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NOTICE OF CHANGE

Notice is hereby given that the following changes have been made to the proposed rule in accordance with subparagraph 120.54(3)(d)1., F.S., published in Vol. 51 No. 204, October 20, 2025 issue of the Florida Administrative Register.

69O-197.005 Independent Professional Examiners
(1) Definitions. The following are independent professional examiners who may conduct examinations pursuant to under section 626.8828(2), F.S.:
(a) “Independent Professional Examiner” is a person who may conduct pharmacy benefit manager market conduct examinations pursuant section 626.8828(2), F.S. and is one or more of the following:
(a) 1. Independent certified public accountants;
(b) through (d) renumbered 2. through 4. No change.
5.(e) Pharmacists and/or people with pharmacy experience; 
6.(f) Persons with insurance and/or pharmacy benefit manager experience 
7.(g) Persons with experience conducting market conduct examinations in any jurisdiction; or and
8. Persons employing or contracting with any one of the above persons.
(8) Other persons with specializations and expertise that lend themselves to particular examination.
(b) “Pharmacy benefit manager market conduct examination” means the statutorily required examination pursuant to s. 626.8828, which includes a systematic review of each pharmacy benefit manager for the purposes of determining the pharmacy benefit manager’s compliance with all applicable provisions of Part VII of Chapter 626, F.S., and all other laws or rules applicable to pharmacy benefit managers within the Florida Insurance Code. The examination must include a detailed review of the pharmacy benefit manager’s compliance with sections 626.8825 and 626.8827, F.S. 
(c) “Examiner classifications” means role types used for billing differentiation, including examiner-in-charge and participating examiner, as identified in Rule 69O-197.007, F.A.C.
(d) “Allowable costs” means fees and expenses that the independent professional examiners performing the pharmacy benefit manager market conduct examination may charge to the pharmacy benefit manager pursuant to section 626.8828, F.S. 
(e) “Examination budget” means the total cost an independent professional examiner performing the pharmacy benefit manager market conduct examination may charge for an examination, as approved by the Office.
(f) “Examination workstream” means the individual processes the Office requires an independent professional examiner to review in order to determine a pharmacy benefit manager’s compliance with: 
1. Section 626.8825(2), F.S. pertaining to contracts between a pharmacy benefit manager and a pharmacy benefits plan or program.
2. Section 626.8825(3), F.S. pertaining to contracts between a pharmacy benefit manager and a participating pharmacy;
3. Section 626.8827, F.S. pertaining to pharmacy benefit manager prohibited practices;
4. All other applicable provisions of Part VII of Chapter 626, F.S.;
5. Section 627.64742, F.S., pertaining to contractual arrangements between a pharmacy benefit manager and a health insurer; 
6. Sections 627.6131(16) and (17), F.S., and section 641.3155(14) and (15), F.S., pertaining to the timely payment of fully insured pharmacy claims that were paid or denied for both affiliated and unaffiliated pharmacies;
7. Section 627.42393, F.S. relating to step-therapy protocol; and
8. Newly discovered issues indicating potential violations of Florida statutes by the pharmacy benefit manager. 
(g) “Fieldwork” means the work assigned by the Office to an independent professional examiner to complete a pharmacy benefit manager market conduct examination.
(h) “Competitive pricing analysis” means an internal or third-party study produced within two years of the start of a pharmacy benefit manager market conduct examination demonstrating that the costs charged by the independent professional examiner performing the pharmacy benefit manager market conduct examination pursuant to section 626.8828, F.S., are consistent with costs charged by other independent professional examiners in a similar profession and comparable with the costs charged for comparable examinations.
(i) “Person” means “person” as defined in section 624.04, F.S. 
(2) Conflict of Interest. The Office of Insurance Regulation (“Office”)shall ensure that a the person performing a pharmacy benefit manager market conduct examination(s), including said person’s employees, management, contractors, subcontractors, agents, and consultants, selected by the Office to perform the examination has no conflicts of interest which might affect that person’s ability to independently perform that person’s responsibilities for the examination. The contract entered into by the Office with the person shall include a prohibition on conflicts of interest as identified herein, and failure to disclose a conflict of interest shall be deemed a breach of contract. A conflict of interest, as it relates to Pharmacy Benefit Manager examinations, occurs, but is not limited to occurrences, where the following actions or situations are identified:
(a) Definitions. Because of other past, present, or future planned activities or relationships, a person is unable, or potentially unable, to advise or render impartial assistance to the Office; or
1. “Conflict of interest,” is any circumstance in which a person, including all those employees, management, contractors, subcontractors, agents, and consultants of such person, has a financial, professional, personal, or other interests that compromise, or reasonably appear to compromise, the duty of such persons to act impartially and solely in the public interest when performing pharmacy benefit market conduct examinations for the Office. A conflict of interest includes, but is not limited to, instances when a person performing a pharmacy benefit manager market conduct examination, including all those employees, management, contractors, subcontractors, agents, and consultants of such person, meet any of the following conditions in the 6 months preceding the commencement of a pharmacy benefit manager market conduct examination:
a. Direct or indirect possession of the power to direct or cause the direction of the management and policies of a drug supply chain member, whether through the ownership of voting securities, by contract other than a commercial contract for goods or nonmanagement services, or otherwise; 
b. Service on the advisory board of a drug supply chain member;
c. Engagement to represent, lobby, or otherwise advocate for or against a drug supply chain member in regulatory or legislative matters; or 
d. If, within the 6 months preceding the commencement of a pharmacy benefit manager market conduct examination, a person’s immediate family meets any of the following conditions:
(I) Direct or indirect possession of the power to direct or cause the direction of the management and policies of a drug supply chain member, whether through the ownership of voting securities, by contract other than a commercial contract for goods or nonmanagement services, or otherwise; 
(II) Service on the advisory board of a drug supply chain member;
(III) Engagement to represent, lobby, or otherwise advocate for or against a drug supply chain member in regulatory or legislative matters; or
(IV) Served as an employee, officer, director, trustee, advisor, consultant, or board member to any drug supply chain member whose interests may be affected by pharmacy benefit manager operations.
2. “Immediate family” means a spouse, domestic partner, or children thereof.
3. “Drug supply chain member” means any pharmacy, pharmacy benefit manager, pharmaceutical manufacturer, wholesaler, distributor, group purchasing organization, rebate aggregator, pharmacy services administrative organization, retail, mail-order, or specialty pharmacy, or any person that negotiates drug pricing, drug rebates, or formulary placement with pharmacy benefit managers.
(b) Mandatory Disclosure, Disqualification, and Recusal. The objectivity of such person in performing contract work for the Office is or might be otherwise impaired, or such person has or would have an unfair competitive advantage; or
1. Before contracting with the Office, and annually thereafter, persons performing a pharmacy benefit manager market conduct examination must disclose, in writing, all interests as described in paragraph (2)(a) herein that existed within the preceding 6 months, including such relationships of immediate family. 
2. Contracted persons must notify the Office within ten (10) days upon any change creating or revealing a conflict of interest.
3. If a prohibited conflict of interest exists, the person shall be disqualified from participation on the pharmacy benefit manager market conduct examination and otherwise must immediately cease and be recused from any further examination activity with regard to any ongoing pharmacy benefit manager market conduct examination until the requisite 6 month conflict period concludes. A person performing a pharmacy benefit manager market conduct examination may continue the examination if the person with a conflict of interest is able to be screened from the pharmacy benefit manager market conduct examination.
4. The person performing the pharmacy benefit manager market conduct examination shall ensure that all its employees, management, contractors, subcontractors, agents, and consultants abide by the provisions of this rule regarding conflicts of interest.
(c) A factual situation indicates or suggests that an actual conflict of interest may exist or arise from award of a proposed contract or from continuation of an existing contract; or 
(d) The person engages in work for other parties, including, but not limited to, entering into consulting or other contractual arrangements with other persons or entities, the result of which could give rise to the person’s ability to perform the work being performed under the contract with the Office being compromised; or
(e) any other circumstance where the private interests of the person create an actual or potential conflict, or the appearance of a conflict, between that person’s private interests and the faithful performance of the person’s responsibilities for the examination.
(3) Pharmacy Benefit Manager Market Conduct Examination Allowable Costs and Budgeting. The person selected shall ensure that all its employees, management, subcontractors, and consultants abide by the provisions of the contract regarding conflicts of interest.
(a) Purpose and Scope. This section implements section 626.8828(2), F.S. and applies to all pharmacy benefit manager market conduct examinations performed by independent professional examiners. 
(b) Solicitation of Independent Professional Examiner. Before the Office may contract with an independent professional examiner, the independent professional examiner must provide the following upon request by the Office:
1. a total price estimate, including proposed number and type of examiner classifications and applicable rates necessary to complete all the services that the Office requested; and 
2. a competitive pricing analysis.
(c) Billable Examination Activities and Time Window. 
1. Examination. Billable examination activities begin to accrue when the independent professional examiner performing the pharmacy benefit manager market conduct examination begins the fieldwork required by the Office. 
2. Expenses. Travel and per diem expenses incurred by the independent professional examiner performing the pharmacy benefit manager market conduct examination may be billed to the pharmacy benefit manager when directly attributable to the pharmacy benefit manager’s market conduct examination. 
a. Travel. Travel expenses must relate to the pharmacy benefit manager market conduct examination and are those travel expenses that are not per diem expenses such as rental car, airfare, etc. These are based on the travel expenses incurred by the independent professional examiner performing the pharmacy benefit market conduct examination as supported by receipt documentation. 
b. Per Diem. Per diem expenses will be assessed based on the most recent per diem rates established by the U.S. General Services Administration for federal agencies. Per diem expenses include lodging and meals. 
(d) Cost Controls.
1. Cost controls. If the aggregate charges for a pharmacy benefit manager market conduct examination reaches seventy-five (75%) of the examination budget, the independent professional examiner performing the pharmacy benefit manager market conduct examination shall notify the Office and the pharmacy benefit manager for whom the examination budget was produced.
2. Preliminary Scope. Before any work is billable to the pharmacy benefit manager for a pharmacy benefit manager market conduct examination, the Office shall provide the pharmacy benefit manager with:
a. A preliminary scope statement generally describing the examination objectives and anticipated examination workstreams;
b. An examination budget that contains an itemized description of the examination costs, that:
(I) identifies the independent professional examiner, the examiner-in-charge, any participating examiner, and the accompanying examiner classification for those performing the pharmacy benefit manager market conduct examination;
(II) identifies the examination scope period;
(III) identifies the rates for each examiner classification;
(IV) establishes the projected hours, delineated by examiner classification, for each anticipated examination workstream; and
(V) provides the anticipated category of costs, including travel costs, and an overall total projected cost for the examination.
3. Budget Amendments. An independent professional examiner may not charge amounts in excess of the examination budget to the pharmacy benefit manager under examination unless a budget amendment is approved by the Office prior to incurring such excess amounts. Any request for a budget amendment to increase the examination budget requires:
a. written justification by the independent professional examiner performing the pharmacy benefit manager market conduct examination that is provided to the Office;
b. written approval by the Office; and
c. written notice by the Office to the pharmacy benefit manager explaining the basis for the increase. 
(f) Invoicing and Payment.
1. Invoicing. Independent professional examiners performing pharmacy benefit manager market conduct examinations shall submit monthly itemized invoices to the pharmacy benefit manager for whom they are examining and also provide a copy to the Office. The itemized invoices shall include:
a. terms requiring payment within 30 days; 
b. a report containing the following: 
(I) the date the task was performed; 
(II) the workstream associated with each task performed;
(III) a clear description of the task performed;
(IV) the name of the individual performing the task; 
(V) the examiner classification of the individual performing the task; 
(VI) the rate applicable to the examiner’s classification;
(VII) the number of hours associated with the task in 15 minute increments;
(VIII) the total amount billed for each task;
(IX) the examination budget amount;
(X) the total amount invoiced to date; and
(XI) a percent-complete status. 
2. Prohibited Invoicing. Independent professional examiners are prohibited from billing a pharmacy benefit manager:
a. for work performed by persons not authorized by the Office;
b. for greater than 40 hours per person in any given work week as defined from Sunday to Saturday. Examiners-in-charge and each participating examiner may include allowable costs up to but not exceeding 40 hours per week per person;
c. for time spent on training or education (including training or education that may be applicable to pharmacy benefit manager examinations generally);
d. recruitment, sales, or clerical/administrative tasks; or
e. for reviewing or issuing amended or corrected invoices.
3. Pharmacy benefit managers shall notify the independent professional examiner and the Office if invoices contain hours relating to the above prohibited activities. Independent professional examiners shall remove prohibited hours from the invoices and issue the pharmacy benefit manager a corrected or amended invoice. 
4. Payment. 
a. The pharmacy benefit manager under examination must pay within 30 days the invoiced examination costs imposed by section 626.8828, F.S. 
b. Failure by a pharmacy benefit manager to pay expenses incurred or administrative fines imposed is grounds for the suspension or revocation of the pharmacy benefit manager’s certificate of authority. 
(4) The rates charged to the pharmacy benefit manager being examined pursuant to section 626.8828, F.S., are to be consistent with rates charged by other persons in a similar profession and are comparable with the rates charged for comparable examinations. If the amount invoiced by the contracted examiners reaches seventy-five percent of the original estimated amount provided to the Office, the examiners must verify whether the examination will be completed within the originally estimated amount provided to the Office. No action of an independent professional examiner or person shall create any contractual relationship between the Office and the professionals or subcontractors employed by such independent professional examiner or person. The independent professional examiner or person is solely responsible for payment of any professionals or subcontractors the independent professional examiner or person utilizes.
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