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59A-12.001 Scope.

Rulemaking Authority 641.56 FS. Law Implemented 641.48 FS. History–New 1-28-88, Formerly 10D-100.001, Repealed 1-18-17.

59A-12.002 Definitions.

(1) All terms defined in the Health Maintenance Organization Act, Chapter 641, F.S., which are used in these rules shall have the same meaning as in the act.

(2) HMO. Health Maintenance Organization shall be abbreviated as HMO in these rules.

(a) Individual Practice Assocation (IPA) Model HMO. A type of health care provider organization composed of a group of independent practicing physicians who maintain their own offices and band together for the purpose of contracting their services to HMOs.
(b) Staff Model HMO. Physicians and medical professionals are employees of the HMO and have offices in HMO owned or leased buldings. The physicians and medical professionals only see members of the HMO employer.
(c) Mixed Model HMO. A Staff Model HMO that also contracts with providers organized as IPAs.
(3) PHC. Prepaid Health Clinic shall be abbreviated as PHC in these rules.

(4) PCP. Primary Care Provider shall be abbreviated as PCP in these rules.

(5) Emergency Services. Services which are needed immediately because of an injury or unforeseen medical condition as provided for in the subscriber’s contract. These must be provided or arranged to be provided on a 24-hour basis by the HMO or PHC, but also may cover inpatient services or outpatient services that are furnished by an appropriate source other than the HMO or PHC when the time required to reach HMO or PHC providers, or alternatives authorized by the HMO or PHC, would mean the risk of permanent damage to the subscriber’s health. Notwithstanding the above, these services are considered to be emergency services only as long as transfer of the subscriber to the HMO’s or PHC’s source of health care or designated alternative is precluded because of risk to the subscriber’s health or because transfer would be unreasonable given the distance involved in the transfer and the nature of the medical condition.

(6) Medical Staff of the HMO or PHC. A formal organization of physicians in an HMO or PHC with responsibility to maintain acceptable standards concerning the delivery of health care and to plan for continued betterment of that care.

(7) Minimum Services. Minimum services include the following:

(a) Emergency Care. Emergency inpatient, outpatient and physician services shall be available on a 24-hour, 7-day a week basis, either by the HMO or PHC through its own facilities or through arrangements with providers. Emergency resuscitation supplies shall be available. In addition, emergency services, as defined in these rules, shall be covered by the HMO or PHC;

(b) Inpatient Hospital Services. Inpatient hospital services shall be available on a 24-hour, 7-day a week basis either through the HMO’s own facility or through arrangements with hospitals. Inpatient hospital services shall include, for example: room and board, general nursing care, meals and special diets when medically necessary, use of operating room and related facilities, use of intensive care unit and services, x-ray services, laboratory and other diagnostic tests, drugs, medications, biologicals, anesthesia and oxygen services, radiation therapy, inhalation therapy, and administration of whole blood and blood plasma;

(c) Physician Care. Physician care, provided or supervised by physicians licensed under chapter 458, 459, 460 or 461, F.S., to include PCPs and specialists to adequately provide for the contracted services. Physician care shall include consultant and referral services by a physician;

(d) Ambulatory Diagnostic Treatment. Outpatient diagnostic treatment services with an emphasis directed toward primary care. Ambulatory diagnostic treatment shall include diagnostic laboratory and diagnostic radiological services; and,
(e) Preventive Health Care Services. A program of health evaluation, education and immunizations which is designed to prevent illness and disease and to improve the general health of HMO or PHC subscribers. This program shall include at least the following:

1. Well-child care from birth;

2. Periodic health evaluations for adults;

3. Eye and ear screenings by a physician for children through age 21 to determine the need for vision or hearing correction; and,
4. Pediatric and adult immunizations, in accord with accepted medical practice.

(8) Peer Review. Ongoing evaluation of services by Florida licensed health care professionals to achieve and maintain high standards of professional practice within the discipline.

(9) Quality of Care. The prevailing professional standard of care for a given health care provider shall be that level of care, skill, and treatment which, in light of all relevant surrounding circumstances, is recognized as acceptable and appropriate by reasonably prudent similar health care providers in the community.

(10) Health Care Personnel Engaged to Provide Health Care Services. A health care professional obligated in advance by written contract to provide health care services to an HMO or PHC subscriber. Said contract must include specific hold harmless language relieving the subscriber of any obligation to the provider for unpaid health care costs for covered benefits.

(11) ICD-10-CM. The International Classification of Diseases, 10th Revision, Clinical Modifications shall be abbreviated as ICD-10-CM in these rules.

(12) Second medical opinion. A consultation by a physician other than the member’s primary care physician, whose specialty is appropriate to the need, and whose services are obtained when the member disputes the appropriateness or necessity of a surgical procedure, is subject to a serious injury or illness, including failure to respond to the current treatment plan.

(13) Serious Injury or Illness. An injury or illness, the natural history of which, if untreated, is likely to result in death, to progress to a more severe form, or to develop complications.

Rulemaking Authority 641.56 FS. Law Implemented 641.47, 641.49, 641.495, 641.51, 641.513, 641.515, 641.51, 641.55 FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.002, Amended 4-10-03, 11-13-17.

59A-12.003 Administration, Forms, Fees.

(1) Application. “Application for Health Care Provider Certificate,” AHCA Form 3002, Feb. 1998, obtained from the Agency for Health Care Administration, 2727 Mahan Drive, Mail Stop #26, Tallahassee, Florida 32308, which forms are incorporated herein by reference, must be completed in the manner specified within the application in order for each individual item to be considered complete for the purpose of determining that a properly completed application has been filed. The application shall be accompanied by a filing fee of $1,000.00 payable to AHCA and shall be completed by each entity desiring to obtain a Health Care Provider Certificate as an HMO or PHC. The application shall specify the contact person or persons for the HMO or PHC. During the review of the entity only contact persons specified within the application shall be allowed access to the application materials submitted.

(2) Application Review Process for Health Care Provider Certificate. Upon receipt of the Application for Health Care Provider Certificate from a proposed HMO or PHC, AHCA shall review the application within 30 days of receipt. AHCA shall provide notification to the proposed HMO or PHC of deficiencies in the application within this 30-day period. The applicant has 90 days from the date of the filing of the application to file any additional information requested by AHCA. By the end of the 90-day period if the additional information has not been received the application will be denied in accordance with Chapter 120, F.S. Within 90 days after the application has been completed AHCA shall approve or deny the application.

(3) Certificate of Authority. The application for a Health Care Provider Certificate must include a copy of the letter from the Department of Financial Services accepting the receipt of an application for a Certificate of Authority submitted by the organization.

(4) Geographic Area Expansions. The HMO or PHC may not change its geographic area unless it follows the applicable requirements set forth in Section 641.495(2), F.S. Each HMO or PHC shall submit the required notarized “Affidavit by HMO for Expansion of Service Area,” AHCA Form 3160-1005, April 2002, which is hereby adopted and incorporated by reference. Copies may be obtained by writing AHCA, 2727 Mahan Drive, Mail Stop #26, Tallahassee, Florida 32308.

(5) Annual Assessment. The Agency for Health Care Administration shall determine the regulatory assessment percentage necessary to be imposed for each calendar year. AHCA Form “Regulatory Assessment Worksheet for Health Maintenance Organizations, Prepaid Health Clinics, and Exclusive Provider Organizations”, AHCA Form 3160-1004, July 1995, which is hereby adopted and incorporated by reference, will be provided to the organization for calculating the annual regulatory assessment percentage and premium volume. Copies may be obtained by writing the Agency for Health Care Administration, 2727 Mahan Drive, Mail Stop #26, Tallahassee, Florida 32308. The annual regulatory assessment shall not exceed the statutory limitations and must be paid by the date specified in the Administrative Assessment Order.

Rulemaking Authority 641.36, 641.41, 641.56, 641.58 FS. Law Implemented 120.60(2), 641.21, 641.22, 641.47, 641.495 FS. History–New 1-28-88, Formerly 10D-100.003, Amended 4-10-03.

59A-12.004 Governing Body.

(1) Each HMO or PHC shall have a governing body that sets policy and has overall responsibility for the organization including the following:

(a) Adopting organizational bylaws, rules and regulations or similar form of document which provides a clear concise statement of the mission, goals, and objectives of the organization;

(b) Adopting a quality assurance program that monitors the key areas of health care delivery to identify problems and insure the early recognition of opportunities to improve the delivery of quality health care services; and,
(c) Maintaining ultimate responsibility for ongoing quality assurance, risk management programs and credentialing programs.

(2) Nothing in this rule shall prohibit the designation of qualified management personnel to implement the provisions of subsection (1), and to manage the operation of the HMO or PHC in the geographic area or areas serviced. The relationship between management personnel and the governing body shall be set forth in writing including each person’s authority, responsibilities and functions.

Rulemaking Authority 641.56 FS. Law Implemented 641.22, 641.49, 641.49(3) FS. History–New 1-28-88, Formerly 10D-100.004, Amended 4-10-03.

59A-12.005 Medical Records System.

Each HMO or PHC shall maintain or assure its providers maintain a medical records system which is consistent with professional standards and which:

(1) Permits prompt retrieval of information and provides legible and timely information accurately documented and readily available to appropriate or authorized health care practitioners;

(2) Protects the confidentiality of patient records;

(3) Records in the medical record a summary of significant surgical procedures, past and current diagnoses or problems and allergies and untoward reactions to drugs and current medications;

(4) Identifies the patient as follows:

(a) Name;

(b) Member identification number;

(c) Date of birth; and,
(d) Sex.

(5) Indicates in the medical record for each visit the following information as appropriate:

(a) Date;

(b) Chief complaint or purpose of visit;

(c) Objective findings of practitioner;

(d) Diagnosis or medical impression;

(e) Studies ordered, for example: lab, x-ray, EKG, and referral reports;

(f) Therapies administered and prescribed;

(g) Name and profession of practitioner rendering services, for example: M.D., D.O., D.C., P.D.M., R.N., O.D., etc., including signature or initials of practitioner;

(h) Disposition, recommendations, instructions to the patient and evidence of whether there was follow-up; and,
(i) Outcome of services.

(6) The HMO or PHC administrator shall be responsible for requesting consent of subscribers for release of medical records and for obtaining all documents and medical records from contracted providers necessary to carry out the provisions of Chapter 641, Part III, F.S., and Chapter 59A-12, F.A.C.

Rulemaking Authority 641.56 FS. Law Implemented 641.495 FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.005.

59A-12.006 Quality of Care.

Each HMO or PHC shall:

(1) Make available to each member an appropriate health assessment in accordance with preventive health guidelines and professional standards in the community.

(2) Provide for or arrange the following services as a minimum:

(a) Coordination of all necessary care contracted for with the subscriber;

(b) Acute episodic care, with appropriate ancillary services necessary for proper evaluation and treatment, for example:

1. Laboratory studies,
2. Diagnostic radiology,
3. Treatment plan; and,
4. Specialty consultation referrals.

(c) Chronic disease screening, and follow-up treatment for prevention of complications, for example:

1. Periodic update of history and physical examination,
2. Hypertension follow-up; and,
3. Diabetes follow-up.

(d) Health risk appraisal and prevention measures, for example:

1. Dietary counseling,
2. Smoking cessation education,
3. Stress reduction counseling; and,
4. Substance abuse education.

(e) Family planning services.

(3) Ensure that the health care services it provides or arranges for are accessible to the subscriber with reasonable promptness. Such services shall include, at a minimum:

(a) Establishment of an appointment system;

(b) A method to distinguish among emergency, urgent, and routine cases.

1. Emergencies will be seen immediately,
2. Urgent cases will be seen within 24 hours,
3. Routine symptomatic cases will be seen within two weeks; and,
4. Routine non-symptomatic cases will be seen as soon as possible.

(c) A provision that patients with appointments should have a professional evaluation within one hour of scheduled appointment time. If a delay is unavoidable, patient shall be informed and provided an alternative;

(d) Average travel time from the HMO geographic services area boundary to the nearest primary care delivery site and to the nearest general hospital under arrangement with the HMO to provide health care services of no longer than 30 minutes under normal circumstances. Average travel time from the HMO geographic services area boundary to the nearest provider of specialty physician services, ancillary services, specialty inpatient hospital services and all other health services of no longer than 60 minutes under normal circumstances. AHCA shall waive this requirement if the HMO provides sufficient justification as to why the average travel time requirement is not feasible or necessary in a particular geographic service area;

(e) Provision of accessible hours of operation and after hours emergency services;

(f) Maintenance of staffing patterns within generally accepted HMO or PHC industry norms for meeting projected subscriber needs and for expeditiously satisfying the requirements of the benefit package as offered by the HMO or PHC; and,
(g) Maintenance of a professional staff or arrangements with providers, duly licensed as required to practice in Florida.

(4) Make grievance files available during normal business hours for inspection by the agency. The files shall contain a written summary of the actions taken by the HMO or PHC including actions taken through the review by the quality improvement process, with the exception of protected peer review information.

(5) Coordinate the overall health care of each member, and, when possible, provide this coordination through a single health care professional, who will maintain a unified health record on the member.

(6) Assure that services provided members through referral sources are reported to the HMO or PHC or a designated health care professional in order that all appropriate medical information is filed in the member’s medical record in a timely manner.

(7) Provide a system whereby a member may request and obtain a second medical opinion if the member feels that he is not responding to the current treatment plan in a satisfactory manner after a reasonable lapse of time for the condition being treated. The primary care physician must be so informed by the member, and a request for a consultation initiated. Such a consultation shall be provided upon authorization by the Medical Director.

(8) Inform subscribers of their rights and responsibilities set forth in Section 381.026, F.S., as well as the rights and responsibilities of the managed care organization incorporated in the member’s handbook.

Rulemaking Authority 641.56 FS. Law Implemented 641.49, 641.495(3), 641.515, 641.54 FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.006, Amended 4-10-03.

59A-12.007 Quality Assurance.

(1) Each HMO or PHC shall have an ongoing quality assurance program designed to objectively and systematically monitor and evaluate the quality and appropriateness of patient care and resolve identified problems at the prevailing professional standard of care.

(2) The quality assurance plan shall be in writing and shall describe the program’s objectives, organization and problem solving activities.

(3) The scope of the program shall include, at a minimum, the following:

(a) Evaluation of clinical performance (peer review);

(b) Review of medication usage;

(c) Evaluation as to appropriate use of tests and studies, for example: lab, x-ray and EKG;

(d) Evaluation of subscriber grievances;

(e) A utilization review process;

(f) Evaluation of outcomes of care using criteria developed by physicians and other health professionals to evaluate patient care patterns and clinical performance for health services provided; and,
(g) Written procedures for taking appropriate remedial action whenever, as determined under the quality assurance program, inappropriate or substandard services have been provided or services which should have been provided were not.

(4) All findings, conclusions, recommendations, actions taken and results of actions taken shall be documented and reported through organizational channels that have been established.

Rulemaking Authority 641.56 FS. Law Implemented 641.49(3)(o), 641.495, 641.51 FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.007, Amended 4-10-03.

59A-12.0071 Accreditation.

As a condition of doing business in the state, each HMO or PHC shall apply for accreditation within 1 year and be accredited within 2 years of the organization’s receipt of its Certificate of Authority. HMOs and PHCs with existing Certificates of Authority must apply for accreditation within 1 year and be accredited within 2 years of the effective date of this rule. All HMOs and PHCs must undergo reaccreditation not less than once every 3 years. Accreditation and reaccreditation must be awarded by an accreditation organization approved by the agency pursuant to Rule 59A-12.0072, F.A.C.

(1) The agency will provide technical assistance, upon request by an HMO or PHC, in order to assist new or existing organizations to develop and maintain quality assurance systems.

(2) The agency will monitor and determine the accreditation status of all existing HMOs and PHCs on an ongoing basis and group them into the following categories:

(a) Three year accreditation;

(b) Less than three year accreditation;

(c) Not applied and surveyed for accreditation within the appropriate time frame;

(d) Applied for accreditation but not surveyed within the appropriate time frame;

(e) Surveyed, findings of the accreditation agency not final;

(f) Failed accreditation survey;

(g) New HMO or PHC, accreditation not currently due.

(3) The agency shall verify the compliance of HMOs and PHCs with the accreditation requirement with the accreditation organizations and shall initiate action for HMOs and PHCs classified under paragraphs (2)(c), (d) and (f), above. For those HMOs and PHCs under paragraph (2)(e), above, the agency shall not take administrative action until receipt of the final determination of accreditation from either the HMO, PHC or the accrediting body.

(4) The agency shall file an administrative order to show cause against those HMOs and PHCs under paragraphs (2)(c), (d) and (f), which are not in compliance with the accreditation requirement.

(5) The penalties to be assessed against organizations not achieving accreditation will be as follows:

	ACCREDITATION STATUS
	PENALTY 

	Not applied for accreditation within the time frames of this rule
	Suspension of enrollment for a period not to exceed one year or until accreditation is received if less than one year; Two counts of willful violation as specified under Section 641.52(5), F.S. 

	Applied, not surveyed within the time frames of this rule
	Suspension of enrollment for a period not to exceed one year or until accreditation is received if less than one year; One count of willful violation as specified under Section 641.52(5), F.S. 

	Failed initial or renewal accreditation survey. Failed follow-up accreditation survey conducted subsequent to a failed accreditation survey.
	No fine; Suspension of enrollment beyond the current enrollment level for a period not to exceed one year or until accreditation is received if less than one year; Revocation of the Health Provider Certificate.


(6) For those HMOs and PHCs failing an accreditation survey the agency shall assess the need to mitigate the penalties specified under subsection (5), based upon:

(a) The financial viability of the organization as determined by the Department of Financial Services pursuant to Sections 641.225 and 641.2261, F.S.; and,
(b) The extent of the organization’s efforts to initiate corrective action.

(7) Those HMOs and PHCs classified under paragraph (2)(c), (d) or (f), will be surveyed by the agency to ensure compliance with minimum standards for a Health Provider Certificate specified in Chapter 59A-12, F.A.C.

(8) For those HMOs and PHCs failing the initial accreditation survey the agency shall require the HMO or PHC to enter into a corrective action process for the purpose of achieving accreditation.

(9) The agency shall monitor the progress of those organizations not in compliance in cooperation with the accreditation organization to ensure that HMOs and PHCs come into compliance with the accreditation requirement.

(10) Those HMOs and PHCs failing an initial or renewal accreditation survey must receive at least accreditation under paragraph (2)(b), during a subsequent accreditation survey by the original accrediting organization. Accreditation must be received within one year of the final accreditation decision by the accrediting agency or within a time frame mutually agreeable to the agency, the accreditation organization, and the HMO or PHC. An HMO or PHC may, at any time, seek accreditation from another accreditation organization provided that the HMO or PHC enters into a corrective action process under subsection (8), to achieve accreditation with the original accreditation organization.

Rulemaking Authority 641.56 FS. Law Implemented 641.495, 641.512, 641.515(1), 641.52(1)(e), (g) FS. History–New 3-11-92, Formerly 10D-100.0071, Amended 11-21-94, 4-10-03.

59A-12.0072 Accreditation Organizations.

The accreditation organization must have nationally recognized experience in HMO accreditation activities and in the appraisal of medical practice and quality assurance in an HMO setting. As a minimum requirement for approval of the accreditation organization, the following criteria must be met:

(1) The accreditation organization must allow representatives from the agency to accompany the accreditation organization throughout the accreditation process, but the agency representatives shall not participate in the final accreditation or assessment determination.

(2) The accreditation organization must have at least 3 years of experience in reviewing all of the types of HMOs commonly found doing business in the State of Florida.

(3) The accreditation organization must have experience in conducting accreditation reviews for HMOs in at least 5 states of the United States or 2 regions of the Health Care Financing Administration, United States Department of Health and Human Services.

(4) Standards for accreditation must be developed with the input of the medical community, the HMO industry and health care consumers.

(5) The accreditation program shall, at a minimum, include standards for the following aspects of HMO operations:

(a) Quality Assurance Program;

(b) Provider Credentialing;

(c) Utilization Review Program;

(d) HMO Member Rights and Responsibilities;

(e) Medical Records;

(f) HMO Governance; and,
(g) Preventive Health Services.

(6) The accreditation program may include standards for the following services:

(a) Clinical laboratory services;

(b) Diagnostic and therapeutic radiology services;

(c) Pharmacy;

(d) Plant, technology, and safety management; and,
(e) Surgical and anesthesia services.

(7) The standards for accreditation shall be reviewed and updated at regular intervals not to exceed 2 years by the accreditation organization.

(8) The accreditation organization shall be required to submit its standards for HMO accreditation to the agency every 3 years for approval.

(9) Accreditation review teams shall include at least 1 physician experienced in HMO quality assurance program management. Reviewers shall undergo formal training in using the established standards for the HMO reviews.

(10) The accreditation organization shall maintain an internal quality assurance program to ensure the quality and continuity of the review program.

(11) The accreditation organization shall not currently be involved in the operation of the HMO or PHC, nor in the delivery of health care services to its subscribers.

(12) The accreditation organization shall not have contracted with or conducted consultations with the HMO or PHC seeking accreditation within the last 2 years for other than accreditation purposes.

Rulemaking Authority 641.56 FS. Law Implemented 641.512 FS. History–New 3-11-92, Formerly 10D-100.0072, Amended 4-10-03.

59A-12.0073 HMO and PHC Penalty Categories.

(1) Purpose. The purpose of this rule is to establish penalty categories that specify varying ranges of monetary fines for willful and nonwillful violations of applicable provisions of Chapter 641, Parts II and III, F.S., or rules promulgated thereunder.

(2) Scope. This rule developed by the Agency for Health Care Administration governs the issuance of penalties against health maintenance organizations and prepaid health clinics pursuant to the authority set forth in Chapter 641, F.S. It applies to all violations of the provisions of Chapter 641, Parts II and III, F.S., or rules promulgated thereunder.

(3) Definitions. All terms defined in the Health Maintenance Organization Act, Chapter 641, F.S., which are used in this rule shall have the same meaning as in the act:

(a) “Action” means an event or events leading to the commission of a violation.

(b) “Harm” means any physical or economic damages to a subscriber, member, covered person, or provider.

(c) “HMO” means a health maintenance organization as defined in Section 641.19(13), F.S., and licensed pursuant to the provisions of chapter 641, F.S.

(d) “Investigation,” “examination,” “inspection” means any official Agency review, analysis, inquiry, or research into referrals, complaints, or inquiries to determine the existence of a violation pursuant to Section 641.515, F.S.

(e) “Knowing and Willful” means any act or omission, which is committed intentionally as opposed to accidentally and which is committed with knowledge of the act’s unlawfulness or with reckless disregard as to the unlawfulness of the act.

(f) “Mitigating Factors” means a condition that moderates, lessens, or alleviates a determination of penalties for violations not listed in this rule.

(g) “PHC” means a prepaid health clinic as defined in Section 641.02(5), F.S., and licensed pursuant to the provisions of Chapter 641, F.S. 

(h) “Provider” means any physician, hospital, or other institution, organization, or person that furnishes health care services and is licensed or otherwise authorized to practice in the state.

(i) “Repeat Violations” means a second or subsequent offense of any given violation under this rule within the preceding four years.

(j) “Subscriber” means an individual who has contracted, or on whose behalf a contract has been entered into, with a HMO or PHC for health care services.

(k) “Violation” means any finding by the Agency of noncompliance by a HMO or PHC with any applicable provisions of Chapter 641, Parts II and III, rules or orders of the Agency governing HMOs or PHCs.

(4) General Provisions:

(a) Rule and Statutory Violations Included. This rule applies whether the violation is of an applicable statute or Agency rule, or an order implementing such a statute or rule.

(b) Relationship to Other Rules. The provisions of this rule shall be subordinated in the event that any other rule more specifically addresses a particular violation or violations.

(c) Other Licensees. The imposition of a penalty upon any HMO or PHC in accordance with this rule shall in no way be interpreted as barring the imposition of a penalty upon any agent, or other licensee in connection with the same conduct.

(5) Aggravating Factors. The following aggravating factors are considered in determining penalties for violations not listed in this rule, and, as to listed violations, the placement of the penalty within the range specified. The factors are not necessarily listed in order of importance:

(a) Willfulness and knowledge of the violation.

(b) Actual harm or damage to any recipient, subscriber, claimant, applicant, or other person or entity caused by the violation, as determined by the Agency’s examination, inspection, or investigation.

(c) Degree of harm to which any recipient, subscriber, claimant, applicant, or other person or entity was exposed by the violation, as determined by the Agency’s examination, inspection, or investigation.

(d) Whether the HMO or PHC reasonably should have known of the action’s unlawfulness.

(e) Financial gain or loss to the HMO or PHC or its affiliates from the violation.

(f) Whether the violation is a repeat violation.

(g) The number of occurrences of a violation found during an examination, inspection, or investigation.

(6) Mitigating Factors. Examples of mitigating factors are as follows:

(a) Whether corrective activities were actually and substantially initiated (not just planned) and implemented by the HMO or PHC before the violation was noted by or brought to the attention of the Agency and before the HMO or PHC was made aware that the Agency was investigating the alleged violation. Such corrective activities must be implemented to assure that the violation does not recur and may include the following: personnel changes, reorganization or discipline, and making any injured party whole as to harm suffered in relation to the violation.

(b) Destruction of records by fire, hurricane, or other natural disaster.

(c) Sudden unexpected death or incapacitation of key personnel.

(d) Error ratios of less than 5%.

(7) Penalty Categories and Fines Assessed. Violations are divided into three categories. Category I violations are the most serious and Category III violations are the least serious. Category I violations are violations that will cause harm; Category II violations are violations that have the potential to cause harm; and, Category III violations are violations that would cause no harm. The Agency will use the factors in subsections (5) and (6), above, and any similar or analogous violation listed in this rule to determine, within the penalty ranges specified below, the fine for each violation within a category.

(a) Category I. When a fine is imposed within this category for a knowing and willful violation, the amount shall not exceed $20,000.00 per violation. Additionally, fines for knowing and willful violations may not exceed an aggregate amount of $250,000.00 for all such violations arising out of the same action. When a fine is imposed for a nonwillful violation within this category, the fine shall not exceed $2,500.00 per violation. Additionally fines for non-willful violations may not exceed an aggregate amount of $25,000.00 for all such violations arising out of the same action.

1. Violation by the HMO or PHC of any lawful rule or order of the Agency.

2. Failure by the HMO or PHC to acquire a health care provider certificate from the Agency pursuant to Section 641.49, F.S.

3. Failure by the HMO or PHC to notify the Agency at least 60 days prior to the date it plans to begin providing health care services in a new geographic area pursuant to Section 641.495, F.S.

4. Failure of the HMO or PHC to provide health care services to subscribers as required by Sections 641.495 and 641.51, F.S.

5. Failure by the HMO or PHC to provide referrals to out-of-network specially qualified providers or for ongoing specialty care to subscribers pursuant to Sections 641.51(6) and (7), F.S.

6. Failure by the HMO or PHC to allow subscribers access to a grievance process for the purpose of addressing complaints and grievances pursuant to Section 641.511, F.S.

7. Failure by the HMO or PHC to notify subscribers of appeal rights under the plan’s grievance process pursuant to Section 641.511(10), F.S.

8. Failure of the HMO or PHC to provide or otherwise cover emergency services and care to subscribers pursuant to Section 641.513, F.S.

(b) Category II. If the violation is knowing and willful, the fine assessed shall not exceed $10,000.00 per violation. If the violation is nonwillful, the fine assessed shall not exceed $1,000.00 per violation.

1. Failure by the HMO or PHC to provide to the subscriber the right to a second medical opinion pursuant to Section 641.51(5), F.S.

2. Failure by the HMO or PHC to take appropriate action as prescribed by the written policies and procedures of the HMO or PHC whenever inappropriate or substandard services have been provided or services that should have been provided have not been provided as determined under the quality assurance program pursuant to Section 641.51, F.S.

3. Failure by the HMO or PHC to investigate and analyze as prescribed by the written policies and procedures of the HMO or PHC, the frequency and causes of adverse incidents causing injury to patients pursuant to Section 641.55, F.S.

4. Failure by the HMO or PHC to analyze patient grievances relating to patient care and quality of medical services pursuant to Section 641.55, F.S.

5. Failure by the HMO or PHC to pay a claim pursuant to Section 641.513, F.S. Assignment by the HMO or PHC of claim processing to a third party administrator or other entity does not relieve the managed care plan of its responsibilities to pay claims. Assignment by the HMO or PHC of payment to a third party administrator or other entity does not relieve the managed care plan of its responsibilities to pay claims.

(c) Category III. If the violation is knowing and willful, the fine assessed shall not exceed $2,500.00 per violation. If the violation is nonwillful, the fine assessed shall not exceed $500.00 per violation.
1. Failure by the HMO or PHC to timely and accurately submit data to the Agency pursuant to Section 641.51(9), F.S. and Rule 59B-13.001, F.A.C. The penalty period will begin on the first day following the due date at $200.00 a day for purposes of penalty assessments.

2. Failure by the HMO or PHC to resolve a grievance within the statutory requirements pursuant to Section 641.511, F.S.

3. Failure by the HMO or PHC to file with the Agency a copy of the quarterly grievance report pursuant to Section 641.511(7), F.S. The penalty period will begin on the first day following the due date at $200.00 a day for purposes of penalty assessments.

4. Failure by the HMO or PHC to report to the Agency any adverse or untoward incident within the mandated time frames pursuant to Section 641.55(6), F.S. In addition to any penalty imposed, the Agency may impose an administrative fine not to exceed $5,000 per violation pursuant to Section 641.55(7), F.S.

5. Failure by the HMO or PHC to timely pay the regulatory assessment as required by Section 641.58, F.S., by April 1. The penalty period will begin on the first day following the due date and continue until such time as the assessment is received by the Agency. During such penalty period the HMO or PHC shall be penalized at a rate of $200.00 per day for each calendar day during the penalty period. The failure to timely pay will be classified as non-willful for the first 30 days that payment has not been received. Willful violations will be penalized at the rate of $500.00 a day unless the HMO or PHC can show mitigating factors as defined under paragraph 59A-12.0073(3)(f), F.A.C., and listed in subsection 59A-12.0073(6), F.A.C.

Rulemaking Authority 641.56 FS. Law Implemented 641.52(5) FS. History–New 12-9-03, Amended 5-11-04.

59A-12.008 Referral Procedures.

Each HMO or PHC must have in place:

(1) A system to facilitate referral of subscribers to contracted or non-contracted physician and hospital providers; and, in the case of non-contracted providers, include a procedure for prior authorization and written notification regarding such referral to the subscriber.

(2) A means for notifying the subscribers of the referral system, including the procedures for the subscribers to obtain a second medical opinion. Such notification shall be clearly stated in either the subscriber contract, member handbook or other written communication.

Rulemaking Authority 641.56 FS. Law Implemented 641.51(4), 641.495(3) FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.008.

59A-12.009 Examination by the Agency for Health Care Administration.

The AHCA shall conduct examinations and investigate complaints regarding the quality of health care services being provided by the HMO or PHC as frequently as necessary to carry out the provisions of Chapter 641, Part III, F.S., and Chapter 59A-12, F.A.C.

Rulemaking Authority 641.56 FS. Law Implemented 641.515 FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.009.

59A-12.010 Subscriber Grievance Procedure.

Each HMO or PHC shall establish a subscriber grievance procedure as specified under Section 641.511, F.S.

Rulemaking Authority 641.56 FS. Law Implemented 641.311, 641.511 FS. History–New 1-28-88, Formerly 10D-100.010, Amended 4-10-03.

59A-12.011 Hospital and Physician Information Disclosure.

The current list required by Section 641.54, F.S., must include the date on which it was prepared or updated.

Rulemaking Authority 641.56 FS. Law Implemented 641.54 FS. History–New 1-28-88, Formerly 10D-100.011.

59A-12.012 Internal Risk Management Program.

(1) Every health maintenance organization certified under Part III of Chapter 641, F.S., shall, as a part of its administrative function, establish an internal risk management program as defined in Section 641.55, F.S:

(2) The risk management program shall be the ultimate responsibility of the governing body of the HMO.

(3) Every Staff Model and Mixed Model HMO certified under this part which has an annual premium volume of $10 million or more shall employ or contract with a risk manager who shall be responsible for implementation and oversight of the organization’s internal risk management program. A part-time risk manager shall not be responsible for risk management programs in more than four organizations or facilities. Every IPA Model and every HMO with an annual premium volume of less than $10 million shall designate an officer or employee of the HMO to serve as risk manager.

(4) As part of the internal risk management program an incident reporting system shall be established for each HMO. Procedures shall be detailed in writing and disseminated to all employees of the HMO. Within 30 days of employment all new employees shall be instructed in the operation and responsibilities of the incident reporting system. All non-physician personnel who provide direct patient care in clinical areas of a Staff or Mixed Model HMO shall receive 1 hour annually of risk management and risk prevention education and training including the importance of accurate and timely incident reporting. The incident reporting system shall include the prompt, within 3 business days, reporting of incidents to the risk manager. Incident reports shall be on a form developed by the HMO for the purpose and shall contain at least the following information:

(a) The patient’s name, date of birth, sex, physical findings or diagnosis and, if hospitalized; locating information, admission time and date, and the facility’s name;

(b) A clear and concise description of the incident including time, date, exact location, and coding elements as needed for the annual report based on ICD-10-CM;

(c) Whether or not a physician was called and, if so, a brief statement of said physician’s recommendations as to medical treatment, if any;

(d) A listing of all persons known to be involved directly in the incident, including witnesses, along with locating information for each; and,
(e) The name, signature and position of the person completing the report, along with date and time that the report was completed.

(5) The HMO shall be responsible for regular and systematic review of all incident reports and written patient grievances for the purpose of identifying trends or patterns as to time, place or persons and, upon emergence of any trend or pattern in incident occurrence, shall develop recommendations for appropriate corrective action and risk management prevention education and training. Summary data shall be systematically maintained for 3 years.

(a) At least quarterly or more often as may be required by the governing body, the risk manager shall provide a summary report to the governing body which includes information about activities of risk management.

(b) Evidence of the incident reporting and analysis system and copies of summary reports and evidence of recommended and accomplished corrective actions shall be made available for review by the Agency upon request during normal business hours.

(6) Annual reports must be submitted to the Agency summarizing the incident reports that were filed in the organization during the preceding calendar year pertaining to services rendered on the premises of the organization as as defined in Section 641.55, F.S. Annual reports must be submitted electronically to the Agency as required in Section 641.55, F.S., on Annual Report, AHCA Form 3140-5002 OL, May 2018, https://www.flrules.org/Gateway/reference.asp?No=Ref-12147, which is hereby incorporated by reference and may be obtained from the Agency’s annual reporting system located at: https://apps.ahca.myflorida.com/adverseincidentreport/.

(7) All adverse or untoward incidents, whether occurring in the facilities of the Staff Model or Mixed Model organization or arising from health care prior to admission to the facilities of the organization or in the facility of one of its providers must be reported to the Agency as defined in Section 641.55, F.S. Adverse incident reports must be submitted electronically to the Agency within 3 working days after its occurrence, with a more detailed followup within 10 days of the first report as required in Section 641.55, F.S., on Health Maintenance Organization Adverse Incident Report, HMO Adverse Incident, AHCA Form 3140-5003 OL, April 2017, which is hereby incorporated by reference and available at: https://www.flrules.org/Gateway/reference.asp?No=Ref-08776, and may be obtained from the Agency’s adverse incident reporting system which can only be accessed through the Agency’s Single Sign On Portal located at https://apps.ahca.myflorida.com/SingleSignOnPortal.
Rulemaking Authority 641.55, 641.56 FS. Law Implemented 641.55 FS. History–New 1-28-88, Amended 3-11-92, Formerly 10D-100.012, Amended 11-13-17, 10-7-20.

59A-12.013 Advance Directives.

(1) Each health maintenance organization shall have written policies and procedures, which delineate the health care facility’s position with respect to the state law and rules relative to advance directives. The policies shall not condition treatment or admission upon whether or not the individual has executed or waived an advance directive. In the event of conflict between the facility’s policies and procedures and the individual’s advance directive, provision should be made in accordance with Section 765.308, F.S.

(2) The facility’s policy shall include:

(a) Providing each adult individual, at the time of enrollment of the individual with the organization, with a copy of “Health Care Advance Directives – The Patients’ Right to Decide,” as prepared by the Agency for Health Care Administration, 2727 Mahan Drive, Tallahassee, FL 32308, effective 1-11-93, which is hereby incorporated by reference, or with a copy of some other substantially similar document which is a written description of Florida’s state law regarding advance directives;

(b) Providing each adult individual, at the time of enrollment of the individual with the organization, with written information concerning the health care facility’s policies respecting advance directives; and,
(c) The requirement that documentation of the existence of an advance directive be contained in the medical record. A health care facility which is provided with the individual’s advance directive shall make the advance directive or a copy thereof a part of the individual’s medical record.

Rulemaking Authority 765.110 FS. Law Implemented 765.110 FS. History–New 1-11-93.

59A-12.016 Definitions for the Managed Care Ombudsman Committees.

Rulemaking Authority 641.70 FS. Law Implemented 641.70 FS. History–New 12-13-98, Repealed 9-6-18.

59A-12.017 The Agency for Health Care Administration’s Responsibilities.

Rulemaking Authority 641.70 FS. Law Implemented 641.70 FS. History–New 12-13-98, Repealed 9-6-18.

59A-12.018 The District Managed Care Ombudsman Committees Responsibilities.

Rulemaking Authority 641.70 FS. Law Implemented 641.70 FS. History–New 12-13-98, Repealed 9-6-18.

59A-12.019 The Statewide Managed Care Ombudsman Committee Responsibilities.

Rulemaking Authority 641.70 FS. Law Implemented 641.70 FS. History–New 12-13-98, Repealed 9-6-18.

59A-12.020 Statewide Provider and Subscriber Assistance Program Forms.

Rulemaking Authority 408.15 FS. Law Implemented 408.7056 FS. History–New 9-17-00, Repealed 9-6-18.

59A-12.030 Statewide Provider and Health Plan Claim Dispute Resolution Program.
(1) Definitions.
(a) “Contracted provider” means a provider who is  under a contractual agreement with a health plan.
(b) “Disputed Claim” means a claim that has been submitted by a provider to the health plan or by a health plan to a provider for payment and has been denied in full or in part, or is presumed to have been underpaid or overpaid.
(c)“Disputed Claim Amount” means the difference between the expected reimbursement amount and the reimbursement received. 
(d) “Health Plan” as defined in Section 408.7057(1)(b), F.S., or a managed care or long term care plan procured pursuant to Section 409.966, F.S.
(e) “Non-contracted provider” means a provider that does not have a contractual agreement with a health plan.
(f) “Provider” as defined in Section 641.19(15), F.S., means any physician, hospital, institution, organization, or person that furnishes health care services and is licensed or otherwise authorized to practice in the state. Includes both contracted and non-contracted providers.
(g) “Professional services” means occupations that require special training or holding a professional license not classified as hospital inpatient or outpatient services.
(h) “Resolution organization” means a qualified independent third-party claim-dispute resolution entity selected by and contracted with the Agency for Health Care Administration.
(2) Purpose.
(a) To establish a program to provide assistance to providers and health plans for resolution of claim disputes that are not resolved by the provider and the health plans.
(b) The following claim disputes can be submitted by providers or health plans:
1. Claims disputed for services rendered after October 1, 2000.
2. Claims disputes related to payment amounts only, provider disputes payment amount received, or health plan disputes regarding payback amount.
3. Providers are required to aggregate claims by type of service to meet certain minimum thresholds in accordance with paragraph 59A-12.030(5)(c), F.A.C.
(c) The resolution organization shall provide assistance to providers and health plans for resolution of claim disputes within the parameters of Section 408.7057, F.S.
(d) The resolution organization shall hear submitted claims disputes in accordance with the provisions of Section 408.7057, F.S., and this rule.
(3) Resolution Organization.
(a) The resolution organization shall determine, based on a desk review, whether the claim disputes submitted by the health plans or providers meet the statutory requirements of Section 408.7057(2), F.S.
(b) The resolution organization shall inform the Agency on the status of all claim disputes.
(4) Claim Dispute Review.
(a) The entity that does not prevail in the agency’s final order must pay the review costs.
(b) In the event that both parties prevail in part, the review fee shall be apportioned in proportion to the final judgement. The apportionment shall be based on the disputed claim amount.
(c) If the non-prevailing party or parties fail to pay the ordered review costs within 35 days after the agency’s final order, the non-paying party or parties are subject to a penalty of $500 per day.
(5) Jurisdictional Amounts and Methods of Aggregation for Claim Disputes.
(a) Claims submitted for dispute resolution shall be submitted separately by the following claim categories:
1. Hospital inpatient services claims.
2. Hospital outpatient services claims.
3. Professional services claims.
(b) Either the provider or the health plan may make an offer to settle the claim dispute.
(c) Entities filing a request for dispute resolution shall be permitted to aggregate claims. The minimum disputed claim amounts for claims submitted to the resolution organization shall be as follows:
1. Hospital inpatient services. Disputed individual claim amounts must be aggregated to a total amount of $25,000.00 for health plan contracted hospitals and $10,000.00 for non-contracted hospitals.
2. Hospital outpatient services. Disputed individual claim amounts must be aggregated to a total amount of $10,000.00 for health plan contracted hospitals, and $3,000.00 for non-contracted hospitals.
3. Professional services. Disputed individual claim amounts shall be aggregated to a minimum amount of $500.00.
(d) Rural hospitals as defined in Section 395.602(2)(e), F.S., filing requests for claim dispute resolution, are exempt from the minimum disputed claim amounts specified in subparagraphs (5)(c)1. and 2., of this rule. 
(e) The offer to settle the claim dispute must state the total amount and the party to whom it is directed has 15 days to accept the offer once it is received.
(f) If the party receiving the offer does not accept the offer and the final order amount is more than 90 percent or less than 110 percent of the offer amount, the party receiving the offer must pay the final order amount to the offering party and is deemed a non-prevailing party for purposes of this section.
(g) The amount of an offer made by a provider to settle an alleged underpayment by the health plan must be greater than 110 percent of the reimbursement amount the provider received.
(h) The amount of an offer made by a health plan to settle an alleged overpayment to the provider must be less than 90 percent of the alleged overpayment amount by the health plan.
(i) Both parties may agree to settle the disputed claim at any time, for any amount, regardless of whether an offer to settle was made or rejected.
(6) Application Process.
(a) The resolution organization shall review claim disputes filed by either the providers or health plans. A request for dispute resolution and supporting documentation must be submitted in hard copy or electronically to the resolution organization in a format prescribed by the resolution organization.
(b) A complete copy of the request, including all supporting documentation, must be submitted to the adverse party at the same time.
(c) The resolution organization must review all requests for claim dispute resolution within 10 days after receipt to determine whether the request meets the statutory and rule criteria for submission to the resolution organization as specified in Sections 408.7057(2)(b)1.-7. and (d), F.S. 
(d) If the resolution organization determines that the dispute resolution request does not meet the statutory and rule criteria, the request shall be returned to the entity filing the request.
(7) Hearing Process.
(a) Either party may request that the resolution organization conduct an evidentiary hearing in which both sides can present evidence and examine witnesses, and for which the cost of hearing is equally shared by the parties.
(b) In the event witnesses are called to testify, it is the responsibility of both parties to pay for its own witnesses.
(8) Resolution Organization Review and Decision Process.
(a) The resolution organization must review and consider all documentation submitted by both the health plan and the provider. The resolution organization must notify the entity requesting the dispute resolution and the adverse party electronically or by mail that the request for dispute resolution has been accepted for review.
(b) If the resolution organization determines that the documentation provided with the initial application is not sufficient, it may request additional documents from the entity filing the request for dispute resolution. The resolution organization shall require the health plan or provider submitting the claim dispute to submit any supporting documentation to the resolution organization within 15 days after receipt by the health plan or provider of a request from the resolution organization for documentation in support of the claim dispute. Failure to submit the supporting documentation within such time period shall result in the dismissal of the submitted claim dispute. Any additional documentation submitted to the resolution organization must be submitted to the adverse party at the same time.
(c) The resolution organization shall require the respondent in the claim dispute to submit all documentation in support of its position within 15 days after receiving a request from the resolution organization for supporting documentation. The resolution organization may extend the time. Failure to submit the supporting documentation within such time period shall result in a default against the health plan or provider. In the event of such a default, the resolution organization shall issue its written recommendation to the Agency that a default be entered against the defaulting entity. The written recommendation shall include a recommendation to the Agency that the defaulting entity shall pay the entity submitting the claim dispute the full amount of the claim dispute, plus all accrued interest, and shall be considered a nonprevailing party for the purposes of this section. Any additional information submitted by the adverse party to the resolution organization must be submitted to the entity filing the request for dispute resolution at the same time.
(d) The resolution organization may not communicate ex parte either with the health plan or the provider during the dispute resolution.
(e) The resolution organization shall issue a written recommendation, including findings of fact relating to the calculation under Section 641.513 (5), F.S., for the recommended amount due for the disputed claim, including any evidence relied upon.
(f) The resolution organization shall issue a written recommendation, which includes findings of fact, to the Agency within 60 days after the requested information is received by the resolution organization within the timeframes specified by the resolution organization. In no event shall the review time exceed 90 days following receipt of the initial claim dispute submission by the resolution organization.
(g) Within 30 days after receipt of the recommendations issued by the resolution organization the Agency shall adopt the recommendation as a final order.
(h) The final order is subject to judicial review pursuant to Section 120.68, F.S.
Rulemaking Authority 408.7057, 409.961 FS. Law Implemented 408.7057, 409.967 FS. History–New 10-23-00, Amended 3-28-01, 11-11-02, 8-10-17.
