59A-20.0085 Licensure Standards.

(1) PHYSICAL PLANT. Each radiation therapy center shall establish written policies and procedures designed to maintain the physical plant in such a manner that the safety and well-being of patients is assured. Each radiation therapy center shall meet the following standards:

(a) Maintain room temperature, humidity and ventilation where radiation therapy equipment is kept within the manufacturer’s recommended specifications;

(b) Have a water supply for routine cleaning and disinfection of equipment, and for work area and personnel;

(c) Have a certificate of occupancy issued by the local permitting authority;

(d) A current occupational license issued by the city or county in which the premises are located or operated;

(e) Dispose of biomedical waste in accordance with Chapter 10D-104, F.A.C.

(2) FIRE AND DISASTER PROTECTION. Each radiation therapy center shall be able to demonstrate that its construction was approved by all applicable local fire control agencies and that it has not been cited for violations by any such agencies that have not been corrected or addressed by a plan of correction.

(a) A fire safety plan is required and shall include:

1. Written documentation of regular inspection by local fire control agencies;

2. “No Smoking” signs prominently displayed;

3. Fire regulations and evacuation route prominently posted for each floor and department; and

4. A written fire control plan approved by the appropriate local fire authority, containing provisions for prompt reporting of all fires; extinguishing fires, protection of patients, personnel and guests; evacuation, including practice drills which may be held during hours that the facility is not treating patients; and cooperation with fire fighting authorities.

(3) EQUIPMENT AND SUPPLIES. A radiation therapy center must register the equipment in accordance with s. 404.22, F.S., and Rules 10D-91.902, 10D-91.903, and 10D-91.904, F.A.C.

(a) All installations of radiation therapy equipment, and subsequent inspections for the identification of radiation hazards shall be made in accordance with Chapter 10D-91, F.A.C.

(b) Safety requirements against radiation hazards including shielding for patients, personnel, and facilities, as well as appropriate storage, use, and disposal of radioactive materials, as specified in Chaprter 10D-91, F.A.C.

(4) CLINICAL RECORDS. A clinical record shall be kept on each patient;

(a) Each clinical record shall include at a minimum:

1. A record of the dosage and length of exposure for each treatment, including the actual prescription as prescibed by the radiation oncologist and the dosimetry records performed by the medical physicist;

2. Copies of signed reports and printouts, as appropriate;

3. Progress notes, including observations of the patient’s reaction to treatment;

4. Films, scans, and other image records, as appropriate for the services rendered;

5. The name of the referring physician.

(b) The clinical record is confidential and shall not be released without the written consent of the patient except under the following conditions:

1. In case of an emergency, when the patient is transferred to another source of care; and

2. For audit by the agency during licensure inspection or complaint investigation.

(c) A licensed facility shall, only upon written request of the patient or legal representative of the patient, furnish a copy of the patient record to the patient, guardian, or legally designated representative.

(d) A permanent clinical record on each patient shall be maintained.

(e) A separate record is not necessary if a single, comprehensive patient record is maintained by one or more healthcare entities, and kept in a centralized, readily accessible location. These records shall be available to the agency upon request.

(f) A copy of a written financial disclosure form as required by s. 455.25, F.S., signed and dated by the patient, shall be kept in each patient file. The original shall be given to the patient at the time of disclosure.

(5) PATIENT RIGHTS. A facility providing radiation therapy services shall have written policies and procedures to ensure the following:

(a) Each patient is treated in a manner that respects their personal dignity;

(b) Each patient is provided, to the degree known, information concerning their treatment and the treatment risks, in language that is understandable to the patient. Documentation of such communication shall be entered in individual patient records;

(c) Each patient is aware of the option to refuse treatment at any point during the provision of services, and is informed of the medical consequence of such refusal;

(d) Compliance with the Americans with Disabilities Act as currently required by federal interpretations of that act;

(e) A written schedule of charges generally incurred for treatment of diseases similar to that suffered by the patient, or if impracticable because of the nature of the treatment, a written estimate specific to the patient;

(f) Itemized patient bills are provided to each patient within 30 days following the course of treatment, upon request by the patient, survivor, or legal guardian; and

(g) Each patient receives a written disclosure of any financial interest in the facility by the referring health care provider as set forth in s. 455.25(2), F.S.

(6) ADMINISTRATION. Each licensed radiation therapy center shall have a governing body which shall be responsible for the overall operation and maintenance of the radiation therapy center and retention of a staff to provide services to patients, and to operate the center.

(a) At a minimum, the governing body shall include or employ a physician licensed under Chapter 458 or 459, F.S., who is responsible for the integrity of the services delivered in the facility.

(b) The governing body shall maintain up to date procedures, policies and protocols. Job descriptions, education, training and experience records shall be maintained for all personnel.

(c) The governing body shall require all clinical staff members, consultants, and technologists to hold current State of Florida licenses to practice their respective disciplines. Copies of such licenses shall be held in individual personnel files.

(7) PERSONNEL. Radiation therapy treatments shall be performed only by a licensed physician or by a physician supervised radiation therapy technologist certified in Florida to perform radiation therapy procedures, as specified in Chapter 10D-74, F.A.C.

(a) Staff engaged in delivering radiation therapy services, in addition to any training required for licensure or certification of their classification, shall have training in the following:

1. Instructions on the confidentiality of personal health information;

2. Instructions to deal with emergency situations;

3. Documenting and reporting accurate radiological information;

4. Disposal of biomedical waste as required by state regulations, Chapter 10D-104, F.A.C.;

5. Compliance with the education requirement pertaining to Human Immunodeficiency Virus (HIV) and Acquired Immunodeficiency Syndrome (AIDS) found at Rule 10D-93.075, F.A.C., shall be documented in the personnel files of each radiologic technologist.

(b) No administrator, physician, consultant, technologist, employee, organization, agency, or person acting on behalf of a radiation therapy center, 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 any patient.
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