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59A-6.020 Licensure Procedure.

(1) A license from the agency is required to conduct, maintain or operate a multiphasic health testing center in this state, unless such center is exempt from licensure as specified in section 483.285, F.S.

(2) The following documents shall accompany the initial or renewal application:

(a) For a corporate applicant, a current certificate of status or authorization pursuant to section 607.0128, F.S.

(b) Roster of personnel employed by the center including a listing of health care professionals performing fecal occult blood and dipstick urinalysis authorized in subsection 59A-6.022(15), F.A.C., which includes title, position held, and current certification number, if applicable.

(c) A statement of services offered including a list of equipment and test menu.

(d) Name and address of hospitals, providers of laboratory and electrocardiograph services, or other facilities or individuals providing services for the center.

(e) Curriculum vitae for the medical director.

(f) Evidence of certification by the American Board of Internal Medicine in Cardiology or the American Board of Radiology for the individual in the event such individual is designated by the medical director of a contract multiphasic health testing center to read and interpret electrocardiograms and x-rays.

(g) Evidence of registration from the Department of Health to provide HIV testing as stipulated in rule 64D-2.006, F.A.C., if HIV specimens are collected for analysis.

(h) If a center performs waived testing as defined by section 483.041, F.S., evidence of authorization under the federal Clinical Laboratory Improvement Amendments of 1988 to perform such testing must be submitted.

(i) Evidence of current registration under chapter 404, F.S., for all x-ray equipment.

(j) Evidence of issuance of a current permit or exemption from such permitting pursuant to section 381.0098, F.S.

(k) Proof of liability insurance as defined in section 624.605, F.S., shall be submitted at the time of application. The liability insurance policy shall contain the name and physical address of the facility and the dates of coverage and shall document that coverage is generally appropriate for the facility.

(l) Such other information requested on the Health Care Licensing Application, Multiphasic Health Testing Center, AHCA 3170-4001, July 2014, incorporated by reference. This form is available at http://www.flrules.org/Gateway/reference.asp?No=Ref-04588 and available from the Agency for Health Care Administration, 2727 Mahan Drive, Mail Stop #32, Tallahassee, Florida 32308, or at the web address at: http://ahca.myflorida.com/HQAlicensureforms.

(m) The license fee shall be $652.64 per biennium and shall conform to the annual adjustment of section 408.805, F.S.

(3) Each license is valid only for the person or entity to whom it is issued and may not be sold, assigned, or transferred voluntarily or involuntarily. A license is not valid for any premises or mobile facility other than that for which originally issued. A center must be relicensed if a change of ownership occurs. Application for relicensure must be made to the agency 60 days prior to the change of ownership. When a multiphasic health testing center is leased by the owner to a second party for operation, said second party must apply for a new license. A copy of the lease agreement or signed statement showing which party is to be held responsible for the organization, operation and maintenance of the multiphasic health testing center shall be filed with the application. A license shall be returned to the agency immediately upon change of ownership or classification, suspension, revocation, or voluntary cessation of operations.

(4) Upon receipt of the completed initial application, the agency shall conduct a survey pursuant to section 408.811, F.S. The inspection shall be conducted on an annual basis thereafter.

(5) A separate license shall be required for each multiphasic health testing center when more than one (1) multiphasic health testing center, is operated under the same ownership or management.

(6) A licensee shall notify the agency by certified mail of impending closure of a licensed center, thirty (30) days prior to such closure. The license shall be surrendered to the agency immediately following cessation of operations.

Rulemaking Authority 408.033, 408.819, 483.291 FS. Law Implemented 408.033, 408.805, 408.806, 408.809, 408.810, 408.811, 483.285, 483.291, 483.30, 483.302 FS. History–New 3-20-94, Amended 5-1-96, 9-28-14.
59A-6.021 Surveys and Evaluations.

Rulemaking Authority 483.291 FS. Law Implemented 483.294 FS. History–New 3-20-94, Repealed 5-7-12.

59A-6.022 Standards of Performance.

The licensee shall be responsible for the operation of the multiphasic health testing center. The licensee shall provide verification of the following upon request by the agency:

(1) Personnel Standards.

(a) The owner, administrator, or manager of the center shall retain such personnel qualified pursuant to subsection 59A-6.022(1), F.A.C., as are necessary to assure the safety and accuracy of tests given to consumers.

(b) Employees are qualified by education, training and experience, certification, licensure or registration in their specialty to perform the testing procedures for which they are employed. Personnel must be licensed as required under Florida Statutes including chapters 464, 483, part IV, 468, part IV or 468, part V, F.S., for their respective disciplines. Such training, licensure and experience shall be documented and maintained on the center premises during the tenure of such personnel and for two years thereafter.

(c) Medical assistants qualified for employment in accordance with section 483.291(7)(b), Florida Statutes, shall be certified or registered by one of the following programs accredited by the National Commission for Certifying Agencies:
1. The American Association of Medical Assistants’ Certified Medical Assistant (CMA); 
2. The American Medical Certification Association’s Clinical Medical Assistant Certification (CMAC);
3. The American Medical Technologist’s Registered Medical Assistant (RMA);
4. The National Center for Competency Testing’s National Certified Medical Assistant (NCMA); or
5. The National Healthcareer Association’s Certified Clinical Medical Assistant (CCMA).
(d) There shall be a written job description for each category of personnel which outlines specific responsibilities and duties.

(2) Consumers shall not be denied multiphasic health testing services by reason of race, creed, age, or national origin.

(3) Policies and Procedures. A center shall have a current policies and procedures manual for its operation that will assure the integrity of specimens taken, the accuracy of all tests given and the safety of consumers. As a minimum, written policies and procedures shall cover the following:

(a) A written procedure shall be prepared for each test, outlining the objective of the test, the correct use of equipment, and the methodology for taking the test. The procedure manual must include the applicable test procedure including:

1. Requirements for specimen collection and processing.

2. Step by step performance of the procedure.

3. Remedial actions to be taken when instrument operation fails to meet the center’s requirement for acceptability.

4. Criteria for specimen storage and preservation to ensure specimen integrity until testing is completed or such specimen is forwarded to the laboratory that will perform the analysis.

5. Pertinent literature references.

6. Description of the course of action to be taken in the event a test system becomes inoperable.

7. Maintenance, calibration, quality control procedures and procedures for performing routine checks, daily function checks or other checks that assure proper operation of equipment and test methodologies.

8. Quality assurance program which is designed to monitor and evaluate the ongoing and overall quality of the total testing process.

(b) Identification of persons responsible for the operation of the center.

(c) Responsibilities of the medical director.

(d) Protocol for center operations which shall include:

1. Requests for clinical laboratory analysis of specimens collected at the center shall bear the name of the medical director.

2. Outside resources used by the center shall be pursuant to written agreement which must specify that the center assumes full responsibility for the services provided.

3. Neither the medical director nor any other employee of the center shall provide any diagnosis, consultation or treatment.

4. Consumers seeking clarification of their test results must be referred to their personal physician. If they do not have a personal physician, the consumer shall be given the name, address and telephone number of the local county medical or osteopathic association or society.

5. Written emergency procedures shall be established and every employee shall be familiar with these procedures.

6. Reports which provide the results of tests shall not be revealed to individuals unauthorized by law to review them.

7. A center shall not perform clinical laboratory testing, except that licensed centers are authorized to conduct dipstick urinalysis and fecal occult blood tests if such tests are conducted by licensed registered nurses, practical nurses, medical technicians, medical assistants or clinical laboratory technicians trained to perform and interpret these tests.

(e) The procedures manual must be approved, signed and dated by the medical director annually.

(f) Each change in procedures must be approved, signed and dated by the current medical director.

(g) The center must maintain a copy of each procedure with the dates of initial use and discontinuance. These records must be maintained for two years after a procedure has been discontinued.

(h) Written procedures shall be in effect to assure the prevention of infection. These procedures shall address and implement, as a minimum, the following:

1. Disposable syringes, needles and lancets must be used.

2. Procedures shall be established for the sterilizing of equipment that may transmit disease. Such equipment shall be sterilized after each test.

(4) Sanitation. The center is operated and maintained in a facility where the safety and health of consumers and employees are not endangered in accordance with this rule chapter.

(a) The center or mobile facility shall be maintained in a clean and sanitary condition in accordance with the following rules and statutes administered by the Department of Environmental Protection and the Department of Health: section 381.0098, F.S. and chapter 64E-16, F.A.C.

(b) Testing areas shall be well lighted and ventilated.

(c) Reusable items capable of transmitting infection from consumer to consumer shall be sterilized after each use consistent with rule 59A-6.022, F.A.C. A schedule for resterilization of items of equipment shall be established for those items that may transmit infection from consumer to consumer.

(5) Equipment. The center uses equipment and procedures that meet the objective of the test to which the consumer is subjected and equipment is maintained in a satisfactory operating condition required by this rule chapter.

(a) All equipment shall be operated and maintained according to manufacturers’ instructions.

(b) Documentation of maintenance, daily function checks and instrument calibration performed in accordance with manufacturers’ instructions, shall be maintained for a minimum of two years. Documentation of the maintenance, daily function checks and instrument calibration procedures and the manufacturers’ instructions must be maintained by the center and available for review by the agency as required under rule 59A-6.022, F.A.C.

(c) Equipment shall be protected from fluctuations and interruptions in electrical current that adversely affect patient test results.

(6) Physical Environment.

(a) Testing areas shall be configured so as to ensure the privacy of the consumer being tested.

(b) The center shall provide a functional, sanitary, and comfortable environment for consumers and staff.

(c) The center must be configured and maintained to ensure the space, ventilation and utilities necessary for conducting all phases of testing, as appropriate.

(7) Mobile units shall be so designed as to accommodate all necessary equipment, provide privacy for the consumer, toilet facilities and lavatory with single service towels.

(8) Clinical operation of the center shall be the responsibility of a physician licensed under chapter 458 or 459, F.S. This physician shall serve as the medical director of the center.

(9) Requests for clinical laboratory analysis of specimens collected at the center shall bear the name of the medical director.

(10) Medical services provided outside the center, including clinical laboratory, pulmonary function, electrocardiograph and radiology, services shall be pursuant to written agreement between the center and the service provider which must specify that the center assumes full responsibility for the services provided.

(11) Neither the medical director nor any other employee of the center shall provide any diagnosis, consultation or treatment.

(12) Consumers seeking clarification of their test results must be referred to their personal physician. If they do not have a personal physician, the consumer shall be given the name, address and telephone number of the local county medical or osteopathic association or society.

(13) Written emergency procedures shall be established and every employee shall be familiar with these procedures.

(14) Reports which provide the results of tests shall not be revealed to individuals unauthorized by law to review them.

(15) A center shall not perform clinical laboratory testing, except that licensed centers are authorized to conduct dipstick urinalysis and fecal occult blood tests if such tests are conducted by licensed registered nurses, practical nurses, medical technicians, medical assistants or clinical laboratory technicians trained to perform and interpret these tests.

Rulemaking Authority 483.291 FS. Law Implemented 483.291, 483.308, 483.314 FS. History–New 3-20-94, Amended 5-1-96, 5-27-18.

59A-6.026 Records and Reports.

The center shall maintain records on all consumers who have been tested. A system shall be established to insure the prompt location of each tested individual’s record.

(1) As a minimum, the center shall maintain a record for a minimum of two years from the date of testing which shall contain the following items of information:

(a) A sequence number.

(b) Name.

(c) Address.

(d) Date of Birth.

(e) Sex.

(f) Laboratory test taken, including the date and time the specimen was collected and the date the test was returned, completed.

(g) Laboratory used.

(h) Tests performed and the identity of the individual performing the test for all tests performed in the center.

(i) Date test results were provided to the consumer.

(2) A copy of all test results and reports shall be maintained for a period of no less than two years.

Rulemaking Authority 483.291 FS. Law Implemented 483.291 FS. History–New 3-20-94.

59A-6.027 Collection and Transmittal of Specimens.

(1) No center shall collect specimens from the human body where prudent medical practice requires that such specimens only be collected during the course of a physical examination by a physician. The following procedures are prohibited:

(a) Papanicolaou Tests (PAP Smears) unless such test is collected by a physician licensed under chapter 458 or 459, F.S.; and

(b) Prothrombin Time.

(2) A center may not hold itself out to the public as collecting specimens for testing for the human immunodeficiency virus (HIV) unless it complies with section 381.004, F.S.

(3) If clinical specimens are collected, each licensed center shall have an operating refrigerator, or other means of refrigeration, each capable of maintaining a temperature of 2-8 degrees centigrade for the proper storage of specimens. Refrigerator temperature readings shall be recorded each day of use and maintained for a minimum of two years.

(4) Each specimen must be sent to the testing laboratory for analysis as rapidly as possible, but no later than 12 hours after collection unless appropriate measures are taken to preserve the specimen.

(a) No specimen shall be collected and delivered at any time beyond which the integrity of such specimens is valid and will provide reliable results.

(b) Appropriate measures shall be taken to assure specimen preservation where applicable and such measures shall be noted in the patient record specified under subsection 59A-6.026(1), F.A.C.

(5) Mobile centers must provide for proper transfer of laboratory specimens which shall include, but not be limited to, appropriate refrigeration.

(6) Serum or plasma shall be removed from red blood cells in instances where results may be adversely affected by the presence of red blood cells.

Rulemaking Authority 483.291 FS. Law Implemented 483.291, 483.314 FS. History–New 3-20-94.

59A-6.032 Advertising and Promotional Material.

Rulemaking Authority 483.291 FS. Law Implemented 483.305 FS. History–New 3-20-94, Repealed 5-7-12.

59A-6.033 Fees.

Rulemaking Authority 483.291 FS. Law Implemented 483.291 FS. History–New 3-20-94, Repealed 1-4-16.
59A-6.034 Administrative Enforcement.

Rulemaking Authority 483.291 FS. Law Implemented 483.317, 483.32 FS. History–New 3-20-94, Repealed 2-20-12.
