficiency testing results to the program for the testing event in which the samples were sent. Laboratories with multiple testing sites or separate locations must not participate in any communications or discussions across sites or locations concerning proficiency testing sample results until after the date by which the laboratory must report proficiency testing results to the program.

(d) The laboratory must not send proficiency testing samples or portions of samples to another laboratory for any analysis which they are licensed to perform in their own laboratory. The agency shall revoke the license issued to any laboratory that the agency determines intentionally referred its proficiency testing samples to another laboratory for analysis and submits the other laboratory’s results as their own. Any laboratory that receives proficiency testing samples from another laboratory for testing must notify the agency of the receipt of those samples.

(e) The laboratory must document the handling, preparation, processing, examination, and each step in the testing and reporting of results for all proficiency testing samples in the same manner as patient specimens. The laboratory must maintain a copy of all records, including a copy of the proficiency testing program report forms used by the laboratory to record proficiency testing results including the attestation statement provided by the proficiency testing program, signed by the clinical laboratory personnel examining the sample(s) and the laboratory director, documenting that proficiency testing samples were tested in the same manner as patient specimens, for a minimum of two years from the date of the proficiency testing event.

(f) Proficiency testing is required for only the test system, assay, or examination used as the primary method for patient testing during the proficiency testing event.

(3) Successful participation.

(a) Each laboratory must successfully participate in a proficiency testing program that meets the criteria of Rule 59A-7.026, F.A.C., for each specialty, subspecialty, and analyte or test in which the laboratory is licensed.

1. The report form submitted to the proficiency testing program must include information requested by the proficiency testing program including reagent, method, manufacturer and instrument such that proficiency results can be evaluated appropriately.

2. For exclusive use laboratories that were not regulated under 42 CFR 493, prior to September 1, 1992, proficiency testing results will be evaluated according to provisions under this rule, beginning January 1, 1995.

(b) Unsuccessful proficiency testing performance as determined by the agency using criteria specified in this Rule shall result in limitation of licensure for the applicable specialty, subspecialty, analyte or test.

(4) Evaluation of proficiency testing participation.

(a) Failure to participate in a testing event is unsatisfactory performance and results in a score of 0 for the testing event unless:

1. Patient testing was suspended during the time frame allotted for testing and reporting proficiency testing results;

2. The laboratory notifies the agency and the proficiency testing program within the time frame for submitting proficiency testing results of the suspension of patient testing and the circumstances associated with failure to perform tests on proficiency testing samples; and,
3. The laboratory participated in the previous two proficiency testing events.

(b) Failure to return proficiency testing results to the proficiency testing program within the time frame specified by the program is unsatisfactory performance and results in a score of 0 for the testing event.

(c) For any unsatisfactory testing event for reasons other than a failure to participate, the laboratory must undertake training and employ technical assistance to correct problems associated with a proficiency testing failure.

(d) Remedial action must be taken and documented, and the documentation must be maintained by the laboratory for two years from the date of participation in the proficiency testing event for unsatisfactory and unsuccessful proficiency testing performance.

(5) Reinstatement of laboratories after failure to participate successfully.

(a) If a laboratory’s license is limited or it voluntarily withdraws its license because of unsuccessful proficiency testing performance for one or more specialties, subspecialties, analytes or tests, the laboratory must submit a written request for reinstatement of testing and documentation of sustained satisfactory performance on two consecutive proficiency testing events before the agency will authorize the laboratory for reinstatement for licensure or approval in that specialty, subspecialty, analyte or test.

(b) Limitation of licensure for the failed specialty, subspecialty, analyte or test shall be for a period of not less than two regularly scheduled survey shipments provided to the laboratory subsequent to the failed testing event.

(6) Proficiency Testing by Specialty and Subspecialty.

(a) The minimum satisfactory score for an analyte, test, specialty or subspecialty for any testing event is 80% percent for the following specialties and subspecialties, tests, or analytes included thereunder:

1. Microbiology.

2. Diagnostic immunology.

3. Chemistry.

4. Hematology.

(b) The minimum satisfactory score for an analyte, test, or subspecialty for any testing event for the specialty of Immunohematology is:

1. ABO group and D (Rho) typing, 100% percent.

2. Unexpected antibody detection, 80% percent.

3. Compatibility testing, 100% percent.

4. Antibody identification, 80% percent.

(c) Cytology. To participate successfully in a cytology proficiency testing program for gynecological examinations (Pap smears), the laboratory must meet the requirements of subparagraphs 59A-7.025(6)(c)1. through 3., F.A.C.

1. The laboratory must ensure that each individual engaged in the examination of gynecological preparations is enrolled in an approved proficiency testing program when such program is available. The laboratory must ensure that each individual is tested at least once per year and obtains a passing score.

2. The laboratory must ensure that each individual participates in an annual testing event that involves the examination of a 10 slide test set as described in this rule. Individuals shall be given no more than 2 hours to complete a 10 slide test and not more than 4 hours to complete a 20 slide test. Unexcused failure to appear by an individual for a retest will result in failure of the testing event with resulting remediation and limitations on slide examinations as specified in this section.

a. An individual is determined to have failed the annual testing event if he or she scores less than 90% percent on a 10 slide test set. For an individual who fails an annual proficiency testing event, the laboratory must schedule a retesting event with another 10 slide test set which must take place not more than 45 days after receipt of the notification of failure.

b. An individual is determined to have failed the second testing event if he or she scores less than 90% percent on a 10 slide test set. For an individual who fails a second testing event, the laboratory must provide him or her with documented, remedial training and education in the area of failure, and must assure that all gynecological slides evaluated subsequent to the notice of failure are reexamined prior to issuing patient reports until the individual is again retested with a 20 slide test set and scores at least 90% percent. Reexamination of slides must be documented.

c. An individual is determined to have failed the third testing event if he or she scores less than 90% percent on a 20 slide test set. The laboratory shall ensure that each individual who fails the third testing event ceases examining gynecological slide preparations immediately upon notification of test failure and does not resume examining gynecological slides until the laboratory assures that the individual obtains at least 35 hours documented formally structured continuing education in diagnostic cytopathology that focuses on the examination of gynecological preparations and until he or she is retested with a 20 slide test set and scores at least 90% percent.

d. The cytology director, as required under paragraph 59A-7.030(5)(c), F.A.C., who routinely interprets gynecological slide preparations only after they have been examined by a cytotechnologist can either be tested using a test set that has been screened by a cytotechnologist in the same laboratory or using a test set that has not been screened. The cytology director who screens and interprets slide preparations that have not been previously examined must be tested using a test set that has not been previously screened.

3. Failure to ensure that individuals are tested or those who fail a testing event are retested or fails to take required remedial actions as described in this Rule is unsuccessful proficiency testing performance.

Rulemaking Authority 483.051 FS. Law Implemented 483.051, 483.201, 483.221 FS. History–New 11-20-94.

59A-7.026 Approval of Proficiency Testing Programs.

(1) In order for a proficiency testing program to receive agency approval, the program must be offered by a private nonprofit organization or a federal or state agency, or entity acting as a designated agent for the state, and be approved by the federal Health Care Financing Administration pursuant to the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(2) The proficiency testing program must:

(a) Provide the agency and participating laboratories with an electronic or a hard copy, or both, of reports of proficiency testing results and all scores for each laboratory’s performance for each specialty, subspecialty, and analyte or test for which participation is required within 60 days after the date by which the laboratory must report proficiency testing results to the proficiency testing program;

(b) Provide the agency with reports of proficiency testing results and scores of individual performance in cytology and provide copies of reports to participating individuals, and to all laboratories that employ the individuals, within 15 working days of the testing event;

(c) Furnish to the agency cumulative reports on an individual laboratory’s performance and aggregate data on peer group laboratories for the purpose of establishing a system to make the proficiency testing program’s results available, and include explanatory information to assist in the interpretation of the proficiency testing program’s results;

(d) Provide the agency with additional information and data upon request and submit such information necessary for the agency to determine compliance with this rule and Chapter 483, Part I, F.S.;

(e) Maintain records of laboratories’ performance for a period of five years or such time as necessary for any legal proceedings; and

(f) Provide the agency with a report which identifies any previously unrecognized sources of variability in kits, instruments, methods, or proficiency testing samples, which adversely affect the program’s ability to evaluate laboratory performance.

(3) Nonapproved proficiency testing programs. If a proficiency testing program is determined by the federal Health Care Financing Administration to fail to meet any criteria for approval of the proficiency testing program, the program must notify the agency and all laboratories enrolled of the nonapproval and the reasons for nonapproval within 30 days of the notification. Within 30 days of such notification, affected laboratories must submit documentation of enrollment in an approved proficiency testing program as provided in this subpart.

Rulemaking Authority 483.051 FS. Law Implemented 483.051 FS. History–New 11-20-94.

59A-7.027 Proficiency Testing Programs by Specialty and Subspecialty.

(1) Microbiology – The agency shall assess the accuracy of a laboratory’s responses in accordance with this section. A laboratory must isolate and identify the organisms to the same extent it performs these procedures on patient specimens. A laboratory’s performance will be evaluated on the basis of its final answer.

(a) Bacteriology.

1. The total number of correct responses for organism isolation and identification submitted by the laboratory divided by the number of organisms present plus the number of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. For antimicrobial susceptibility testing, a laboratory must indicate which drugs are included in its test panel when testing patient samples. A laboratory’s performance will be evaluated for only those antibiotics for which service is offered. Grading is based on the number of correct susceptibility responses reported by the laboratory divided by the actual number of correct susceptibility responses determined by the program, multiplied by 100.

3. The performance criterion for qualitative antigen tests is the presence or absence of the bacterial antigen. The score for antigen tests is the number of correct responses divided by the number of samples tested for the antigen, multiplied by 100.

4. The performance criterion for Gram stain is staining reaction. The score for Gram stain is the number of correct responses divided by the number of challenges tested, multiplied by 100.

5. The score for a testing event in bacteriology is the average of the scores determined under subparagraphs 59A-7.027(1)(a)1. through 4., F.A.C., based on the type of service offered by the laboratory.

(b) Mycobacteriology.

1. The total number of correct responses submitted by the laboratory divided by the number of organisms present plus the number of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. For antimycobacterial susceptibility testing, a laboratory must indicate which drugs are routinely included in its test panel when testing patient samples. A laboratory’s performance will be evaluated for only those antibiotics for which susceptibility testing is routinely performed on patient specimens. Grading is based on the number of correct susceptibility responses reported by the laboratory divided by the actual number of correct susceptibility responses as determined by the program, multiplied by 100.

3. The performance criterion for qualitative tests is the presence or absence of acid-fast organisms. The score for acid-fast organism detection is the number of correct responses divided by the number of samples tested, multiplied by 100.

4. The score for a testing event in mycobacteriology is the average of the scores determined under subparagraphs 59A-7.027(1)(b)1. through 3., F.A.C., based on the types of service offered by the laboratory.

(c) Mycology.

1. The total number of correct responses submitted by the laboratory divided by the number of organisms present plus the number of incorrect organisms reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. The score for the antigen tests is the number of correct responses divided by the number of samples to be tested for the antigen, multiplied by 100.

3. The score for a testing event in mycology is the average of the sample scores as determined under subparagraphs 59A-7.027(1)(c)1. and 2., F.A.C.

(d) Parasitology.

1. Parasites found in rare numbers by referee laboratories shall not be considered in scoring a laboratory’s performance.

2. The total number of correct responses submitted by the laboratory divided by the number of parasites present plus the number of incorrect parasites reported must be multiplied by 100 to establish a score for each sample in each testing event.

3. The criterion for acceptable performance for qualitative parasitology examinations is presence or absence of a parasite(s). The score for qualitative parasitology is the number of correct responses divided by the number of samples tested, multiplied by 100.

4. The score for a testing event in parasitology is the average of scores as determined under subparagraphs 59A-7.027(1)(d)2. through 3., F.A.C.

(e) Virology.

1. The total number of correct responses determined by virus culture techniques submitted by the laboratory divided by the number of viruses present plus the number of incorrect viruses reported by the laboratory must be multiplied by 100 to establish a score for each sample in each testing event.

2. The performance criterion for qualitative antigen tests is presence or absence of the viral antigen. The score for the antigen tests is the number of correct responses divided by the number of samples tested for the antigen, multiplied by 100.

3. The score for a testing event in virology is the average of the sample scores as determined under subparagraphs 59A-7.027(1)(e)1. and 2., F.A.C.

(2) Diagnostic Immunology.

(a) Syphilis Serology.

1. The criterion for acceptable performance for quantitative syphilis serology tests is the target value plus or minus one dilution. The score for quantitative syphilis serology is the number of correct responses divided by the number of samples tested multiplied by 100.

2. The criterion for acceptable performance for qualitative syphilis serology tests is reactive or non-reactive. The score for qualitative syphilis serology is the number of correct responses divided by the number of samples tested multiplied by 100.

3. The score for syphilis serology is the average of scores determined under subparagraphs 59A-7.027(2)(a)1. and 2., F.A.C. To determine the overall testing event score, the number of correct responses for all challenges shall be averaged.

(b) General Immunology.

1. For quantitative immunology, the laboratory’s response shall be evaluated according to whether the response is within 3 standard deviations from the target value unless otherwise specified in criteria for acceptable performance established by the federal Health Care Financing Administration under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

2. The criterion for acceptable performance for qualitative general immunology tests is positive or negative, reactive or non-reactive, immune or non-immune or other designation specified by the proficiency testing program, as applicable.

3. To determine the analyte testing event score, the number of acceptable analyte responses shall be averaged.

4. To determine the overall testing event score, the number of correct responses for all analytes shall be averaged.

(3) Chemistry.

(a) For quantitative chemistry, the laboratory’s response shall be evaluated according to whether the response is within 3 standard deviations from the target value unless otherwise specified in criteria for acceptable performance established by the federal Health Care Financing Administration under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(b) The criterion for acceptable performance for qualitative chemistry tests is positive or negative, immune or non-immune or other designation specified by the proficiency testing program, as applicable.

(c) To determine the analyte testing event score, the number of acceptable analyte responses shall be averaged.

(d) To determine the overall testing event score for each subspecialty, the number of correct responses for all analytes shall be averaged for each subspecialty.

(4) Hematology.

(a) The appropriateness of each response shall be determined using either fixed criteria based on the percentage difference from the target value or the number of standard deviations the response differs from the target value pursuant to criteria for acceptable performance established by the federal Health Care Financing Administration under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder.

(b) The criterion for acceptable performance for the qualitative hematology test is correct cell identification.

(c) To determine the analyte testing event score, the number of acceptable analyte responses shall be averaged.

(d) To determine the overall testing event score for hematology, the number of correct responses for all analytes shall be averaged.

(5) Immunohematology.

(a) The criteria for acceptable performance are:

	Analyte or test
	Criteria for acceptable performance

	ABO group
	100% accuracy 

	D (Rho) typing
	100% accuracy 

	Unexpected antibody detection
	  80% accuracy 

	Compatibility testing
	100% accuracy 

	Antibody identification
	  80% accuracy 


(b) The criterion for acceptable performance for qualitative immunohematology tests is positive or negative, compatible or incompatible or other designation specified by the proficiency testing program.

(c) To determine the analyte testing event score, the number of acceptable analyte responses must be averaged.

(d) To determine the overall testing event score for each subspecialty, the number of correct responses for all analytes must be averaged for that subspecialty.

(6) Cytology. The criteria for acceptable performance is determined as follows:

(a) Each slide set shall contain 10 or 20 slides with point values established by the approved proficiency testing program referenced in Rule 59A-7.026, F.A.C., for each slide preparation.

(b) The scoring system, as established by the approved proficiency testing program, shall reward or penalize the participants in proportion to the distance of their answers from the correct response or target diagnosis. The penalty or reward shall be weighted in proportion to the severity of the lesion.

(c) Each slide is scored individually. The individual’s score for the testing event is determined by adding the point value achieved for each slide preparation, divided by the total points for the testing event and multiplying by 100.
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59A-7.028 Patient Test Management.

(1) Each laboratory performing testing must employ and maintain a system that provides for proper patient preparation; proper specimen collection, identification, preservation, transportation, and processing; and accurate result reporting. This system must assure patient specimen integrity and positive identification throughout the pre-analytic (pre-testing), analytic (testing), and post-analytic (post-testing) processes and must meet the standards of this subpart as they apply to the testing performed. Records, reports and test requisitions are authorized to be stored off the immediate laboratory premises so long as they are available to the laboratory within twenty four hours.

(2) Procedures for specimen submission and handling.

(a) The laboratory must have available and follow written policies and procedures for methods used for the preparation of patients; specimen collection; specimen labeling; specimen preservation; conditions for specimen transportation; and specimen processing where applicable. Such policies and procedures must assure positive identification and integrity of the patient specimens from the time the specimen(s) are collected until testing has been completed and the results reported.

(b) If the laboratory accepts referral specimens, written instructions must be available to clients and must include the information specified in paragraph 59A-7.028(2)(a), F.A.C.

(c) In Exclusive Use Laboratories, oral explanation of instructions to patients for specimen collection, including patient preparation, are authorized to be used in lieu of written instructions. Evidence of such explanation must be documented in the patient’s chart and retained as part of the testing record.

(d) Except as noted in paragraph 59A-7.028(2)(f), F.A.C., a specimen received by a laboratory shall not be tested or reported if:

1. The apparent condition of the specimen indicates that it is unsatisfactory for testing or that it is inappropriate for the test requested;

2. It has been collected, labeled, preserved or otherwise handled in such a manner that it has become unsatisfactory or unreliable as a test specimen; or

3. It is perishable and the time lapse between the collection of the specimen and its receipt by the laboratory is of such duration that the test finding is no longer reliable.

(e) When a specimen is not tested for any of the reasons specified in paragraph (d), the laboratory shall promptly notify the sender and give the reason therefor and document same.

(f) In instances where patient well-being is compromised by withholding a laboratory report, a report is authorized to be issued if such report specifies that the result could be invalid due to the specific interfering factor listed in paragraph (d) above.

(3) Test requisition. The laboratory must perform tests only at the written or electronic request of an authorized person. Oral requests for laboratory tests are permitted only if the laboratory subsequently requests written authorization for testing within 30 days. The laboratory must maintain the written authorization or documentation of efforts made to obtain a written authorization. This information is authorized to be maintained as part of the patient’s chart or medical record, except where the testing laboratory is not located in the same facility where the patient chart is stored, and must be available to the laboratory at the time of testing and available to the agency upon request. Records of test requisitions or test authorizations must be retained for a minimum of two years. The laboratory must assure that the requisition or test authorization includes:

(a) The patient’s name except as provided under Section 381.004(4)(c), F.S.;

(b) The name and address of the authorized person requesting the test or the name and address of the laboratory submitting the specimen, including a contact person to enable the reporting of imminent life threatening laboratory results;

(c) The test(s) to be performed;

(d) The date of specimen collection;

(e) For Pap smears, the patient’s last menstrual period, age or date of birth, and where such information is available, indication of whether the patient had a previous abnormal report, treatment or biopsy; and,
(f) Any additional information relevant and necessary to a specific test to assure accurate and timely testing and reporting of results.

(4) Test records. The laboratory must maintain a record system to ensure reliable identification of patient specimens as they are processed and tested to assure that accurate test results are reported. Records shall be retained in their original form or stored on microfilm, microfiche or other photographic record, magnetic tapes or other media in an electronic data processing system. These records must identify the personnel performing the testing procedure. Records of patient testing, including, if applicable, instrument printouts, must be retained for at least two years. Immunohematology records and transfusion records must be retained for no less than five years. In addition, records of blood and blood product testing must be maintained for a period not less than five years after processing records have been completed, or six months after the latest expiration date, whichever is the later date. Pathology records must be retained for at least ten years. The record system must provide documentation of information specified in subsection 59A-7.028(3), F.A.C., and include:

(a) The patient identification number, accession number, or other unique identification of the specimen;

(b) The date and time of specimen receipt by the laboratory;

(c) The condition and disposition of specimens that do not meet the laboratory’s criteria for specimen acceptability; and,
(d) The records and dates of all specimen testing, including the identity of the personnel who performed the test(s), which are necessary to assure proper identification and accurate reporting of patient test results.

(5) Test report. The laboratory report must be sent promptly to the authorized person or laboratory that initially requested the test. The original report or an exact duplicate of each test report, including final and preliminary report, must be retained by the testing laboratory for a period of at least two years after the date of reporting. Immunohematology reports must be maintained for five years. For pathology and cytogenetics, test reports must be retained for a period of at least ten years after the date of reporting. This information is authorized to be maintained as part of the patient’s chart or medical record, except where the testing laboratory is not located in the same facility where the patient chart is stored, and must be readily available to the laboratory and to the agency upon request.

(a) The laboratory must have adequate systems in place to report results in a timely, accurate, reliable and confidential manner, and ensure patient confidentiality throughout those parts of the total testing process that are under the laboratory’s control.

(b) The test report must indicate the name of the patient except as provided under Section 381.004(4)(c), F.S., the name and address of the laboratory location at which the test was performed, the test performed, the test result and, if applicable, the units of measurement.

(c) The laboratory must indicate on the test report any information regarding the condition and disposition of specimens that do not meet the laboratory’s criteria for acceptability as required under subsection 59A-7.028(2), F.A.C.

(d) Pertinent “reference” or “normal” ranges, as used by the laboratory performing the tests, must be available to the authorized person who ordered the tests or the individual responsible for utilizing the test results.

(e) The results or transcripts of laboratory tests or examinations must be released only to the authorized person requesting the test or the individual responsible for utilizing the test results except as provided in paragraph 59A-7.028(7)(b), F.A.C.

(f) The laboratory must develop and follow written procedures for immediately reporting imminent life-threatening laboratory results. Documentation of such reporting shall be maintained and available for review by the agency.

(g) The laboratory must, upon request, make available to clients a list of test methods employed by the laboratory and the performance specifications of each method used to test patient specimens. In addition, information that affects the interpretation of test results, such as test interferences, must be provided upon request. Pertinent updates on testing information must be provided to clients whenever changes occur that affect the test results or interpretation of test results.

(h) The original report or exact duplicates of test reports must be maintained by the laboratory in a manner that permits ready identification and timely accessibility.

(i) Records and reports of examinations of all specimens shall be treated as confidential information.

(6) Referral of specimens. A laboratory must refer specimens for testing only to a laboratory possessing a valid license under Chapter 483, Part I, F.S., authorizing the performance of testing in the specialty or subspecialty in which the referred test is categorized.

(a) The referring laboratory must not revise results or information directly related to the interpretation of results provided by the testing laboratory.

(b) The referring laboratory is authorized to permit each testing laboratory to send the test result directly to the authorized person who initially requested the test. The referring laboratory must retain or be able to produce an exact duplicate of each testing laboratory’s report.

(c) The authorized person who orders a test or procedure must be notified by the referring laboratory of the name and address of each laboratory location at which a test was performed.

(7) Acceptance, Reporting and Examination of Specimens.

(a) No establishment other than a clinical laboratory licensed under Chapter 483, Part I, F.S., or collection station maintained by such clinical laboratory shall receive specimens for the purpose of obtaining information for the diagnosis, prevention or treatment of a disease or the assessment of a medical condition. This shall not be deemed to prohibit acceptance of specimens solely for teaching and research purposes.

(b) No report of any test or transcript thereof shall be sent to the patient concerned except with the written consent of the authorized person who requested the test.

(c) The results of clinical laboratory tests performed by a laboratory licensed under this part and performed prior to admission to a facility licensed pursuant to Chapter 395, F.S., shall be accepted in lieu of clinical laboratory tests required upon admission to such facility and in lieu of tests ordered for patients of such facility provided the following are observed:

1. Tests are performed within a time frame to indicate an accurate index of the patient’s condition not to exceed 7 days.

2. The pre-admission report clearly states the name and address of the laboratory performing the test and shall be available at the time of the admission and charted on the patient’s medical record.

3. The hospital is not liable for pre-admission testing and reporting performed outside its own laboratory, and shall not be required to accept results associated with transfusion compatibility tests.

(d) Confirmatory testing of all HIV positive test results shall be conducted before any positive test result is reported as required in Sections 381.004, 381.6105(5), (6), F.S., and rules promulgated thereunder.
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59A-7.029 General Quality Control Requirements for Non-waived Testing.

(1) The laboratory shall establish and follow written quality control procedures for monitoring and evaluating the quality of the testing process of each method to assure the accuracy and reliability of patient test results and reports in accordance with CLIA requirements. The laboratory shall follow the manufacturers’ instructions and recommendations for instrument or test system operation and test performance if such instructions exceed requirements specified in this rule. In the event of a conflict between these rules and CLIA requirements, the more stringent requirement(s) shall prevail.
(2) The laboratory must utilize test methods, equipment, instrumentation, reagents, materials, and supplies that provide accurate and reliable test results and test reports as required by CLIA.

(a) Methodologies and equipment must be selected and testing must be performed in a manner that provides test results within the laboratory’s stated performance specifications for each test method and reflect procedures that are generally accepted by leading authorities such as the Centers for Disease Control and Prevention (CDC), CLIA recognized accreditation organizations, the American Association of Blood Banks (AABB) or other nationally recognized organizations. Documentation that the test methodologies and equipment meet the requirements of this rule must be maintained by the laboratory and available for review by the Agency.

(b) The laboratory must have equipment, instruments, reagents, materials, and supplies for the type and volume of services provided during the preanalytic, analytic, and postanalytic phases of testing.

(c) All equipment and supplies shall be in good working order, checked and calibrated for the proper performance of tests and services offered in accordance with this rule and CLIA requirements. The laboratory must, at a minimum, follow the manufacturers’ recommendations and instructions for equipment operation and document all such activities required for maintenance and operation of such equipment.
(d) The manufacturers’ instructions and documentation of maintenance and operation of equipment must be maintained by the laboratory and available for review by the Agency.
(e) Out-of-service equipment and supplies shall be clearly labeled to indicate their status.
(f) Expired, substandard or unusable supplies shall be promptly removed from use and clearly labeled to indicate their status. Such supplies shall be isolated from usable supplies until they are removed from the premises.
(g) Procedures must be approved, signed, and dated by the current laboratory director both initially and biennially thereafter.
(3) Quality Control Procedures. In accordance with CLIA requirements and any additional provisions of this rule, the laboratory shall perform control procedures to monitor the ability of the method or test system to give accurate, precise and reliable patient test results.

(a) Quantitative controls shall be of different concentrations that approximate the analytical range of that analyte, e.g., normal and abnormal patient values.
(b) No daily quality control testing is required for those tests listed as Provider-Performed Microscopy tests in 42 CFR 493.19(c)(1-9), provided the laboratory has instituted a quality assessment program containing the elements found in Rule 59A-7.031, F.A.C., Quality Assessment, to verify the accuracy of those tests at least every 6 months.
(c) All control procedures required above shall be documented and available to the Agency upon request.

(d) Use of Individualized Quality Control Plan (IQCP).
1. A laboratory is permitted to use IQCP testing pursuant to 42 CFR 493.1256(d) provided that those electronic, procedural or internal controls or combinations thereof are met; and the following requirements are met:
a. The plan describes the practices, procedures, and resources needed to ensure the quality of the testing performed.

b. The plan evaluates and identifies the potential failures and sources of error for the preanalytic, analytic and postanalytic phases of testing as it relates to specimen, the test system, reagent, environment, and testing personnel.

c. The plan’s evaluation includes specific assessment and documentation of how each step of the testing process is potentially impacted by the IQCP process; and evaluates each step of the testing process for potential sources of error.
d. The implications of reducing the frequency of the use of external controls and the possibility of providing inaccurate and unreliable test results are evaluated, found acceptable, and approved in writing by the laboratory director.

e. The choice of IQCP options described in 42 CFR 493.1256(d) is consistent with the extent to which the electronic, procedural or internal controls or combinations thereof ensure that the provisions of this rule are met.
f. All IQCP studies shall be composed of no less than 20 consecutive different test samples.
g. All IQCP evaluations, reevaluations, assessments, actions or other such IQCP studies shall be documented and available for review by the Agency.

2. After an acceptable IQCP evaluation has been completed in accordance with these rules, the laboratory is permitted to institute IQCP in lieu of external quality control requirements of 42 CFR 493.1256(d). However, if any of the following conditions occur, the laboratory shall cease testing or reinstitute the external quality control provisions of 42 CFR 493.1256(d):

a. A proficiency testing score of less than 80% is obtained for any of the last three proficiency testing events;

b. Personnel competency problems are identified;

c. Major preventive maintenance or replacement of critical parts occurs;

d. Any IQCP result that was outside acceptable limits as specified in 42 CFR 493.1256(d); or

e. When there is any indicator that inaccurate, imprecise or unreliable patient testing is being reported.

3. Before IQCP can be resumed, the laboratory must repeat the IQCP evaluation in accordance with the requirements of this rule and adjust the IQCP as the data warrants. External quality control procedures in accordance with 42 CFR 493.1256(d) shall be performed until the subsequent IQCP evaluation meets the requirements of this rule.

4. When an IQCP failure occurs, the laboratory must conduct an investigation to identify the cause of the failure and examine all patient test results reported during the time that the IQCP evaluation was used to determine if there was any clinical impact on the patients tested during that time. Appropriate action shall be taken and documented if such patient impact is found.
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59A-7.030 Special Requirements for Licensure: Specialties and Subspecialties.

The laboratory must establish and follow written quality control procedures for monitoring and evaluating the quality of the analytical testing process of each specialty and subspecialty in which it performs tests to assure the accuracy and reliability of patient test results and reports. The laboratory must meet the applicable quality systems requirements specified in CLIA in addition to Rule 59A-7.029, F.A.C., and the applicable requirements of Rule 59A-7.030, F.A.C., indicated below:
(1) Microbiology. The laboratory must maintain records that reflect the systems used and the reactions, measurements and observations for the specialty of microbiology and the subspecialties, analytes and tests included thereunder.

(a) Bacteriology.

1. Each shipment, batch or lot of bacitracin, catalase, cefinase, coagulase plasma, OPNG, Optochin, oxidase, spot indole, X, V, and X V reagents shall be checked with a positive control before being put into use and each week of use thereafter.

2. Each batch of media (prepared in-house), lot number (commercially prepared media that is not listed on NCCLS M22-A3 as exempt) shall be checked with a positive and negative control before being put into use.

3. Each shipment of antisera shall be checked with a positive and negative control before being put into use and each month of use thereafter.

4. Antibiotic sensitivity tests shall be performed in accordance with CLIA requirements.

(b) Mycobacteriology.

1. General requirements for mycobacteriology testing. Each laboratory accepting specimens for the staining, isolation, identification or susceptibility testing of mycobacteria is required to:

a. Ensure that all specimens for mycobacteria are handled in a manner that minimizes the potential for cross contamination.
b. Ensure that any specimen, isolate or other material requiring transportation to other laboratories for testing or storage is transported in an appropriate and timely manner in accordance with these rules.

c. Use a biological safety cabinet for all manipulations of mycobacterial isolates. The cabinet shall be tested, certified, and used according to the recommendations of the U.S. Department of Health and Human Services, Public Health Service, Centers for Disease Control and Prevention and National Institutes of Health set forth in the publication, “Primary Containment for Biohazards: Selection, Installation and Use of Biological Safety Cabinets”, Second Edition, U.S. Government Printing Office, Washington: September, 2000. This publication is incorporated by reference. This publication is available from the United States Government Printing Office, 732 North Capitol Street, N.W., Washington, D.C. or www.gpo.gov. Certification shall be conducted after the initial installation in the laboratory and any time the cabinet is moved, and at least annually thereafter. The laboratory must follow the manufacturer’s instructions for the operation of the cabinet if they exceed the requirements of these rules. The manufacturer’s instructions must be maintained by the laboratory and be available for review by the Agency.
d. Aerosol-free centrifuge cups are required if the laboratory uses a centrifuge for mycobacteriology testing.

e. Each laboratory shall notify its respective county health department of all specimens positive for mycobacteria pursuant to Sections 381.003(2) and 392.53(2), F.S. and Rule 64D-3.023, F.A.C.

f. Examination of smears, isolation, identification and susceptibility testing shall be done by methods that are generally accepted by leading authorities such as the Centers for Disease Control and Prevention (CDC).

g. Testing of all mycobacteriology specimens shall begin no later than 24 hours after receipt in the laboratory.

h. The laboratory shall report the receipt of unsatisfactory specimens to the authorized person ordering the test within 36 hours of receipt of that specimen in the laboratory.

2. Smears; performance and reporting.

a. An appropriately stained smear shall be examined microscopically for all sputum mycobacteriology specimens.

b. The reactivity of all stains for mycobacteria shall be tested with at least one organism that produces the expected staining reaction (positive) and one organism that shows the expected staining reaction does not occur (negative).

c. The laboratory must check fluorochrome stains for positive and negative reactivity each day of use.

d. The laboratory must check all other mycobacteria stains for positive and negative reactivity each week of use.

e. Reports of smears for mycobacteria shall indicate:
(I) An estimate of the number of mycobacteria seen per microscopic field.

(II) That smear results should be used as an adjunct in evaluating a patient’s tuberculosis status; and,
(III) That examination by culture is recommended for the primary diagnosis of M. tuberculosis.

(IV) If the laboratory has referred the specimen to another laboratory for further testing, the name and location of the laboratory to which the specimen was sent, and the date the specimen was sent to that laboratory.

f. If the smear results indicate the presence of mycobacteria, the report results shall be communicated by telephone or electronic transmission to the person authorized to use the test results within 48 hours of receipt of the specimen.

g. Stained slides that are positive for mycobacteria shall be retained for at least one year from the date that the specimen is received in the laboratory.

h. Stained slides that are negative for mycobacteria must be retained for no less than 90 days.

i. If the laboratory performs only smears for mycobacteria, any specimen whose smear results indicate the presence of mycobacteria or that requires additional testing for M. tuberculosis complex must be shipped by courier or overnight mail to a laboratory capable of performing additional isolation, identification and susceptibility testing.

3. Isolation of mycobacteria; performance and reporting.

a. All digested, decontaminated, or concentrated specimens for the primary isolation of mycobacteria shall be inoculated to a suitable liquid medium. In addition to the inoculation of a liquid media, at least one suitable selective solid medium shall be inoculated at the same time. Solid media inoculation is not required for blood specimens processed with a radiometric broth or other rapid growth systems.

b. The laboratory that identifies M. tuberculosis complex is responsible for assuring that susceptibility testing is performed on all initial patient isolates. If the laboratory cannot determine if the specimen is an initial isolate, the laboratory is responsible for assuring that susceptibility testing is performed on that specimen. If such testing cannot be done in the laboratory that isolates the M. tuberculosis complex, the specimen shall be shipped by courier or overnight mail to a Florida licensed laboratory capable of such testing. The laboratory shall retain a subculture of the isolate for newly diagnosed or relapsed patients on a suitable medium for at least one year after receipt of the specimen in the laboratory. In lieu of retaining this subculture, the laboratory is permitted to send the subculture to the State of Florida Department of Health Central Laboratory. The laboratory shall retain a record indicating the date that the subculture was transported to the Department of Health Central Laboratory.

c. If the laboratory presumptively isolates but does not identify M. tuberculosis complex:

(I) The specimen must be shipped by courier or overnight mail to a laboratory capable of performing identification and susceptibility testing; and

(II) The laboratory must issue a report indicating the presumptive isolation of M. tuberculosis complex that includes the name and location of the laboratory to which the specimen was sent.

4. Identification of mycobacteria; performance and reporting.

a. The laboratory must use a rapid method, such as but not limited to, nucleic acid probes or high pressure liquid chromatography (HPLC) to presumptively or specifically identify M. tuberculosis complex. If such testing cannot be done in the laboratory, the culture shall be shipped by overnight courier or overnight mail in a timely and appropriate manner to a Florida licensed laboratory capable of such testing.

b. Each shipment or each new lot number of commercial test system or test reagent(s) must be tested with at least one organism that produces the expected reaction (positive) and one organism that shows the expected reaction does not occur (negative).

5. Susceptibility testing of mycobacteria.

a. Antimycobacterial sensitivity tests shall be performed in accordance with CLSI specifications contained in NCCLS M24-A, Volume 23, Number 18 “Susceptibility Testing of Mycobacteria, Nocardiae, and Other Aerobic Actinomycetes; Approved Standard”, incorporated by reference herein. This document is available from Clinical and Laboratory Standards Institute, 940 West Valley Road, Suite 1400, Wayne, PA 19087-1898 or www.clsi.org.

b. Laboratories performing susceptibility testing must identify M. tuberculosis. If an isolate received is identified as Mycobacterium tuberculosis or Mycobacterium tuberculosis complex, the laboratory performing susceptibility testing must ensure that the identification is confirmed before susceptibility testing is reported.

c. For susceptibility tests performed on M. tuberculosis complex isolates, the laboratory must check the procedure each week of use with a strain of M. tuberculosis susceptible to all antimycobacterial agents tested.

d. All initial isolates of M. tuberculosis complex must be tested using a rapid method against the following first-line tuberculosis drugs:

(I) Rifampin;
(II) Isoniazid;
(III) Ethambutol; and,
(IV) Streptomycin.
e. If a laboratory does not have the capability to perform any of the susceptibility testing for these first-line drugs, the isolate must be sent by overnight courier or overnight mail to a laboratory capable of performing such testing.

f. Susceptibility tests of all initial isolates of M. tuberculosis complex that show resistance to one or more first-line drugs are required to be confirmed either by a different susceptibility method or by another laboratory capable of performing such testing.

g. For all initial isolates of M. tuberculosis complex, if resistance is found to one or more first-line drugs, additional susceptibility testing must be performed using second-line drugs. If this additional susceptibility testing is not performed in-house, isolates must be shipped via overnight courier or overnight mail to a laboratory capable of performing such testing.

h. For susceptibility tests performed on Mycobacterium tuberculosis isolates, the laboratory must check the procedure each week of use with a strain of Mycobacterium tuberculosis susceptible to all antimycobacterial agents tested.

i. Reports confirming the identification of initial isolates of M. tuberculosis complex shall be communicated to the person authorized to use the test results as soon as they are available to the laboratory.

(2) General Immunology and Syphilis Serology. In addition to the CLIA requirements for General Immunology, and Syphilis Serology, the laboratory shall ensure that confirmatory testing of all HIV positive test results is conducted before any positive test result is reported as required in Sections 381.004 and 381.0041(5), (6), F.S., and rules promulgated thereunder. The confirmatory test must use a methodology different from the original positive test and have sensitivity and specificity equal to or greater than the original test used. 

(3) Hematology. In addition to the CLIA requirements for Hematology, the laboratory shall meet the following requirements:

(a) Prothrombin time. Prothrombin time shall be reported in seconds and incorporate the use of International Normalized Ratio (INR) calculations for patient reporting. 

(b) Blood Smears for Manual Differential. Smears of blood, bone marrow or their components shall be prepared for examination and examined in accordance with recognized practice in the specialty of hematology. The uniformity and staining of smears shall be of diagnostic quality. Morphologic abnormalities of red blood cells, white blood cells, or platelets shall be recorded and reported. Whenever possible, manual differential cell counts are to be performed on no less than 100 individual cells. When fewer than 100 cells are examined, the report shall indicate the actual number of cells counted. The laboratory shall maintain for a minimum of two years documentation that initial smears that are interpreted as suspicious for malignant cells are reviewed and confirmed by a laboratory director qualified under Chapter 483, Part III, F.S., according to the limitations described in Section 483.111, F.S.

(4) Cytology. In addition to the CLIA requirements for Cytology, the laboratory shall:
(a) Review no less than 10% of all gynecological smears reported as negative; and,
(b) This review shall be performed by a cytology director or supervisor licensed in cytology under Chapter 483, Part III, F.S. The same individual who originally screened the slide shall not conduct this review.

(5) Pathology, Cytology, Histopathology, and Free-standing Histology and Cytology Centers. In addition to the CLIA requirements for Pathology, Cytology and Histopathology, the laboratory or center shall meet the following requirements:

(a) Each facility performing histology and cytology preparation must employ and maintain a system that provides for proper preparation, identification, preservation, transportation, and processing of all specimens, slides, blocks, and associated materials. This system must assure patient specimen integrity and positive identification throughout the entire preparation process.

(b) Procedures for specimen submission and handling. The laboratory must have available and follow written policies and procedures for methods used for specimen acceptance, specimen labeling, specimen preservation, conditions for specimen transportation and specimen processing. Such policies and procedures must assure positive identification and integrity of patient specimens from the time the facility takes possession of the specimen(s) until processing has been completed and the product received by the interpreting laboratory.

(c) A positive control slide of known reactivity must be included with each slide or group of slides stained together for differential and special stains. Fluorescent and immunohistochemical stains must be checked for positive and negative reactivity each time of use. Each facility shall develop a mechanism whereby interpreters of the slide have access to a visual representation of the stained control slide for its respective slides.

(d) All patient and control stained slides or their visual representation shall be maintained by the entity that interpreted the specimen for at least ten years from the date of examination. All specimen blocks shall be maintained by the entity that interpreted the specimen for at least two years from the date of examination.

(e) Tissue remnants shall be maintained in a manner that assures proper preservation until the portions submitted for microscopic examination have been examined and a diagnosis reported by the individual qualified to interpret such materials provided under the applicable portions of subsection 59A-7.035(1), F.A.C.

(f) Provisions shall be made for the handling and storage of tissues, blocks, slides and records in accordance with CLIA requirements. The laboratory is permitted to store these items off the immediate laboratory premises so long as they are available to the laboratory within twenty-four hours.

(g) All stains and solutions shall be changed at intervals to assure quality staining, but no less than that recommended by the manufacturer.

(h) Paraffin baths temperature shall be documented each day of use.

(i) All automated and semi-automated slide reading devices are subject to the provisions of these rules.

(j) Additional requirements for free-standing histology centers:

1. A free-standing histology center is permitted to prepare slides only for entities that are licensed pursuant to Chapter 483, Part I, F.S., and certified by CLIA to perform histopathology or oral pathology.

2. A free-standing histology center shall comply with all the provisions of this rule as they apply to the activities performed.

3. A free-standing histology center is not required to meet the proficiency testing provisions of Rules 59A-7.025 and 59A-7.027, F.A.C.

4. A free-standing center shall participate at least twice annually in an external program, such as proficiency testing, to evaluate the quality of its special stains.

5. Each free-standing histology center shall have a valid contract or agreement with each entity for which it prepares slides. At a minimum this document shall contain the following:

a. Services to be provided;

b. Provisions for the transport of unprocessed tissue and other specimens from the laboratory or healthcare provider;

c. Provisions for the transport of slides, embedded material and any non-embedded material from the slide preparation facility to the clinical laboratory where the slides will be read; and,
d. Contact information for personnel in the free-standing histology center and the clinical laboratory interpreting the slide who are responsible for transportation of materials.

6. Any tissue, portion of tissue or other specimen not embedded shall not be stored in the slide preparation facility and shall be returned to the clinical laboratory interpreting the slides as soon as practical, but no more than 14 days after the specimen has been reported by the interpreting laboratory.

7. The free-standing histology center shall establish, implement and maintain a tracking system that is capable of identifying each specimen received the status of that specimen within the facility and its transportation system; and the disposition of slides, blocks, and tissue remnants. At a minimum, the tracking system must include:

a. Patient name;

b. Unique identification number;

c. Date the specimen was received by common carrier or date the specimen was accepted by facility transportation personnel;

d. Condition received (acceptable, unacceptable, etc.);

e. Date processing began;

f. Date slides were completed and released for transportation to the interpreting clinical laboratory;

g. Date transported to the interpreting laboratory; and,
h. Any applicable notations regarding the receipt, processing, or transportation of the specimen.

(6) Immunohematology/Blood Banking.

(a) In addition to the CLIA requirements for Immunohematology/Blood Banking, the laboratory shall meet the following requirements:

1. Employ a control system capable of detecting false positive D(Rho) test results.

2. Establish and follow a policy specifying when testing for weak D(Du) must be performed.

3. For each antiglobulin test interpreted as negative, employ an appropriate quality control system to ensure the proper functioning of the test system.

4. Ensure that the ABO group of any uncrossmatched unit to be used for emergency transfusion has been confirmed and matches the ABO group indicated on the unit label prior to its administration.
(b) Laboratories that provide blood and blood products storage facilities shall develop and implement policies and procedures for:

1. The issue and re-issue of blood and blood products;

2. The return of blood after it has been issued;

3. Positive identification for patients;
4. The isolation of untested or potentially infectious blood or blood products;

5. Power failure protection for temperature controlled areas containing blood or blood products, including audible alarms; and,
6. Response to alarms.

(7) Clinical Cytogenetics and Fluorescence in situ Hybridization (FISH) Testing for Medical Genetics. In addition to the CLIA requirements for cytogenetics, the laboratory shall meet the following requirements:

(a) Laboratories shall ensure that the type of banding and banding resolution shall be applicable to the case when an appropriate clinical diagnosis is provided, and to the type of tissue studied. A minimum of two adequately banded karyotypes must be prepared. Certain tissue types having abnormalities may require additional karyotypes. A sufficient number of metaphases must be counted and analyzed to ensure that a band-by-band comparison of all homologous chromosomes has been accomplished and has been documented. Clinical diagnoses and/or initial laboratory findings shall be assessed by the laboratory to indicate the need to count or analyze additional metaphases, create additional karyotypes, perform special banding techniques, or perform special hybridization techniques. It is the responsibility of the testing laboratory to identify and perform these additional analyses when needed, as current standards of medical care might dictate.

(b) The sole use of interphase nuclear observations for the purposes of determining the chromosomal status of a patient both for constitutional and acquired chromosome abnormalities shall be limited to those circumstances where these technologies have demonstrated a clear superiority to full chromosome analysis for clinical diagnostic purposes. Only full chromosome analysis shall be permitted, other than under those circumstances where limitations might be imposed by specimen quality and quantity. All other techniques shall be adjunctive only and the patient report shall so indicate.

(c) For lymphocyte and constitutional fibroblast cultures, a total of 20 metaphase spreads from two different cultures should be counted, and a minimum of five metaphases analyzed. When high resolution analysis is requested on constitutional peripheral blood samples, only focused high resolution analysis shall be performed. If non-focused, full high resolution analysis is requested and an attempt made to perform such testing, a statement regarding the limitations of this type of testing must be provided on the final report. Requests for non-focused full high resolution analysis shall be discouraged by the laboratory.

(d) For amniotic fluid and chorionic villus cultures, a minimum of two culture vessels should be employed. A minimum total of 15 colonies and 15 metaphase spreads, or a total of 20 metaphase spreads should be counted. For chorionic villus specimens, a total of 20 metaphase spreads should be counted. For both types of specimens, a minimum of five metaphase spreads must be analyzed.

(e) For oncology specimens (e.g., bone marrow, leukemic blood, lymph node, solid tumor), a total of 20 metaphase spreads from two different cultures should be counted and analyzed.
(f) Laboratory records shall include media utilized, cell culture handling steps, dates of processing, number of cells examined (counted and analyzed), and number of karyotypes produced.

(g) Laboratory testing records and reports shall document and clearly distinguish any communication with the authorized person requesting the test when specimens are so inadequate that the uniform application of these rules cannot be applied. The reason(s) for the specimen inadequacy, when known, are to be included in the testing records and final patient report. In those cases where some aspect of specimen inadequacy leads to the inability to apply uniform or complete application of standards, specimens should still be processed whenever there is a reasonable possibility of achieving some success from a partial analysis.

(h) The laboratory must compare clinical information, when available, with the cytogenetic report and if discrepancies are found, attempt to determine the causes of those discrepancies.
(i) Accurate and correct nomenclature endorsed by the International System for Human Cytogenetic Nomenclature, 2005, Recommendations of the Standing Committee on Human Cytogenetic Nomenclature, incorporated by reference, shall be used in the final report. The final report shall also include clinical recommendations for follow-up or further studies, the number of metaphases counted and analyzed, the number of karyotypes prepared, the date of specimen reception, and date of reporting.
(j) Fluorescence in situ Hybridization (FISH) Testing.
1. Manufacturing source and specific identification of probe(s) employed, as well as number of cells evaluated and hybridization results obtained, shall be reported.
2. The following specific disclaimer must be included in the report: “This test was developed and its performance characteristics determined by (laboratory name). This test may not be cleared or approved for specific uses by the U.S. Food and Drug Administration.”
3. The reporting of preliminary normal results is prohibited; normal results will be reported only after a complete analysis has been performed.

(k) Final reports, photographic negatives, and computer image storage media shall be retained for a minimum of five years. Microscope slides employed for counting and analyzing, and other laboratory and accessioning documents shall be retained for two years. For FISH studies, photographic or digitized images must be retained for a minimum of five years. At least one cell image for normal findings, two cell images for abnormal results, and one cell image for each target where more than 2 chromosomal loci are targets in a single test must be retained.

(l) Both commercially available and in-house developed FISH probes must be validated in two ways, both including sensitivity and specificity: probe validation/chromosome localization, and assay validation. Comparable analytic sensitivity and specificity must be established for each new lot of FISH probe.

(m) Reference ranges for all FISH probes must be monitored either through biannual review or continuous quality monitoring of test results.

(n) Internal or external controls must be run for each FISH assay.

(8) Chemistry and Histocompatability. The quality control requirements for the specialties of chemistry, cytogenetics and histocompatability shall meet the CLIA requirements and the requirements of Rule 59A-7.029, F.A.C.
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59A-7.031 Quality Assurance.

(1) Each laboratory must establish and follow written policies and procedures for a comprehensive quality assurance program which is designed to monitor and evaluate the ongoing and overall quality of the total testing process (pre-analytic, analytic, post-analytic). The laboratory’s quality assurance program must evaluate the effectiveness of its policies and procedures; identify and maintain correction of problems; assure the accurate, reliable and prompt reporting of test results; and assure the adequacy and competency of the staff. The laboratory must revise policies and procedures based upon the results of those evaluations as applicable. The laboratory must meet the standards of this Rule as they apply to the services offered, test results reported, and the unique practices of each testing entity.

(2) Patient test management assessment. The laboratory must have an ongoing mechanism for monitoring, evaluating and revising the systems required under Rule 59A-7.028, F.A.C. Any element deemed inadequate based on this review must be revised by the laboratory and documented.

(3) Quality control assessment. The laboratory must have an ongoing mechanism to evaluate the corrective actions taken under subsection 59A-7.029(8), F.A.C. Ineffective policies and procedures must be revised based on the outcome of the evaluation. The mechanism must evaluate and review the effectiveness of corrective actions taken.

(4) Proficiency testing assessment. Under Rule 59A-7.025, F.A.C., the corrective actions taken for any unacceptable, unsatisfactory, or unsuccessful proficiency testing result(s) must be evaluated for effectiveness.

(5) Comparison of test results.

(a) If a laboratory performs the same test using different methodologies or instruments, the laboratory must have a system that evaluates and defines the relationship between test results using the different methodologies, instruments, or testing sites at least every six months.

(b) If a laboratory performs tests for which proficiency programs are not available, the laboratory must have a system for verifying the accuracy of its test results at least every six months.

(6) Relationship of patient information to patients test results. For internal quality assurance, the laboratory must have a mechanism to identify and evaluate patient test results that appear inconsistent with criteria such as:

(a) Patient age;

(b) Sex;

(c) Diagnosis or pertinent clinical data;

(d) Distribution of patient test results; and,
(e) Relationship with other test parameters.

(7) Personnel assessment. The laboratory must have an ongoing mechanism to evaluate the effectiveness of its policies and procedures for assuring employee competence.

(8) Communications. The laboratory must have a system in place to document problems that occur as a result of breakdowns in communication between the laboratory and the authorized individual who orders or receives the results of test procedures or examinations. Corrective actions must be taken, as necessary, to resolve the problems and minimize communications breakdowns.

(9) Complaint investigations. The laboratory must have a system in place to assure that all complaints and problems reported to the laboratory and subsequent investigations and corrective actions are documented. Investigations of complaints must be conducted and corrective actions must be instituted for every confirmed complaint.

(10) Quality assurance review with staff. The laboratory must have a mechanism for documenting and assessing problems identified during quality assurance reviews and discussing them with the staff.

(a) The laboratory must take corrective actions that are necessary to prevent recurrence.

(b) For analyses involving slide review, test slides with abnormal findings shall be available for review by clinical laboratory personnel.

(11) Quality assurance records. The laboratory must maintain documentation of all quality assurance activities including problems identified and corrective actions taken. All quality assurance records must be available to the agency and maintained for a period of 2 years unless otherwise specified in this rule.
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59A-7.032 Inspection of Laboratories.

(1) Any laboratory submitting an application for licensure under Chapter 483, Part I, F.S., six months after the effective date of this rule shall be inspected prior to issuance of a licensure certificate.

(2) Laboratory inspections.

(a) The agency shall conduct unannounced or announced inspections on at least a biennial basis of any laboratory at any time during its hours of operation, except that laboratories issued a licensure certificate of exemption shall be inspected on a random basis to verify compliance with applicable requirements of Chapter 59A-7, F.A.C. and Chapter 483, Part I, F.S.

1. In compliance with requirements of Section 483.061(1), F.S., laboratories operated under Section 483.035, F.S., shall be given no less than three working days notice of an impending licensure inspection.

2. Laboratories referenced in subparagraph 59A-7.032(2)(a)1., F.A.C., are authorized to request to reschedule a licensure inspection no more than two times. A minimum of twenty four hours notice prior to the scheduled inspection date must be given. Otherwise, the laboratory will be subject to the provisions of paragraph 59A-7.032(2)(i), F.A.C.

(b) The agency shall inspect an out-of-state clinical laboratory at the expense of such laboratory to determine that the laboratory meets requirements of Chapter 483, Part I, F.S.

1. Upon completion of any survey conducted pursuant to paragraph 59A-7.032(2)(b), F.A.C., the laboratory will be notified to remit payment to the agency to cover all travel costs associated with the inspection.

2. Failure to submit the required inspection payment within sixty days of notification that such payment is due shall result in revocation of licensure and denial of reapplication as provided in Section 483.221, F.S.

3. The provisions of paragraph 59A-7.032(2)(c), F.A.C., shall apply if an out-of-state laboratory is accredited.

(c) The agency shall accept, in lieu of biennial inspections for licensure, inspections of laboratories by approved accrediting programs which shall include all post inspection activities required by the agency. The agency shall accept such inspections if the inspection results in the unrestricted accreditation or licensure of the laboratory, if the agency is provided all reports of inspections and post inspection activities and if such inspections are conducted by an entity meeting the requirements of Rule 59A-7.033, F.A.C.

1. The agency shall conduct unannounced or announced, random validation inspections of any accredited laboratory at any time during its hours of operation.

2. The agency shall conduct a full inspection if a survey has not been conducted within twenty four months of the previous accreditation inspection and the laboratory must pay the licensure fee specified in Section 483.172(2), F.S.

3. The agency shall conduct a full inspection if the requirements of paragraph (c) or Rule 59A-7.033, F.A.C., are not met and the laboratory must pay the licensure fee specified in Section 483.172(2), F.S.

4. The agency shall conduct an on-site inspection of any specialties for which a laboratory is licensed that is not included in the inspection by the approved accreditation program and the laboratory must pay the licensure fee specified in Section 483.172(2), F.S., for the specialties inspected.

(d) The agency will conduct unannounced complaint investigations of any laboratory at any time during its hours of operation upon receiving a complaint about that laboratory.

(e) The laboratory shall be required, as part of its inspection or complaint investigation, to:

1. Test samples (including proficiency testing samples) or perform procedures;

2. Allow the agency to interview all employees of the laboratory concerning the laboratory’s compliance with the applicable requirements of this rule and Chapter 483, Part I, F.S.;

3. Permit employees to be observed performing tests (including proficiency testing specimens), data analysis and reporting;

4. Permit the agency access to all areas of the facility; and,
5. Provide copies to the agency of all records and data it requires under this rule and Chapter 483, Part I, F.S.

(f) The laboratory must have all records and data accessible and retrievable during the course of the inspection.

(g) The laboratory must provide upon request all information and data needed by the agency to make a determination of the laboratory’s compliance with the applicable requirements of this rule and Chapter 483, Part I, F.S.

(h) The agency shall conduct a post inspection survey of a laboratory at any time to evaluate the ability of the laboratory to consistently provide accurate and reliable test results or verify correction of previously cited deficiencies within time frames submitted by the laboratory.

(i) Failure to permit an inspection, including post inspection survey, under this subsection will result in administrative action taken against the laboratory’s license up to and including revocation of licensure pursuant to Sections 483.201, 483.221 and 483.23, F.S.
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59A-7.033 Acceptance of Accreditation Inspections.

(1) In order for an accreditation inspection to be accepted by the agency, the laboratory must be surveyed by an approved accreditation program as defined in Rule 59A-7.020, F.A.C. The agency shall accept inspections performed by such programs only if the provisions of Section 483.061(4)(a), F.S., are met. Inspections conducted by state licensure programs granted exempt status by the Centers for Medicare and Medicaid Services shall be accepted only for out of state laboratories.

(2) Such organizations must:

(a) Conduct inspections of all laboratories accredited by that organization at least once every two years;

(b) Conduct follow-up inspections, where applicable, to verify compliance with this part;

(c) Ascertain during on-site inspections that the laboratory’s licensure certificate is displayed and is current as required under Chapter 483, Part I, F.S.;

(d) Ascertain during on-site inspections that all laboratory personnel are duly licensed as required under Chapter 483, Part III, F.S., and that personnel performing testing at alternate test sites are qualified according to requirements specified in subsection 59A-7.034(5), F.A.C.;

(e) Submit inspection reports to the agency within 45 days of a survey. Such report shall consist of the following:

1. Checklist indicating specialties inspected and verifying compliance with accreditation or licensure standards as applicable, as well as noted items required under this part and not included in the accreditation survey;

2. Listing of all laboratory personnel employed by the facility at the time of inspection by shifts and their Florida licensure status;

3. Evidence of approval of current accreditation or licensure as well as a copy of any action taken against the laboratory, where applicable; and,
4. Statement of deficiencies and plan of correction for deficiencies cited.

(f) Notify the agency as soon as possible not to exceed three working days of the inspection date of imminent life threatening findings;

(g) Notify the agency within 30 days of any adverse action, termination or withdrawal of accreditation or licensure status from a laboratory, whether voluntary of involuntary;

(h) Annually, provide the agency with a listing of all accredited laboratories and the scheduled date of inspections; and,
(i) Provide the agency upon request, a copy of any inspection or post inspection report composed of the statement of deficiencies and statement of corrective action in response to deficiencies cited during the inspection.
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59A-7.034 Alternate-Site Testing.

(1) Agency Intent: This rule implements Section 483.051(9), F.S., regarding criteria for alternate-site testing to be preformed under the supervision of a clinical laboratory director.

(2) Location and Required Licensure of Alternate-Site Testing: All alternate-site testing must be performed on the same or adjoining grounds, and on the physical premises of, the hospital facility licensed under Chapter 395, F.S. Alternate-sites are sites that are located outside of the physical or administrative confines of the central laboratory, but still under the administrative control of the hospital.

(a) Hospitals may hold more than one clinical laboratory license. For each clinical laboratory license held by the hospital, a licensed clinical laboratory director must supervise the laboratory and any alternate-sites of that licensed laboratory.
(b) The laboratory must be licensed in all specialties or subspecialties in which testing is performed at the alternate-sites. Testing at these sites shall be limited to those tests for which the laboratory director or designated supervisory laboratory personnel are licensed pursuant to Title 64B3, F.A.C., and authorized under Chapter 59A-7, F.A.C.

(c) Alternate-site locations must be listed on any hospital clinical laboratory licensure application submitted to the Agency.

(3) Supervision of Alternate-Site Tests: All alternate-site tests must be performed under the supervision of the clinical laboratory director who is responsible for all laboratory testing conducted under the hospital’s clinical laboratory license(s).

(4) Hospital Internal Needs Assessment:

(a) The laboratory director in consultation with the appropriate medical staff shall prepare an internal needs assessment for alternate-site testing. Each testing site assessment shall include an evaluation of patient benefits and criteria for such testing, location of alternate-site, population to be served, and an evaluation of proposed instruments or testing methodologies to determine if the requirements listed in subsections (7) through (9) are met.

(b) The selection of alternate-site test methods shall assure that performance and operational characteristics meet the clinical requirements for the intended alternate-site testing location. The internal needs assessment shall include an evaluation of proposed methodologies for tests to be performed at the alternate-sites composed, at a minimum, of evaluation of accuracy, precision, comparison of test results with the hospital laboratory, instrument performance, maintenance requirements, reagent preparation, if applicable, storage and availability of supplies such as reagents, controls and proficiency samples for the testing site and a written validation procedure.

(c) Alternate-site testing shall only be conducted at sites where the director has established and documented in the internal needs assessment that such testing is necessary for the proper care and treatment of patients.

(d) The internal needs assessment must be reviewed and approved by the laboratory director prior to initiation of testing at any alternate-test site and biennially thereafter.

(e) All records related to the internal needs assessment for the purpose of alternate-site testing must be readily available for inspection by the Agency and any other surveying agency including accrediting organizations, if the laboratory is accredited, for a minimum of two years after testing is discontinued.

(5) Written Protocols and Quality Assurance Programs:

(a) A written protocol shall be established by the laboratory director and implemented according to the service(s) being performed at the alternate-site as required under subsection 59A-7.029(3), F.A.C., applicable to tests performed.

1. There shall be a procedure manual at each site where alternate-site testing is performed.

2. The alternate-site procedure manual shall specifically address the alternate-site testing done at that location.

3. The procedure manual shall be reviewed and signed, documenting that it has been reviewed biennially by the laboratory director.

(b) The laboratory director is responsible for developing a quality assurance program that is appropriate for the test methods used at the alternate-testing site as required under Rule 59A-7.031, F.A.C. Criteria for repeating a result or obtaining a sample for assay in the hospital laboratory must be outlined by the director and included in the quality assurance program.

(c) The laboratory must maintain the capability of verifying the validity of test results obtained at the alternate-test site as specified in Rule 59A-7.029, F.A.C.

(6) Recordkeeping Requirements:
(a) All records of personnel authorized to perform alternate-site testing must be readily available for inspection by the Agency and any other surveying agency including accrediting organizations if the laboratory is accredited. These records shall include the name of each person performing such testing and documentation that each individual performing alternate-site testing is licensed by the state or certified by a national organization in a health care profession as required in subsection 59A-7.034(8), F.A.C., initial and ongoing competency evaluations, in-service training, and any corrective actions.

(b) Results of all testing performed shall be made a part of the patient’s permanent medical record and shall meet the requirements specified in Rule 59A-7.028, F.A.C.

(c) Records of alternate-site tests, testing locations, quality control, evaluation of accuracy, precision, correlation studies, instrument performance, instrument maintenance, and the internal needs assessment for the tests, must be maintained for a minimum of two years after testing is discontinued and available to any surveying agency including an accrediting organization if the laboratory is accredited.

(7) Alternate-Site Testing Personnel Requirements: Staff performing the testing at these alternate-sites, as authorized under this subsection, are not required to be licensed under Chapter 483, Part III, F.S., as clinical laboratory personnel.

(a) Testing personnel shall have a high school diploma, or its equivalent, and have met the HIV/AIDS educational requirements pursuant to Section 381.0035, F.S. In addition, all testing personnel in the alternate-test site locations shall meet one of the following requirements:

1. Is licensed as an advanced registered nurse practitioner, a registered nurse or licensed practical nurse pursuant to Chapter 464, F.S.;
2. Is licensed as a radiologic technologist pursuant to Chapter 468, Part IV, F.S.;
3. Is licensed as a respiratory care practitioner certified in critical care services or a respiratory therapist pursuant to Chapter 468, Part V, F.S.;
4. Is a phlebotomist certified by the American Society of Clinical Pathologists (ASCP), National Certification Agency for Medical Laboratory Personnel (NCA), American Society of Phlebotomy Technicians (ASPT) or American Medical Technologists (AMT);
5. Is licensed as a physician assistant pursuant to Chapters 458 and 459, F.S.;
6. Is a perfusionist certified by the American Board of Cardiovascular Perfusion, determined eligible for certification by the American Board of Cardiovascular Perfusion, or has two years of clinical experience in cardiovascular perfusion with 100 clinical perfusions conducted as of January 1, 1981;
7. Is a cardiovascular technician certified by the Cardiovascular Credentialing International (CCI);
8. Is licensed as a director, supervisor, technologist or technician under Chapter 483, Part III, F.S., or exempt from such licensure as provided in that chapter;
9. Is a licensed Emergency Medical Technician (EMT) or Paramedic pursuant to Chapter 401, F.S., or

10. Meets the staff training and education requirements set out in the alternate-site policy and procedure manual developed by the laboratory director for individuals performing tests categorized as waived. Individuals who meet such staff training and education requirements for performing tests categorized as waived, but who do not meet the requirements for performing moderate complexity tests as provided under this rule, are restricted to performing tests categorized as waived.
(b) The laboratory director will determine if the above listed personnel are suitable to perform testing at the alternate-site. The laboratory director shall:
1. Ensure that testing personnel are limited to those who meet the requirements of paragraph 59A-7.034(7)(a), F.A.C., and,
2. Establish methods for the evaluation of competency to verify that alternate-site testing personnel perform procedures and report tests results promptly and accurately. Evaluation of competency shall include:

a. Specimen collection, handling and storage including infection control procedures;

b. Skills required to perform the test method;

c. Skills required to perform preventive maintenance, troubleshooting, and calibration procedures, applicable to the testing methodologies;

d. Demonstration of knowledge of reagent stability and storage applicable to the test system in use;

e. Skills required to implement quality control policies and procedures and evaluate quality control results;

f. An awareness of factors that influence test results;

g. Skills required to assess and verify the validity of patient test results through the assessment of quality control testing outcomes;

h. Demonstration of knowledge of patient preparation for each test performed;

i. Demonstration of knowledge of infection control procedures; and,
j. Demonstration of knowledge of reporting procedures for life threatening results.

(c) Successful completion of a training program approved by the Board of Clinical Laboratory Personnel provided under Section 483.811, F.S., shall meet the minimum training requirements specified in paragraph (c), above.

(8) Responsibilities of the Laboratory Director Pertaining to the Alternate-Test Site: 

(a) The laboratory director shall ensure validation of personnel competency, which shall include review of test results, quality control records, proficiency testing results and preventive maintenance records; direct observation of test performance and instrument maintenance; and assessment of performance through testing previously analyzed specimens, internal blind samples, or proficiency testing samples.

(b) Evaluation of competency for alternate-site testing personnel must be performed prior to initiation of patient testing and at least annually thereafter.

(c) Documentation of licensure or certification, as applicable, pursuant to subsection 59A-7.034(8), F.A.C., and competency evaluations must be maintained during the tenure of all testing personnel and for a minimum of two years thereafter and made available to the agency at the time of inspection.

(9) Tests Performed: Only test procedures approved by the clinical laboratory director and documented in the internal needs assessment in accordance with Rule 59A-7.034, F.A.C., shall be performed at the alternate-test site.

(a) Tests performed at these sites shall not exceed moderately complex test procedures and must:

1. Employ specimens that require no manual specimen or reagent manipulation, treatment, extraction, centrifugation, separation or any other processing of any kind by the operator, as determined by the clinical laboratory director; and,
2. Utilize automated test systems in which a specimen is directly introduced into the system. Such instrumentation shall automatically provide for instrument calibration without access by the operator to modify or adjust calibration limits. If the instrument has a requirement to establish quality control ranges, the ranges must be established by appropriately licensed clinical laboratory personnel.

(b) Alternate-test sites are also permitted to perform moderately complex testing on bodily fluids such as amniotic fluid, which require minimal preparation as determined by the laboratory director.
(c) Data output must be directly reportable in the final units of measurement needed for patient care without need for data conversion or other manipulation, with the exception of heparin concentration, heparin assay, heparin dose response and thrombelastograph tests, which shall be interpreted by the attending physician.

(d) Electronic instrumentation must have a mechanism whereby the operator is alerted when patient results exceed the reportable operating range of the test method and when calibration is not acceptable; such results shall not be used for the diagnosis, treatment, management or monitoring of patients as required under Rule 59A-7.029, F.A.C., and shall be validated through the central laboratory.

(10) The Agency shall take administrative action pursuant to Sections 483.201, 483.221, 408.806, 408.813, 408.814, 408.816 and 483.23, F.S., where the agency determines that said sites have operated in violation of Chapters 483, Part I, and 408, Part II, and the provisions of Chapters 59A-7 and 59A-35, F.A.C. In addition, pursuant to Sections 408.813, 408.814, 408.816, 483.201, 483.221 and 483.23, F.S., in the event of such a violation, the Agency shall take administrative action up to and including revocation of the laboratory license of the laboratory maintaining the alternate-testing site.
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59A-7.035 Staffing Requirements.

(1) The laboratory must be staffed with a director(s) who meets the qualifications specified under Chapter 483, Part III, F.S.

(a) Laboratory director responsibilities. The director is responsible for the technical and scientific oversight of the laboratory and must be available to the laboratory to provide supervision as specified in this rule. The laboratory director is also responsible for the overall operation and administration of the laboratory and for assuring compliance with Chapter 483, Part I, F.S., and this rule.

1. The laboratory director, if qualified, is authorized to perform the duties of the general supervisor, and clinical laboratory testing personnel, or delegate these responsibilities to personnel meeting the qualifications set forth in Chapter 483, Part III, F.S., and Title 64B3, F.A.C.

2. If the laboratory director delegates performance of his or her responsibilities he or she remains responsible for ensuring that all duties are properly performed.

3. The laboratory director shall be required to be in attendance in the laboratory during working hours for a time period commensurate with the type and volume of testing conducted.

4. Each individual shall direct no more than five laboratories.

5. If the director is to be continuously absent from the laboratory for more than one month, it shall be the director’s and owner’s responsibility to make arrangements for a qualified substitute director. Such arrangements must be documented in writing and available for review by the agency.

6. The director must ensure that the laboratory employs personnel qualified under Chapter 483, Part III, F.S. and Title 64B3, F.A.C., to provide consultation, supervise and accurately perform tests and report test results according to this rule and within the limitations described in Section 483.111, F.S.

(b) The laboratory must have at least one director who is qualified under Chapter 483, Part III, F.S., and provides, in addition to responsibilities specified under paragraph 59A-7.035(1)(a), F.A.C., clinical consultation as required for Clinical Consultants prescribed under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder as described in subsection 59A-7.020(6), F.A.C.

(2) Supervisor. The laboratory must have one or more supervisors.

(a) The supervisor must be licensed under Chapter 483, Part III, F.S., in accordance with Title 64B3, F.A.C., for all tests performed in the laboratory except that the supervision of respiratory care practitioners, clinical laboratory personnel, and other persons performing blood gas analysis and specimen collection for the purpose of such analysis shall be specified in rules pursuant to Chapter 483, F.S.

(b) If the requirement of paragraph 59A-7.035(2)(a), F.A.C., is not met, the laboratory is authorized to be staffed with one or more supervisors licensed under Chapter 483, Part III, F.S., such that all licenses combined provide supervisory coverage for all specialties and subspecialties in which the laboratory is licensed.

(c) Supervisor responsibilities. The supervisor is responsible for day-to-day supervision or oversight of the laboratory operation and personnel performing testing and reporting test results.

1. The supervisor must be accessible to testing personnel at all times testing is performed to provide consultation to resolve technical problems in accordance with written policies and procedures established by the laboratory director. The supervisor shall be in the laboratory one-third the hours of laboratory operation. Laboratories operating 24 hours daily, 7 days each week, are authorized to be staffed with one or more supervisors for 40 hours weekly for all tests conducted in the laboratory.

2. The supervisor is responsible for monitoring test analyses and specimen examinations to ensure that acceptable levels of analytic performance are maintained.

3. In the absence of the director, the supervisor is responsible for the proper performance of all laboratory procedures and reporting of test results.

(3) Clinical Laboratory Personnel. In addition to the personnel specified in subsections 59A-7.035(1) and (2), F.A.C., each laboratory must be staffed with technologists or technicians, as applicable, licensed under Chapter 483, Part III, F.S. Blood gas analysis procedures are permitted to be performed by an individual licensed as a respiratory care practitioner or a respiratory therapist pursuant to Chapter 468, F.S.

(4) Exclusive Use Laboratories shall be staffed in accordance with CLIA as defined under subsection 59A-7.020(8), F.A.C.:

(5) Plasmapheresis centers performing, total protein by refractometer or ABO and Rh typing shall be staffed with:

(a) A director qualified under Chapter 483, Part III, F.S., and at least one director qualifying under paragraph 59A-7.035(1)(b), F.A.C.; and,
(b) Clinical laboratory personnel licensed as a clinical laboratory director, supervisor, technologist, or technician, as applicable, as provided under Chapter 483, Part III, F.S.

(6) Sites performing testing authorized under Rule 59A-7.034, F.A.C., must be staffed with personnel qualified under subsection 59A-7.034(7), F.A.C., under the direct supervision of the clinical laboratory director, supervisor or technologist qualified under Chapter 483, Part III, F.S.

(7) Laboratories located outside Florida and licensed under Chapter 483, Part I, F.S., must meet personnel qualification requirements established under the Clinical Laboratory Improvement Amendments of 1988 and federal rules adopted thereunder as described in subsection 59A-7.020(8), F.A.C. Such personnel shall not be required to be licensed under Chapter 483, Part III, F.S.
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59A-7.036 Fees.

(1) Each license fee shall be assessed as stipulated in Section 483.172, F.S., and the rules promulgated thereunder. These fees are separate from any applicable federal Clinical Laboratory Improvement Amendment (CLIA) certification fees.

(2) General.

(a) Fees are due at the time of application.

(b) Payments shall be made payable to the Agency for Health Care Administration.

(c) Acceptable methods of payment include check, money order or SAMAS transfer of funds from another state agency.

(d) If the information submitted to the agency regarding the specialties/subspecialties and volume of testing performed is determined by the agency to be incorrect, the agency shall require the submission of the applicable additional fee in compliance with Section 483.172, F.S. The agency is also authorized to take administrative action in accordance with Section 483.201(1), F.S. 

(e) The calculation of the annual volume of testing shall be determined in the following manner:

1. Each test performed shall be counted individually.
2. If test profiles composed of multiple tests are performed on the same patient sample, each individual measured analyte shall be counted as one test.
3. Calculated test results, quality control samples, proficiency, and calibration/calibration verification testing shall not be counted as tests.

4. Tests defined as waived pursuant to Section 483.041(10), F.S., shall not be counted as tests.
5. Tests referred to another laboratory shall not be counted as tests.

6. For microbiology each sample shall be counted as one test, regardless of the number of organisms isolated or identified. Each organism for which an antibiotic sensitivity testing is performed shall be counted as one test.
7. For histopathology, each block shall be counted as one test, regardless of the number of slides prepared. Each special stain is counted as one test.
8. For cytology, each cytology slide shall be counted as one test.
9. For histocompatability, each HLA typing, antibody screen, and crossmatch shall be counted as one test each.

10. For allergen testing, each allergen shall be counted as one test.

11. For urinalysis, each non-waived macroscopic examination shall be counted as one test and each urinalysis microscopic examination shall be counted as one test each.

12. For immunohematology, each ABO grouping, Rh typing, antibody detection, antibody identification, and cross match shall be counted as one test each.
13. For cytogenetics, each separate specimen type tested is counted as one test.

14. Out-of-state laboratories shall be allowed to count only those tests performed on specimens received from clinical laboratories licensed in Florida. Counting of such tests shall be in compliance with subparagraphs 59A-7.036(2)(f)1. through 13., F.A.C.

(f) Determination of Specialties and Subspecialties.

1. For the purposes of this part, the term “categories of procedures” as found in Section 483.172, F.S., means the specialties and subspecialties as found in paragraphs 59A-7.020(16)(a)-(i), F.A.C., and shall be used to determine the applicable licensure fee in accordance with Section 483.172, F.S.

2. For the purposes of fee assessment, multiple subspecialties under a single specialty shall be considered one specialty.

(g) It is the licensee’s responsibility to ensure that the volume of testing and the number of specialties/subspecialties in which testing is performed is correctly submitted to the agency.
(h) Once a license has been issued to the licensee no refund shall be due if the licensee relinquishes the license or the license is revoked before the expiration date of the license.
(3) Fees for Initial Licensure.
(a) Certificate of Exemption.

1. The biennial fee for a Certificate of Exemption is $100.

2. This fee and licensure certificate are applicable only for those entities performing tests defined as waived pursuant to Section 483.041(10), F.S. If licensure for non-waived testing is requested after the issue of a Certificate of Exemption, the entire applicable non-waived licensure fee is due. No refund of the previously issued Certificate of Exemption fee shall be due.

(b) The initial fee for laboratories accredited under the provisions of Rule 59A-7.033, F.A.C., is $100 biennially. If a facility requests accreditation status at initial licensure, the $100 biennial licensure fee is applicable only if the applicant provides acceptable proof to the agency that the laboratory has been granted accreditation before the application process is completed. If such proof is not provided, the laboratory will not be considered accredited, and the applicable non-accredited licensure fee shall be assessed.

(c) The initial fee for laboratories that are accredited in some but not all specialties/subspecialties in which the laboratory will be licensed shall be determined by estimating the number of tests performed annually in the non-accredited specialties/subspecialties and the number of non-accredited specialties/subspecialties in which the laboratory will be performing testing as declared by the applicant on AHCA Form 3000-4, REV Nov 2002, AHCA Form 3170-2004, Rev. Nov 2002 and as specified in Section 483.172, F.S. and paragraph 59A-7.036(2)(c), F.A.C. 

(d) The initial fee for non-accredited licensure for laboratories performing tests beyond the scope of a Certificate of Exemption shall be determined by the estimated number of tests performed annually and the number of specialties/subspecialties in which the laboratory will be performing testing as declared by the applicant on AHCA Form 3000-4, Rev. Nov 2002, AHCA Form 3170-2004, Rev. Nov 2002 and as specified in Section 483.172, F.S. and paragraph 59A-7.036(2)(c), F.A.C.
(4) Fees for Renewal Licensure.

(a) Certificate of Exemption.

1. The biennial fee for a Certificate of Exemption renewal is $100.

2. If licensure for non-waived testing is requested during the renewal period for a Certificate of Exemption, the non-waived licensure fee applicable in accordance with Section 483.172, F.S., shall be due.

(b) The fee for renewal of licensure for a laboratory accredited under the provisions of Rule 59A-7.033, F.A.C., is $100 biennially. If one or more specialties/subspecialties are added to the license after the current license has been issued an additional fee shall be due if the accreditation organization does not perform the addition of specialty inspection. This additional fee shall be based on the volume of testing and number of specialties/subspecialties added in accordance with Section 483.172, F.S., as applicable.

(c) Fees for renewal of a non-accredited laboratory license performing tests beyond the scope of a Certificate of Exemption.

1. The renewal licensure fee for a laboratory for which there are no changes in volume, and specialties/subspecialties during the previous licensure period, shall be assessed based on the provisions of Section 483.172, F.S.

2. If the laboratory indicates that the volume of testing and/or specialties/subspecialties being performed has increased to the extent that it changes the fee category, the renewal fee shall be based on the new fee category, as applicable in Section 483.172, F.S.

3. If the laboratory indicates that it wants to add or delete one or more specialties/subspecialties, the renewal fee shall be based on the fee category as applicable in Section 483.172, F.S.
4. If the laboratory indicates that only waived testing is being performed, the renewal fee shall be the $100 Certificate of Exemption fee.
5. If the laboratory indicates that it obtained accreditation status, the $100 biennial licensure fee is applicable only if the applicant provides the agency with verification that it has been granted accreditation before the expiration date of the current license. If this verification cannot be provided, the laboratory cannot be considered accredited, and the applicable non-accredited licensure fee will be assessed. No refund of the non-accredited licensure fee shall be due if the laboratory subsequently obtains accreditation status after the license has expired.
(5) Addition or deletion of specialties/subspecialties, or change in accreditation status after an initial or renewal license has been issued:

(a) If the laboratory indicates that it has ceased testing in one or more particular specialty/subspecialty, or has limited testing to tests defined as waived under Section 483.041(11), F.S., no fee or refund shall be due.

(b) If the laboratory voluntarily withdraws its accreditation status, no additional fee will be due unless the laboratory applies for a Certificate of Exemption to perform waived testing, or wishes to add a specialty/subspecialty. If the accreditation organization rescinds the laboratory’s accreditation, or the agency performs a licensure survey prior to issuing a renewal license, the laboratory shall be assessed a licensure fee based on the provisions of Section 483.172, F.S. No refund of the previously paid accreditation fee will be given.
(6) If the laboratory applies for the addition of one or more specialties/subspecialties to an existing license, an additional fee will be due if the addition of such specialties/subspecialties results in a change in the applicable fee category. This additional fee shall be due at the time of application for the addition of the specialties/subspecialties.

(a) The additional fee shall be calculated by subtracting the licensure fee already paid for the existing license from any new applicable licensure fee pursuant to Section 483.172, F.S.
(b) If the request for such an addition to the licensure specialties/subspecialties occurs within 90 days of the expiration date of the current license the renewal fee will be adjusted as applicable to include the additional specialties/subspecialties requested.
(c) If a facility requests accreditation status after a current license has been issued no refund shall be due.

(7) Refunds.

(a) Laboratory licensure application fees are non-refundable except as provided in paragraph 59A-7.036(8)(b), F.A.C.

(b) Refunds are authorized pursuant to provisions of Section 215.26, F.S., and shall be approved only if a payment is made when no fee is due or an overpayment is made.

(c) Applications for refund shall be on Form DBF-AA-4, Rev. 7/1/87, incorporated by reference, which shall be provided by the agency and shall be filed with the Comptroller within 3 years from the date of payment into the State Treasury or else such right shall be barred.

(d) Refund claims shall not be otherwise barred under the laws of this state.
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59A-7.037 Rebates Prohibited – Penalties.

(1) No owner, director, administrator, physician, surgeon, consultant, employee, organization, agency, representative, or person either directly or indirectly, shall 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. Any violation of Rule 59A-7.037, F.A.C., by a clinical laboratory or administrator, physician, surgeon, consultant, employee, organization, agency, representative, or person acting on behalf of the clinical laboratory will result in action by the agency under Section 483.221, F.S., up to and including revocation of the license of the clinical laboratory. In the case of any party or individual not licensed by the agency acting in violation of this rule, a fine not exceeding $1,000 shall be levied and, as applicable, the agency shall recommend that disciplinary action be taken by the entity responsible for licensure of such party or individual.

(2) No licensed practitioner of the healing arts or licensed facility is permitted to add to the price charged by any laboratory except for a service or handling charge representing a cost actually incurred as an item of expense. However, the licensed practitioner or licensed facility is entitled to fair compensation for all professional services rendered. The amount of the service or handling charge, if any, shall be set forth clearly in the bill to the patient.

(3) Each licensed laboratory shall develop a fee schedule for laboratory services which shall be available to the patient, the authorized person requesting the test or agency upon request and shall be subject to subsection 59A-7.037(2), F.A.C.
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59A-7.038 Administrative Hearings.

Rulemaking Authority 483.051 FS. Law Implemented 483.051 FS. History–New 11-20-94, Repealed 2-20-12.
59A-7.039 Administrative Enforcement.

Rulemaking Authority 483.051 FS. Law Implemented 483.201, 483.221 FS. History–New 11-20-94, Repealed 2-20-12.
