59A-10.002 Definitions.

As used in Parts I and II:

(1) “Agency” means the Agency for Health Care Administration which is located at 2727 Mahan Drive, Tallahassee, Florida 32308.

(2) “Hospital” means a hospital licensed under Chapter 395, F.S. and Chapter 59A-3, F.A.C.

(3) “Ambulatory surgical center” means an ambulatory surgical center licensed under Chapter 395, F.S. and Chapter 59A-5, F.A.C.

(4) “Adverse or untoward incident” for purposes of reporting to the department means an event over which healthcare personnel could exercise control and:

(a) Is associated in whole or in part with medical intervention as described in subsection (17) below rather than the condition for which such intervention occurred; and,

(b) Is not consistent with or expected to be a consequence of such medical intervention; or

(c) Occurs as a result of medical intervention to which the patient has not given his informed consent; or

(d) Occurs as the result of any other action or lack thereof on the part of the facility or personnel of the facility; or

(e) Results in a surgical procedure being performed on the wrong patient; or

(f) Results in a surgical procedure unrelated to the patient’s diagnosis or medical needs being performed on any patient including the surgical repair of injuries or damage resulting from the planned surgical procedure, wrong site or wrong procedure surgeries, and procedures to remove foreign objects remaining from surgical procedures; and,

(g) Causes injury to a patient as defined in subsection (5) below.

(5) “Injury” for the purposes of reporting to the Agency is any of the following outcomes when caused by an adverse incident:

(a) Death; or

(b) Brain damage; or

(c) Spinal damage; or

(d) Permanent disfigurement; or

(e) Fracture or dislocation of bones or joints; or

(f) Any condition requiring definitive or specialized medical attention which is not consistent with the routine management of the patient’s case or patient’s preexisting physical condition; or

(g) Any condition requiring surgical intervention to correct or control; or

(h) Any condition resulting in transfer of the patient, within or outside the facility, to a unit providing a more acute level of care; or

(i) Any condition that extends the patient’s length of stay; or

(j) Any condition that results in a limitation of neurological, physical, or sensory function which continues after discharge from the facility.

(6) “Investigation” or “investigate” means the identification, analysis and evaluation of an incident by a risk manager or his designee or by a representative of the Agency.

(7) “Incident report” means a factual written statement about a particular incident detailing particulars as to time, location, all persons directly involved including functional titles, and the nature of event including description of injuries. The report shall contain a listing of witnesses to the event.

(8) “Incident reporting system” means a series of systematized procedures for detecting, reporting, collating, analyzing, and summarizing incidents.

(9) “Affirmative duty” means the positive assertion of the legal obligation of all health care providers and all agents and employees of a covered facility to report incidents to the risk manager.

(10) “Patient grievance” means any written complaint by a patient relating to patient care or the quality of medical services, except for those matters pertaining to the cost of care.

(11) “Licensed risk manager” means an individual licensed under Section 626.944, F.S.

(12) “Governing body” means the individual, agency, groups, or corporation, appointed, elected or otherwise designated, in which is vested the ultimate responsibility and authority for the conduct of the facility.

(13) “Chief Executive Officer” means the principal administrative official responsible for the routine daily operation of the facility.

(14) “Risk management” means the identification, investigation, analysis, and evaluation of risks and the selection of the most advantageous method of correcting, reducing or eliminating identifiable risks.

(15) “Health care facility” or “facility” means a facility described in subsections (2) and (3) above.

(16) “Fund” means the Florida Patient Compensation Fund.

(17) “Medical intervention” means actions of any health care facility or personnel of the facility, in the provision of health care.

(18) ICD-9-CM means the International Classification of Diseases, 9th Revision, Clinical Modifications and shall be abbreviated as ICD-9-CM in these rules.

(19) “Personnel” for purposes of this rule means any employee or independent contractor of a facility or member of a facility’s medical staff.

(20) “Personnel directly involved” for the purposes of reporting to the department means personnel as described in subsection (19) above who could exercise control over the event which is reportable as an adverse or untoward incident.

(21) “Risk Manager designee” means any person appointed by the facility to work with the Licensed Risk Manager or to act as his representative in carrying out Risk Management activities. This appointment must be in writing.

(22) “Disciplinary action” for the purpose of reporting to the department means action pursuant to Section 395.0193, F.S.

(23) “Claim” for the purpose of reporting to the department means the filing of a summons and complaint.
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