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TUESDAY, DECEMBER 14, 2010

10:00 a.m.
Call to Order by Michele Weizer, PharmD, Chair

TAB 1
PETITION FOR DECLARATORY STATEMENT / VARIANCE OR WAIVER - Allison Dudley, Assistant Attorney General

1.
Kirk Peterson, RPh, EVP of Business Development, Wellfount Corporation

Petitioner was not present nor represented by counsel.

MOTION: by Jones, seconded by Melvin to deny.  Motion carried unanimously.

2. Martin Dix, Esq., Orlando Health
Petitioner was present and sworn in by the court reporter.

Tabled to the February 2011 full board meeting.

TAB 2

Reports

A. Chair’s Report - Michele Weizer, PharmD

Dr. Weizer shared that this would be her last meeting serving as chair and thanked everyone for all of their support.

Ms. Ferrell gave an update on the Executive Director position.  

Action:  Dr. Salem made a motion that the salary be comparable to that of a pharmacist, that the individual be a licensed pharmacist registered in Florida and if the individual is not registered in Florida that they become registered within a certain timeframe, and that a couple of board members be included in the interview process.  Dr. Griffin seconded the motion which carried unanimously.

B. Rule Discussion and Review - Steve Melvin, PharmD

1.
Rule 64B16-27.410, F.A.C.

The Joint Administrative Procedures Committee (JAPC) takes issue with the language in this rule, which allows pharmacy technicians to assist the pharmacists with professional services.  JAPC also has concerns that this would constitute the practice of pharmacy.

After much discussion, Ms. Dudley was asked to respond to JAPC regarding these concerns.  


2.
Rule 64B16-27.420, F.A.C.

JAPC takes issue with the language in this rule, which allows pharmacy technicians to compound medications, is in direct conflict with the statute.

After much discussion, Ms. Dudley was asked to respond to JAPC regarding this concern.

3. Rule 64B16-26.351, F.A.C. 
MOTION: by Weizer, seconded by Jones to approve the Registered Pharmacy Technician Training Program Application and allow any technical changes as necessary.  Motion carried unanimously.


4.
Rule 64B16-28.101, F.A.C. 


After much discussion, Ms. Jones will continue working on this language and will bring back 
to the February 2011 full board meeting for additional discussion.

C.
Executive Director’s Report – Kelli Ferrell, BPharm, RPh, Acting ED


1.
Technician Registration Statistics

Ms. Ferrell advised that as of December 9, 2010 the Florida Board of Pharmacy had successfully registered 35,423 pharmacy technicians and that there are a total of 9,293 registered pharmacy technicians with an expiration of 12/31/10.

MOTION: by Salem, seconded by Griffin that due to the volume of mail received at the end of the year and to be fair to the practitioners. We will extend the 12/31/2010 expiration no later then Feb 1, 2011 for the processing of all the paperwork by the Board office.  Motion carried with Jones opposing.

Ms. Ferrell asked what communication should she let the inspectors know during this time for the paperwork to be processed. Ms. Weizer suggested that the inspectors be sensitive to the amount of paperwork that is being processed by the board office at this time. They can note this on their inspection form that a registration was not upgraded.  

 
2.
August PRN Monthly Report


Informational, no action taken.

3. 2011 Legislative Initiatives

After review and discussion of the 2011 legislative initiatives, the board revised the language to reflect the following:

465.018 Community pharmacies; permits.

(1) Any person desiring a permit to operate a community pharmacy shall apply to the department. 

(2) If the board office certifies that the application complies with the laws of the state and the rules of the board governing pharmacies, the department shall issue the permit. No permit shall be issued unless a licensed pharmacist is designated as the prescription department manager. responsible for maintaining all drug records, providing for the security of the prescription department, and following such other rules as relate to the practice of the profession of pharmacy. The permittee and the newly designated prescription department manager shall notify the department within 10 days of any change in prescription department manager.

(3) The board may suspend or revoke the permit of, or may refuse to issue a permit to:

(a) Any person which has been disciplined, abandoned, or has become null and void after written notice that disciplinary proceedings had been or would be brought against the permit; or

(b) Any person who is an officer, director, or person interested directly or indirectly in the person or business entity has had her or his permit disciplined, abandoned, or has become null and void after written notice that disciplinary proceedings had been or would be brought against her or his permit; or

(c) Any person who is or has been an officer of a business entity, or who was interested directly or indirectly in a business entity, the permit of which has been disciplined, abandoned or has become null and void after written notice that disciplinary proceedings had been or would be brought against the license.

(4)(a) A person applying for a permit to operate a community pharmacy must submit a bond $50,000 on a form approved by rule of the board for each permit application.  Any person who has 25 or more community pharmacies under common ownership must post a bond of $200,000 approved by rule of the board.  In lieu of a bond, a person owning a community pharmacy may establish an escrow account for the equivalent bond amount where such escrow account is payable to the department and on a form approved by rule of the board.  The purpose of the bond regarding that permit is to:

1. Secure payment of any administrative penalties imposed by board or the department against the current or former permit holder including fees, fines and costs that are authorized under state law and which the permit holder fails to pay 30 days after the fine or costs become final or within a greater time frame if permitted by the department.

2. Secure payment of any fees incurred by the department or its representative for pharmacy closure and abandonment of drugs.

(b) The department may claim and document its reimbursement against such bond or security until 2 years after the permit expires or until 60 days after the conclusion of any authorized administrative or legal proceedings initiated by the department for violations of chapter 456, any professional practice act within the jurisdiction of the department, chapter 499 or rules adopted there under, including all appeals, whichever occurs later.

(5)  In addition to any other remedies provided by law, the board may deny each application or suspend or revoke each license, registration, or certificate of entities regulated or licensed by it if the applicant, licensee, registrant, or license holder, or, in the case of a corporation, partnership, or other business entity, if any officer, director, agent, or managing employee of that business entity or any affiliated person, partner, or shareholder having an ownership interest equal to 5 percent or greater in that business entity, has failed to pay all outstanding fines, liens, or overpayments assessed by final order of the department, unless a repayment plan is approved by the department; or for failure to comply with any repayment plan.

(6)  In reviewing any application requesting a change of ownership or change of licensee, or registrant, the transferor shall, prior to agency approval of the change, repay or make arrangements to repay any amounts owed to the agency.  Should the transferor fail to repay or make arrangements to repay the amounts owed to the department, the issuance of a license, or registration to the transferee shall not be issued until repayment or until arrangements for repayment are made.

(7) Passing an onsite inspection is a prerequisite of issuing the permit whether based upon an initial inspection or change of location.  The department shall re-inspect new pharmacy permits within ninety days of issuance of the permit.  

465.022 Pharmacies; general requirements; fees 

(1)The board shall adopt rules pursuant to ss. 120.536(1) and 120.54 to implement the provisions of this chapter. Such rules shall include, but shall not be limited to, rules relating to:

(a) General drug safety measures.

(b) Minimum standards for the physical facilities of pharmacies.

(c) Safe storage of floor-stock drugs.

(d) Functions of a pharmacist in an institutional pharmacy, consistent with the size and scope of the pharmacy.

(e) Procedures for the safe storage and handling of radioactive drugs.

(f) Procedures for the distribution and disposition of medicinal drugs distributed pursuant to s. 499.028.

(g) Procedures for transfer of prescription files and medicinal drugs upon the change of ownership or closing of a pharmacy.

(h) Minimum equipment which a pharmacy shall at all times possess to fill prescriptions properly.

(2)  A pharmacy permit shall be issued only to a natural person (individual) who is at least 18 years of age, or to a partnership comprised of at least one natural person (individual) all of whom are at least 18 years of age; whose partners are all at least 18 years of age, or to a business entity that is properly registered with the Florida Secretary of State, if required by law, and has been issued a federal employer tax identification number (FEIN); or to a government agency. corporation that is registered pursuant to chapter 607 or chapter 617 whose officers, directors, and shareholders are at least 18 years of age. Permits issued to business entities shall be issued only to entities whose affiliated persons, members, partners, officers, directors, agents, including persons required to be fingerprinted under s. 465.022(3), are not less than 18 years of age. 

(3) No person shall direct, control, or interfere with a pharmacist’s clinical judgment; as defined by rule of the board.

(4)(3) Any person, or business entity, partnership, or corporation before engaging in the operation of a pharmacy shall file with the board a sworn application on forms provided by the department. 

(a)  An application for a pharmacy permit must include a set of fingerprints from each affiliated person having an ownership interest of 5 percent or greater and from any person, who, directly or indirectly, manages, oversees, or controls the operation of the applicant, including officers and members of the board of directors or an applicant that is a corporation.  The applicant must provide payment in the application for the cost of state and national criminal history records checks.  For purposes of this section any person required to provide fingerprints under this subsection is an affiliated person within the meaning of s. 465.023(1). 

1.  For corporations having more than $100 million of business taxable assets in this state, in lieu of these fingerprint requirements, the department shall require the prescription department manager or consultant pharmacist of record who will be directly involved in the management and operation of the pharmacy to submit a set of fingerprints.

2.  A representative of a corporation described in subparagraph 1. Satisfies the requirement to submit a set of his or her fingerprints if the fingerprints are on file with the department or Agency for Health Care Administration, meet the fingerprint specifications for submission by the Department of Law Enforcement, and are available to the department.

(b) The department shall submit the fingerprints provided by the applicant to the Department of Law Enforcement for a state criminal history records check.  The Department of Law Enforcement shall forward the fingerprints to the Federal Bureau of Investigation for a national criminal history records check.

(c) In addition to those documents required by the department or board, each applicant with any financial or ownership interest greater than five percent in the subject of the application shall submit a signed affidavit disclosing any financial or ownership interest greater than five percent in any pharmacy permitted in the past five years, which pharmacy has closed voluntarily or involuntarily; has filed a voluntary relinquishment of its permit; has had its permit suspended or revoked; or has had an injunction issued against it by a regulatory agency.  The affidavit must disclose the reason such entity was closed whether, voluntary or involuntary.

(5)(4) The department or board shall deny an application for a pharmacy permit if the applicant or an affiliated person, partner, officer, director, or prescription department manager, or consultant pharmacist of record of the applicant has:

(a) Obtained a permit by misrepresentation or fraud;

(b) Attempted to procure, or has procured, a permit for any other person by making, or causing to be made, any false representation;

(c) Been convicted of, or entered a plea of guilty or nolo contendere to, regardless of adjudication, a crime in any jurisdiction which relates to the practice of, or the ability to practice, the profession of pharmacy;

(d) Been convicted of, or entered a plea of guilty or nolo contendere to, regardless of adjudication, a crime in any jurisdiction which relates to health care fraud;

(e) Has been convicted of, or entered a plea of guilty or nolo contendere to, regardless of adjudication, a felony under: chapter 409, chapter 817, chapter 893, or a similar felony offense committed in another state or jurisdiction since July 1, 2009.
(f) Has been convicted of, or entered a plea of guilty or nolo contendere to, regardless of adjudication, a felony under 21 U.S.C. ss. 801-970, or 42 U.S.C. ss. 1395-1396 since July 1,2009.
(g) Has been terminated for cause from the Florida Medicaid program pursuant to s. 409.913, unless the applicant has been in good standing with the Florida Medicaid program for the most recent 5 years.
(h) Has been terminated for cause, pursuant to the appeals procedures established by the state, from any other state Medicaid program, unless the applicant has been in good standing with a state Medicaid program for the most recent 5 years and the termination occurred at least 20 years before the date of the application.
(i) Is currently listed on the United States Department of Health and Human Services Office of Inspector General’s List of Excluded Individuals and Entities.
(j) For felonies in which the defendant entered a plea of guilty or nolo contendere in an agreement with the court to enter a pretrial intervention or drug diversion program, the department shall not approve or deny the application for a renewal of a license, certificate, or registration until the final resolution of the case.
 (e) Been terminated for cause, pursuant to the appear procedure established by the state or Federal Government, from any state Medicaid program or the federal Medicare program, unless the applicant has been in good standing with a state Medicaid program or the federal Medicare program for the most recent 5 years and the termination occurred at least 20 years ago; or 

(k)(f)  Dispensed any medicinal drug based upon a communication that purports to be a prescription as defined by s. 465.003(14) or s. 893.02 when the pharmacist knows or has a reason to believe that the purported prescription is not based upon a valid practitioner-patient relationship that includes a documented patient evaluation, including history and a physical examination adequate to establish the diagnosis for which any drug is prescribed and any other requirement established by board rule under chapter 458, chapter 459, chapter 461, chapter 463, chapter 464, or chapter 466.; or
(l)(g) Has violated or failed to comply with any provision of this chapter; chapter 499, known as the “Florida Drug and Cosmetic Act”; chapter 893; 21 U.S.C. ss. 301-392, known as the “Federal Food Drug and Cosmetic Act”; 21 U.S.C. ss. 821 et seq, known as the Comprehensive Drug Abuse Prevention and Control Act; or any rules or regulations promulgated under any of them.

(6)(5) After the application has been filed with the board and the permit fee provided in this section has been received, the board shall cause the application to be fully investigated, both as to the qualifications of the applicant and the prescription department manager or consultant pharmacist designated to be in charge and as to the premises and location described in the application.

(7)(6) The Board of Pharmacy shall have the authority to determine whether a bona fide transfer of ownership is present and that a sale of a pharmacy is not being accomplished for the purpose of avoiding an administrative prosecution.

(8)(7) Upon the completion of the investigation of an application, the board shall approve or deny disapprove the application.  If approved, the permit shall be issued by the department.

(9) The permittee, preceding designated prescription department manager or consultant pharmacist of record and the newly designated prescription department manager or the consultant pharmacist of record shall notify the department on a form approved by the board, within 10 days of any change in prescription department manager or consultant pharmacist of record.

(10) Prescription Department Manager Responsibilities- These responsibilities apply to any registered pharmacist who assumes the role of the prescription department manager.

(a) A registered pharmacist shall not serve in this role unless the department is notified within 10 days of employment; and

(b) The prescription department manager shall be responsible for obtaining and maintaining all drug records required by any state or federal law to be obtained by a pharmacy, including but not limited to records required by or under chapters 465, 499, or 893; the prescription department manager must follow all rules promulgated thereunder as they relate to the practice of the profession of pharmacy and the sale of prescription drugs.

(c) Security- Providing security of the prescription department.  The prescription department manager shall notify the board of any theft or significant loss of any controlled substances within one business day of discovery.  

(d) A registered pharmacist shall not serve as the prescription department manager in more than one location unless approved by the board.

(11) Recordkeeping- The board shall adopt rules that require keeping of such records of prescription drugs as are necessary for the protection of public health, safety, and welfare.

(a)  All required records documenting prescription drug distributions shall be readily available or immediately retrievable during an inspection by the department   

(b) The records must be maintained four (4) years from the creation or receipt of the record which ever date is later.
(12)(8) Permits issued by the department are not transferable. 

(13)(9) The board shall set forth fees for the following:

(a) Initial permit fee not to exceed $250.
(b) Biennial permit renewal not to exceed $250.

(c) Delinquent fee not to exceed $100.

(d) Change of location or change of ownership fee not to exceed $250 $100.
Section 458.3265 (2)(d) and 459., F.S., 

(d) A physician authorized to prescribe controlled substances who practices at a pain-management clinic is responsible for maintaining the control and security of his or her prescription blanks and any other method used for prescribing controlled substance pain medication. 

1. The physician shall use a counterfeit-resistant prescription blank  for all prescribing of controlled substances at, or for patients who present at, a  pain- management clinic. The physician shall comply with the requirements for counterfeit-resistant prescription blanks in s. 893.065 and the rules adopted pursuant to that section. Use of a counterfeit proof prescription  blank contrary to s. 893.065 or rules adopted under that section is a violation of this section, and is a violation of section 456.072 (1) (k), if the act is committed by a licensee. The physician shall notify in writing the department within 24 hours following any theft or loss of a prescription blank or breach of any other method for prescribing pain medication. 

2. If a physician uses electronic prescribing methods, it must only be done through secure websites with only computer to computer transmission consistent with state and federal requirements.

Section 465.016 Disciplinary actions.—

(1) The following acts constitute grounds for denial of a license or disciplinary action, as specified in s. 456.072(2):

(t)  Committing an error or omission during the performance of a specific function of prescription drug processing which includes for purposes of this provision:

1.  receiving, interpreting, or clarifying a prescription;

2.  entering prescription data into the pharmacy’s record;

3.  verifying or validating a prescription;

4.  performing pharmaceutical calculations;

5.  performing prospective drug review as defined by the board;

6.  obtaining refill and substitution authorizations;

7.  interpreting or acting on clinical data;

8.  performing therapeutic interventions;

9.  providing drug information concerning a patient’s prescription; and

10.  providing patient counseling.

893.055 Prescription drug monitoring program.—

(1) As used in this section, the term:

(k) “Wholesale distributor” means any person engaged in wholesale distribution of controlled substances in or into this state, including, but not limited to, manufacturers; repackagers; own-label distributors; jobbers; private-label distributors; brokers; warehouses, including manufacturers’ and distributors’ warehouses, chain drug warehouses, and wholesale drug warehouses; independent wholesale drug traders; exporters; pharmacies authorized to conduct wholesale distribution; and the agents thereof that conduct wholesale distributions.

(2)(a) By December 1, 2010, the department shall design and establish a comprehensive electronic database system that has controlled substance prescriptions provided to it and that provides prescription information to a patient’s health care practitioner and pharmacist who inform the department that they wish the patient advisory report provided to them. Otherwise, the patient advisory report will not be sent to the practitioner, pharmacy, or pharmacist. The system shall be designed to provide information regarding the sale or transfer of controlled substances by wholesale distributors as well as dispensed prescriptions of controlled substances and shall not infringe upon the legitimate prescribing or dispensing of a controlled substance by a prescriber or dispenser acting in good faith and in the course of professional practice. The system shall be consistent with standards of the American Society for Automation in Pharmacy (ASAP). The electronic system shall also comply with the Health Insurance Portability and Accountability Act (HIPAA) as it pertains to protected health information (PHI), electronic protected health information (EPHI), and all other relevant state and federal privacy and security laws and regulations. The department shall establish policies and procedures as appropriate regarding the reporting, accessing the database, evaluation, management, development, implementation, operation, storage, and security of information within the system. The reporting of prescribed controlled substances shall include a dispensing transaction with a dispenser pursuant to chapter 465 or through a dispensing transaction to an individual or address in this state with a pharmacy that is not located in this state but that is otherwise subject to the jurisdiction of this state as to that dispensing transaction. The sale or transfer of controlled substances shall be reported to the electronic database system for controlled substances distributed in or into the state from a wholesale distributor to a wholesale distributor, practitioner, or pharmacy pursuant to chapter 465.  The reporting of patient advisory reports refers only to reports to patients, pharmacies, and practitioners. Separate reports that contain patient prescription history information and that are not patient advisory reports are provided to persons and entities as authorized in paragraphs (8)(7)(b) and (d)(c) and s. 893.0551.

(b) The department, when the direct support organization receives at least $20,000 in nonstate moneys or the state receives at least $20,000 in federal grants for the prescription drug monitoring program, and in consultation with the Office of Drug Control, shall adopt rules as necessary concerning the reporting, accessing the database, evaluation, management, development, implementation, operation, security, and storage of information within the system, including rules for when patient advisory reports are provided to pharmacies and prescribers. The patient advisory report shall be provided in accordance with s. 893.13(7)(a)8. The department shall consult work with the professional health care licensure boards, such as the Board of Medicine, the Board of Osteopathic Medicine, and the Board of Pharmacy, and the Drug Wholesale Distributor Advisory Council; and other appropriate organizations, such as the Florida Pharmacy Association, the Office of Drug Control, the Florida Medical Association, the Florida Retail Federation, , and the Florida Osteopathic Medical Association, including those relating to pain management; and the Attorney General, the Department of Law Enforcement, and the Agency for Health Care Administration to develop rules appropriate for the prescription drug monitoring program.

(c) All dispensers, and prescribers, and wholesale distributors subject to these reporting requirements shall be notified by the department of the implementation date for such reporting requirements.

(d) The program manager shall consult work with professional health care licensure boards, councils and the stakeholders listed in paragraph (b) to develop rules appropriate for identifying indicators of controlled substance abuse.

(3) The pharmacy dispensing the controlled substance and each prescriber who directly dispenses a controlled substance shall submit to the electronic system, by a procedure and in a format established by the department and consistent with an ASAP-approved format, the following information for inclusion in the database:

(4) The wholesale distributor of a controlled substance shall report all distributions, sales or transfers in, into or originating in the state to the electronic system, by a procedure and in a format established by the department and consistent with an ASAP-approved format, the following information for inclusion in the database:

(a) The full name, physical address, telephone number, state license number and state controlled registry number if applicable, and federal Drug Enforcement Administration registration number of the prescribing or dispensing practitioners, pharmacies or distributors purchasing or receiving the controlled substance;

(b) Date of purchase;

(c) The name, strength, dosage form, quantity and national drug code of the controlled substance; and

(d) Other appropriate identifying information as determined by department rule. 

(5)(4) (a)Each time a controlled substance is dispensed to an individual, the transaction controlled substance shall be reported to the department through the system as soon thereafter as possible, but not more than 15 days after the date the controlled substance is dispensed unless an extension is approved by the department for cause as determined by rule. A dispenser must meet the reporting requirements of this section by providing the required information concerning each controlled substance that it dispensed in a department-approved, secure methodology and format. Such approved formats may include, but are not limited to, submission via the Internet, on a disc, or by use of regular mail.

(b) Each time a controlled substance is sold, transferred or distributed in a wholesale distribution shall be reported to the department through the system as soon thereafter as possible, but not more than 15 days after the date the controlled substance is sold, transferred or distributed.

(6)(5) When the following acts of dispensing or administering occur, the following are exempt from reporting under this section for that specific act of dispensing or administration:

(a) A health care practitioner when administering a controlled substance directly to a patient if the amount of the controlled substance is adequate to treat the patient during that particular treatment session.

(b) A pharmacist or health care practitioner when administering a controlled substance to a patient or resident receiving care as a patient at a hospital, nursing home, ambulatory surgical center, hospice, or intermediate care facility for the developmentally disabled which is licensed in this state.

(c) A practitioner when administering or dispensing a controlled substance in the health care system of the Department of Corrections. 

(d) A practitioner when administering a controlled substance in the emergency room of a licensed hospital.

(e) A health care practitioner when administering or dispensing a controlled substance to a person under the age of 16.

(f) A pharmacist or a dispensing practitioner when dispensing a one-time, 72-hour emergency resupply of a controlled substance to a patient.

(7)(6) The department may establish when to suspend and when to resume reporting information during a state-declared or nationally declared disaster. 

(8)(7)(a) A practitioner or pharmacist who dispenses or a wholesale distributor who distributes a controlled substance must submit the information required by this section in an electronic or other method in an ASAP format approved by rule of the department unless otherwise provided in this section. The cost to the dispenser or distributor in submitting the information required by this section may not be material or extraordinary. Costs not considered to be material or extraordinary include, but are not limited to, regular postage, electronic media, regular electronic mail, and facsimile charges. 

(b) A pharmacy, prescriber, or dispenser shall have access to information in the prescription drug monitoring program’s database which relates a patient of that pharmacy, prescriber, or dispenser in a manner established by the department as needed for the purpose of reviewing the patient’s controlled substance prescription history. Other access to the program’s database shall be limited to the program’s manager and to the designated program and support staff, who may act only at the direction of the program manager or, in the absence of the program manager, as authorized. Access by the program manager or such designated staff is for prescription drug program management only or for management of the program’s database and its system in support of the requirements of this section and in furtherance of the prescription drug monitoring program. Confidential and exempt information in the database shall be released only as provided in paragraph (d)(c) and s. 893.0551.

(c) A wholesale distributor shall have access to information in the prescription drug monitoring program’s database which relates to the distribution of controlled substances to a pharmacy, prescriber or dispenser, in a manner established by the department as needed for the purpose of reviewing the history of controlled substance distributions.  Other access to the program’s database shall be limited to the program’s manager and to the designated program and support staff, who may act only at the direction of the program manager or, in the absence of the program manager, as authorized. Access by the program manager or such designated staff is for prescription drug program management only or for management of the program’s database and its system in support of the requirements of this section and in furtherance of the prescription drug monitoring program. Confidential and exempt information in the database shall be released only as provided in paragraph (d) and s. 893.0551.

(d)(c) The following entities shall not be allowed direct access to information in the prescription drug monitoring program database but may request from the program manager and, when authorized by the program manager, the program manager’s program and support staff, information that is confidential and exempt under s. 893.0551. Prior to release, the request shall be verified as authentic and authorized with the requesting organization by the program manager, the program manager’s program and support staff, or as determined in rules by the department as being authentic and as having been authorized by the requesting entity:

1. The department or its relevant health care regulatory boards responsible for the licensure, regulation, or discipline of practitioners, pharmacists, or other persons who are authorized to prescribe, administer, or dispense controlled substances and who are involved in a specific controlled substance investigation involving a designated person for one or more prescribed controlled substances.

2. The Attorney General for Medicaid fraud cases involving prescribed controlled substances.

3. A law enforcement agency during active investigations regarding potential criminal activity, fraud, or theft regarding prescribed controlled substances.

4. A patient or the legal guardian or designated health care surrogate of an incapacitated patient as described in s. 893.0551 who, for the purpose of verifying the accuracy of the database information, submits a written and notarized request that includes the patient’s full name, address, and date of birth, and includes the same information if the legal guardian or health care surrogate submits the request. The request shall be validated by the department to verify the identity of the patient and the legal guardian or health care surrogate, if the patient’s legal guardian or health care surrogate is the requestor. Such verification is also required for any request to change a patient’s prescription history or other information related to his or her information in the electronic database.

5. The department or other regulatory agency responsible for the licensure, regulation, discipline of wholesale distributors where the information requested is related to the wholesale distribution of controlled substances.

Information in the database for the electronic prescription drug monitoring system is not discoverable or admissible in any civil or administrative action, except in an investigation and disciplinary proceeding by the department or the appropriate regulatory board.  Information related to the wholesale distribution of, or violations of chapters 465 or 499 related to, controlled substances in the data base for the electronic prescription drug monitoring system is not discoverable or admissible in any civil or administrative action, except for actions taken by the department or a regulatory board that are authorized under chapters 456, 499, or a health care practitioner practice act within the jurisdiction of the department.

(e)(d) The following entities shall not be allowed direct access to information in the prescription drug monitoring program database but may request from the program manager and, when authorized by the program manager, the program manager’s program and support staff, information that contains no identifying information of any patient, physician, health care practitioner, prescriber, or dispenser and that is not confidential and exempt:

1. Department staff for the purpose of calculating performance measures pursuant to subsection (9)(8).
2. The Program Implementation and Oversight Task Force for its reporting to the Governor, the President of the Senate, and the Speaker of the House of Representatives regarding the prescription drug monitoring program. This subparagraph expires July 1, 2012.

(f)(e) All transmissions of data required by this section must comply with relevant state and federal privacy and security laws and regulations. However, any authorized agency or person under s. 893.0551 receiving such information as allowed by s. 893.0551 may maintain the information received for up to 24 months before purging it from his or her records or maintain it for longer than 24 months if the information is pertinent to ongoing health care or an active law enforcement investigation or prosecution. 

(g)(f) The program manager, upon determining a pattern consistent with the rules established under paragraph (2)(d) and having cause to believe a violation of s. 893.13(7)(a)8., (8)(a), or (8)(b) has occurred, may provide relevant information to the applicable law enforcement agency.

(9)(8) To assist in fulfilling program responsibilities, performance measures shall be reported annually to the Governor, the President of the Senate, and the Speaker of the House of Representatives by the department each December 1, beginning in 2011. Data that does not contain patient, physician, health care practitioner, prescriber, or dispenser identifying information may be requested during the year by department employees so that the department may undertake public health care and safety initiatives that take advantage of observed trends. Performance measures may include, but are not limited to, efforts to achieve the following outcomes:

(a) Reduction of the rate of inappropriate use of prescription drugs through department education and safety efforts.

(b) Reduction of the quantity of pharmaceutical controlled substances obtained by individuals attempting to engage in fraud and deceit.

(c) Increased coordination among partners participating in the prescription drug monitoring program.

(d) Involvement of stakeholders in achieving improved patient health care and safety and reduction of prescription drug abuse and prescription drug diversion.

(10)(9) Any person who willfully and knowingly fails to report the dispensing of a controlled substance as required by this section commits a misdemeanor of the first degree, punishable as provided in s. 775.082 or s. 775.083.

(11)(10) All costs incurred by the department in administering the prescription drug monitoring program shall be funded through federal grants or private funding applied for or received by the state. The department may not commit funds for the monitoring program without ensuring funding is available. The prescription drug monitoring program and the implementation thereof are contingent upon receipt of the nonstate funding. The department and state government shall cooperate with the direct-support organization established pursuant to subsection (12)(11) in seeking federal grant funds, other nonstate grant funds, gifts, donations, or other private moneys for the department so long as the costs of doing so are not considered material. Nonmaterial costs for this purpose include, but are not limited to, the costs of mailing and personnel assigned to research or apply for a grant. Notwithstanding the exemptions to competitive-solicitation requirements under s. 287.057(3)(f), the department shall comply with the competitive-solicitation requirements under s. 287.057 for the procurement of any goods or services required by this section.

(12)(11) The Office of Drug Control, in coordination with the department, may establish a direct-support organization that has a board consisting of at least five members to provide assistance, funding, and promotional support for the activities authorized for the prescription drug monitoring program.

(a) As used in this subsection, the term “direct-support organization” means an organization that is:

1. A Florida corporation not for profit incorporated under chapter 617, exempted from filing fees, and approved by the Department of State.

2. Organized and operated to conduct programs and activities; raise funds; request and receive grants, gifts, and bequests of money; acquire, receive, hold, and invest, in its own name, securities, funds, objects of value, or other property, either real or personal; and make expenditures or provide funding to or for the direct or indirect benefit of the department in the furtherance of the prescription drug monitoring program.

(b) The direct-support organization is not considered a lobbying firm within the meaning of s. 11.045.

(c) The director of the Office of Drug Control shall appoint a board of directors for the direct-support organization. The director may designate employees of the Office of Drug Control, state employees other than state employees from the department, and any other nonstate employees as appropriate, to serve on the board. Members of the board shall serve at the pleasure of the director of the Office of Drug Control. The director shall provide guidance to members of the board to ensure that moneys received by the direct-support organization are not received from inappropriate sources. Inappropriate sources include, but are not limited to, donors, grantors, persons, or organizations that may monetarily or substantively benefit from the purchase of goods or services by the department in furtherance of the prescription drug monitoring program.

(d) The direct-support organization shall operate under written contract with the Office of Drug Control. The contract must, at a minimum, provide for:

1. Approval of the articles of incorporation and bylaws of the direct-support organization by the Office of Drug Control.

2. Submission of an annual budget for the approval of the Office of Drug Control.

3. Certification by the Office of Drug Control in consultation with the department that the direct-support organization is complying with the terms of the contract in a manner consistent with and in furtherance of the goals and purposes of the prescription drug monitoring program and in the best interests of the state. Such certification must be made annually and reported in the official minutes of a meeting of the direct-support organization.

4. The reversion, without penalty, to the Office of Drug Control, or to the state if the Office of Drug Control ceases to exist, of all moneys and property held in trust by the direct-support organization for the benefit of the prescription drug monitoring program if the direct-support organization ceases to exist or if the contract is terminated.

5. The fiscal year of the direct-support organization, which must begin July 1 of each year and end June 30 of the following year.

6. The disclosure of the material provisions of the contract to donors of gifts, contributions, or bequests, including such disclosure on all promotional and fundraising publications, and an explanation to such donors of the distinction between the Office of Drug Control and the direct-support organization.

7. The direct-support organization’s collecting, expending, and providing of funds to the department for the development, implementation, and operation of the prescription drug monitoring program as described in this section and s. 2, chapter 2009-198, Laws of Florida, as long as the task force is authorized. The direct-support organization may collect and expend funds to be used for the functions of the direct-support organization’s board of directors, as necessary and approved by the director of the Office of Drug Control. In addition, the direct-support organization may collect and provide funding to the department in furtherance of the prescription drug monitoring program by:

a. Establishing and administering the prescription drug monitoring program’s electronic database, including hardware and software.

b. Conducting studies on the efficiency and effectiveness of the program to include feasibility studies as described in subsection (14)(13).
c. Providing funds for future enhancements of the program within the intent of this section.

d. Providing user training of the prescription drug monitoring program, including distribution of materials to promote public awareness and education and conducting workshops or other meetings, for health care practitioners, pharmacists, and others as appropriate.

e. Providing funds for travel expenses.

f. Providing funds for administrative costs, including personnel, audits, facilities, and equipment.

g. Fulfilling all other requirements necessary to implement and operate the program as outlined in this section.

(e) The activities of the direct-support organization must be consistent with the goals and mission of the Office of Drug Control, as determined by the office in consultation with the department, and in the best interests of the state. The direct-support organization must obtain a written approval from the director of the Office of Drug Control for any activities in support of the prescription drug monitoring program before undertaking those activities.

(f) The Office of Drug Control, in consultation with the department, may permit, without charge, appropriate use of administrative services, property, and facilities of the Office of Drug Control and the department by the direct-support organization, subject to this section. The use must be directly in keeping with the approved purposes of the direct-support organization and may not be made at times or places that would unreasonably interfere with opportunities for the public to use such facilities for established purposes. Any moneys received from rentals of facilities and properties managed by the Office of Drug Control and the department may be held by the Office of Drug Control or in a separate depository account in the name of the direct-support organization and subject to the provisions of the letter of agreement with the Office of Drug Control. The letter of agreement must provide that any funds held in the separate depository account in the name of the direct-support organization must revert to the Office of Drug Control if the direct-support organization is no longer approved by the Office of Drug Control to operate in the best interests of the state.

(g) The Office of Drug Control, in consultation with the department, may adopt rules under s. 120.54 to govern the use of administrative services, property, or facilities of the department or office by the direct-support organization.

(h) The Office of Drug Control may not permit the use of any administrative services, property, or facilities of the state by a direct-support organization if that organization does not provide equal membership and employment opportunities to all persons regardless of race, color, religion, gender, age, or national origin.

(i) The direct-support organization shall provide for an independent annual financial audit in accordance with s. 215.981. Copies of the audit shall be provided to the Office of Drug Control and the Office of Policy and Budget in the Executive Office of the Governor.

(j) The direct-support organization may not exercise any power under s. 617.0302(12) or (16).

(13)(12) A prescriber or dispenser may have access to the information under this section which relates to a patient of that prescriber or dispenser as needed for the purpose of reviewing the patient’s controlled drug prescription history. A prescriber or dispenser acting in good faith is immune from any civil, criminal, or administrative liability that might otherwise be incurred or imposed for receiving or using information from the prescription drug monitoring program. This subsection does not create a private cause of action, and a person may not recover damages against a prescriber or dispenser authorized to access information under this subsection for accessing or failing to access such information.

(14)(13) To the extent that funding is provided for such purpose through federal or private grants or gifts and other types of available moneys, the department, in collaboration with the Office of Drug Control, shall study the feasibility of enhancing the prescription drug monitoring program for the purposes of public health initiatives and statistical reporting that respects the privacy of the patient, the prescriber, and the dispenser. Such a study shall be conducted in order to further improve the quality of health care services and safety by improving the prescribing and dispensing practices for prescription drugs, taking advantage of advances in technology, reducing duplicative prescriptions and the overprescribing of prescription drugs, and reducing drug abuse. The requirements of the National All Schedules Prescription Electronic Reporting (NASPER) Act are authorized in order to apply for federal NASPER funding. In addition, the direct-support organization shall provide funding for the department, in collaboration with the Office of Drug Control, to conduct training for health care practitioners and other appropriate persons in using the monitoring program to support the program enhancements.

(15)(14) A pharmacist, pharmacy, or dispensing health care practitioner or his or her agent, before releasing a controlled substance to any person not known to such dispenser, shall require the person purchasing, receiving, or otherwise acquiring the controlled substance to present valid photographic identification or other verification of his or her identity to the dispenser. If the person does not have proper identification, the dispenser may verify the validity of the prescription and the identity of the patient with the prescriber or his or her authorized agent. Verification of health plan eligibility through a real-time inquiry or adjudication system will be considered to be proper identification. This subsection does not apply in an institutional setting or to a long-term care facility, including, but not limited to, an assisted living facility or a hospital to which patients are admitted. As used in this subsection, the term “proper identification” means an identification that is issued by a state or the Federal Government containing the person’s photograph, printed name, and signature or a document considered acceptable under 8 C.F.R. s. 274a.2(b)(1)(v)(A) and (B).

(16)(15) The Agency for Health Care Administration shall continue the promotion of electronic prescribing by health care practitioners, health care facilities, and pharmacies under s. 408.0611.

(17)(16) By October 1, 2010, the department shall adopt rules pursuant to ss. 120.536(1) and 120.54 to administer the provisions of this section, which shall include as necessary the reporting, accessing, evaluation, management, development, implementation, operation, and storage of information within the monitoring program’s system.

4.
Registered Pharmacy Interns

MOTION: by Salem, seconded by Garcia to approve the following language which carried unanimously:

465.013 Registration of pharmacy interns.--

(1) The department shall register as pharmacy interns persons certified by the board as being enrolled in an intern program at an accredited school or college of pharmacy or who are graduates of accredited schools or colleges of pharmacy and are not yet licensed in the state. 

(2) The board may refuse to certify to the department or may revoke the registration of any intern for good cause, including grounds enumerated in this chapter for revocation of pharmacists' licenses. 

(3)  Effective January 1, 2012, all pharmacy interns must renew their registrations biennially in accordance with Chapter 456 and section 465.008 except as otherwise provided below.

(a)  As a condition of registration renewal


1. a registered pharmacy intern must demonstrate registration in and attendance at a duly accredited college or school of pharmacy; or active pursuit of licensure as a pharmacist or pharmacy technician as determined by the board, and


2. a registered pharmacy intern who is not currently registered in, and attending, a duly accredited college or school of pharmacy shall complete 20 hours biennially of continuing education courses approved by the board or the Accreditation Council for Pharmacy Education, of which 4 hours must be via live presentation and 2 hours must be Board approved and be related to the prevention of medication errors and pharmacy law. 

(b)  The board shall adopt rules that require each registration issued by the board under this section to be displayed in such a manner as to make it available to the public and to facilitate inspection by the department. The board may adopt other rules as necessary to administer this section. 

(c)  Any pharmacy intern registration not renewed by January 1, 2012 will be null and void, except a registration issued after January 1, 2010 which will be subject to biennial renewal in accordance with this section.

(4)  The registration of a pharmacy intern will become null and void when the intern is licensed as a pharmacist or pharmacy technician. 

D.
Attorney General’s Report – Allison Dudley, Assistant Attorney General 


1.
HB 1565


Information, no action taken.  Ms. Dudley will provide updates as they become available.


2.
Rules Report


Rule 64B16-26.103, F.A.C.

MOTION: by Jones, seconded by Griffin to approve the following language which carried unanimously:

 (1) Prior to biennal renewal of pharmacist licensure, a licensee shall complete no less than 30 hours of approved courses of continued professional pharmaceutical education within the 24 month period prior to the expiration date of the license. The following conditions shall apply.

(a) Upon a licensee’s first renewal of licensure, the licensee must document the completion of one (1) hour of board approved continuing education which includes the topics of Human Immunodeficiency Virus and Acquired Immune Deficiency Syndrome; the modes of transmission, including transmission from a healthcare worker to a patient and the patient to the healthcare worker; infection control procedures, including universal precautions; epidemiology of the disease; related infections including tuberculosis (TB); clinical management; prevention; and current Florida law on AIDS and its impact on testing, confidentiality of test results, and treatment of patients.  In order to meet this requirement, licensees must demonstrate that the course includes information on the State of Florida law on HIV/AIDS and its impact on testing, reporting, the offering of HIV testing to pregnant women, and partner notification issues pursuant to Sections 381.004 and 384.25, F.S. Any HIV/AIDS continuing education course taken during the second or subsequent renewal of licensure may be applied to satisfy the general continuing education hours requirement.

(b) The initial renewal of a pharmacist license will not require completion of courses of continued professional pharmaceutical education hours if the license was issued less than 12 months prior to the expiration date of the license. If the initial renewal occurs 12 months or more after the initial licensure, then 15 hours of continued professional pharmaceutical education hours shall be completed prior to the renewal of the license but no earlier than the date of initial licensure

(c) Prior to renewal a licensee must complete, within the 24 month period prior to the expiration date of the license, a two-hour continuing education course approved in advance by the Board on medication errors that covers the study of root-cause analysis, error reduction and prevention, and patient safety. Hours obtained pursuant to this section may be applied by the licensee to the requirements of subsection (1).

(d) Five hours of continuing education in the subject area of risk management may be obtained by attending one full day or eight (8) hours of a board meeting at which disciplinary hearings are conducted by the Board of Pharmacy in compliance with the following:

1. The licensee must sign in with the Executive Director or designee of the Board before the meeting day begins;

2. The licensee must remain in continuous attendance;

3. The licensee cannot receive continuing education credit for attendance at a board meeting if required to appear before the board; and

4. The maximum continuing education hours allowable per biennium under this paragraph shall be ten (10).

(e) A member of the Board of Pharmacy may obtain five (5) hours of continuing education in the subject area of risk management for attendance at one Board meeting at which disciplinary hearings are conducted. The maximum continuing education hours allowable per biennium under this paragraph shall be ten (10).

(f) Up to five hours per biennium of continuing education credit may be fulfilled by the performance of volunteer services to the indigent as provided in Section 456.013(9), F.S., or to underserved populations, or in areas of critical need within the state where the licensee practices. In order to receive credit, the licensee must make application to and receive approval in advance from the Board. Application shall be made on form DH-MQA 1170 (Rev. 02/09), Individual Request for Continuing Education for Volunteers, which is hereby incorporated by reference. The form can be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254. One hour credit shall be given for each two hours volunteered in the 24 months prior to the expiration date of the license. In the application for approval, the licensee shall disclose the type, nature and extent of services to be rendered, the facility where the services will be rendered, the number of patients expected to be serviced, and a statement indicating that the patients to be served are indigent. If the licensee intends to provide services in underserved or critical need areas, the application shall provide a brief explanation as to those facts. A licensee who is completing community service as a condition of discipline imposed by the board cannot use such service to complete continuing education requirements.

(g) Continuing education credit shall be granted for completion of post professional degree programs provided by accredited colleges or schools of pharmacy. Credit shall be awarded at the rate of 5 hours of continuing education credit per semester hour completed within the 24 months prior to the expiration date of the license.

(h) Continuing education may consist of post-graduate studies, institutes, seminars, lectures, conferences, workshops, correspondence courses, or other educational opportunities which advance the practice of the profession of pharmacy if approved by the Board. A course shall be approved prior to completion and will be evaluated by the Tripartite Committee using the standards found in Rule 64B16-26.601, F.A.C.  Individuals must submit requests for course approval at least 45 days in advance of the program or course by completeing  the approved application form DOH/MQA/PH 112, (Rev.3/02), entitled Board of Pharmacy Course Approval application, which is incorporated by reference, and which can be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254, or from the website located at http://www.doh.state.fl.us/mqa/massage/pharmacy.  Individuals seeking course approval must attach to the application a detailed program outline, overview or syllabus which describes the educational content, objectives and faculty qualifications.  
 (i) Any volunteer expert witness who is providing expert witness opinions for cases being reviewed by the Department of Health pursuant to Chapter 465, F.S., shall receive five (5) hours of credit in the area of risk management for each case reviewed in the 24 months prior to the expiration date of the license, up to a maximum of ten (10) hours per biennium.

(j) The presenter of a live seminar, a live video teleconference or through an interactive computer-based application shall receive 1 credit for each course credit hour presented, however presenter will not receive additional credit for multiple same course presentations. 
(k) All programs approved by the ACPE for continuing education for pharmacists are deemed approved by the Board for general continuing education hours for pharmacists. Any course necessary to meet the continuing education requirement for HIV/AIDS, medication errors, or consultant pharmacist license renewal shall be Board approved.

(l) General continuing education earned by a non-resident pharmacist in another state that is not ACPE approved, but is approved by the board of pharmacy in the state of residence can be applied to meet the requirements of license renewal in subsection (1) above.

(m) At least ten (10) of the required 30 hours must be obtained either at a live seminar, a live video teleconference, or through an interactive computer-based application.

(2) Prior to renewal a consultant pharmacist shall complete no less than 24 hours of Board approved continuing education in the course work specified in Rule 64B16-26.302, F.A.C., within the 24 month period prior to the expiration date of the consultant license. The hours earned to satisfy this requirement cannot be used to apply toward the 30 hours required in subsection (1) above. However, if consultant recertification hours are earned and not used to meet the requirements of this paragraph, they may be applied by the licensee to the 30 hours required in subsection (1).

(a) If the initial renewal of a consultant pharmacist license occurs less than 12 months after the initial licensure, then completion of consultant courses of continuing education hours will not be required.

(b) If the initial renewal of a consultant pharmacist license occurs 12 months or more after the initial licensure, then 12 hours of consultant continuing education hours must be completed prior to the renewal date of the license but no earlier than the date of initial licensure.

(3) Prior to renewal a nuclear pharmacist shall complete no less than 24 hours of Board approved continuing education in the course work specified in Rule 64B16-26.304, F.A.C., within the 24 month period prior to the expiration date of the nuclear pharmacist license. The hours earned to satisfy this requirement cannot be used to apply toward the 30 hours required in subsection (1) above. However, if nuclear pharmacist license renewal hours are earned and not used to meet the requirements of this paragraph, they may be applied by the licensee to the 30 hours required in subsection (1).

(a) If the initial renewal of a nuclear pharmacist license occurs less than 12 months after the initial licensure, then completion of courses of nuclear pharmacy continuing education hours will not be required.

(b) If the initial renewal of a nuclear pharmacist license occurs 12 months or more after the initial licensure, then 12 hours of nuclear pharmacy continuing education hours must be completed prior to the renewal date of the license but no earlier than the date of initial licensure.

(c) All programs approved by the ACPE for continuing education for nuclear pharmacists are deemed approved by the Board for general continuing education hours for nuclear pharmacists. 

(4) Prior to renewal a registered phamacy technician shall complete no less than twenty (20) hours of Board approved continuing education in the course work specified in Rule 64B16-26.355, F.A.C., within the 24 month period prior to the expiration date of the phamacy technician registration.

(a) Upon a pharmacy technician’s first renewal, registrtant must document the completion of one (1) hour of board approved continuing education which includes the topics of Human Immunodeficiency Virus and Acquired Immune Deficiency Syndrome; the modes of transmission, including transmission from a healthcare worker to a patient and the patient to the healthcare worker; infection control procedures, including universal precautions; epidemiology of the disease; related infections including tuberculosis (TB); clinical management; prevention; and current Florida law on AIDS and its impact on testing, confidentiality of test results, and treatment of patients.  In order to meet this requirement, licensees must demonstrate that the course includes information on the State of Florida law on HIV/AIDS and its impact on testing, reporting, the offering of HIV testing to pregnant women, and partner notification issues pursuant to Sections 381.004 and 384.25, F.S. Any HIV/AIDS continuing education course taken during the second or subsequent renewal of registration may be applied to satisfy the general continuing education hours requirement.

(b) If the initial renewal of a pharmacy technician registration occurs less than 12 months after the initial licensure, then completion of courses of a pharmacy technician registration education hours will not be required.

(c) If the initial renewal of a pharmacy techician registration occurs 12 months or more after the initial licensure, then 12 hours of registered phamacy technician continuing education hours must be completed prior to the renewal date of the license but no earlier than the date of initial licensure.

(d) All programs approved by the ACPE for continuing education for pharmacy technicians are deemed approved by the Board for general continuing education hours for registered pharmacy technicians. Any course necessary to meet the continuing education requirement for HIV/AIDS license renewal shall be Board approved.

(e) Prior to renewal a licensee must complete, within the 24 month period prior to the expiration date of the license, a two-hour continuing education course approved in advance by the Board on medication errors that covers the study of root-cause analysis, error reduction and prevention, and patient safety. Hours obtained pursuant to this section may be applied by the licensee to the requirements of subsection (1).

(f) Five hours of continuing education in the subject area of risk management may be obtained by attending one full day or eight (8) hours of a board meeting at which disciplinary hearings are conducted by the Board of Pharmacy in compliance with the following:

1. The licensee must sign in with the Executive Director or designee of the Board before the meeting day begins;

2. The licensee must remain in continuous attendance;

3. The licensee cannot receive continuing education credit for attendance at a board meeting if required to appear before the board; and

4. The maximum continuing education hours allowable per biennium under this paragraph shall be ten (10).

(g)(f) At least four (4) of the required 20 hours must be obtained either at a live seminar, a live video teleconference, or through an interactive computer-based application.
MOTION: by Griffin, seconded by Hayes that there is no impact on small businesses.  Motion carried unanimously.

MOTION:  by Jones, seconded by Melvin that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.


Rule 64B16-26.601, F.A.C.

MOTION: by Jones, seconded by Hayes to approve the application and following language which carried unanimously:

64B16-26.601 Standards for Approval of Continuing Education Courses and Providers.

(1) Providers seeking board approval for General Continuing Education courses shall meet each of the following:

(a) Complete the approved application form DOH/MQA/PH109, (Rev. 02/09), entitled Board of Pharmacy Provider Approval application, which is incorporated by reference, and which can be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254, or from the website located at http://www.doh.state.fl.us/mqa/pharmacy and submit a fee of $150.00.
(b) There shall be a visible, continuous, and identifiable authority charged with the administration of continuing education programs. The person or persons in whom the administrative function is vested shall be qualified by virtue of background, education, training and experience.

(c) All continuing education offerings conducted by the provider shall meet the standards outlined in subsection (3).

(d) Submit licensee continuing education course completion credits in the electronic continuing education tracking system in accordance with Section 456.025(7), F.S.

(2) Providers seeking approval of a single course or program shall meet each of the following:

(a) Complete the application DOH/MQA/PH1112, (Rev. 02/09), entitled Individual Request for Approval of Continuing Education, which is incorporated by reference, and which may be obtained from the Board of Pharmacy, 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254 or from the website located at http://www.doh.state.fl.us/mqa/massage/pharmacy.

(b) There shall be a visible, continuous, and identifiable authority charged with the administration of continuing education programs. The person or persons in whom the administrative function is vested shall be qualified by virtue of background, education, training and experience.

(c) All continuing education offerings under this section shall meet the standards outlined in subsection (3).

(d) All continuing education offerings shall be submitted to the Tripartite Committee for review and approval at least 45 days in advance of the program or course.

(e) All approved continuing education offerings under this section are valid for one biennium.

(3)(1) Each continuing education offering shall proposal for program or course approval submitted by a qualified provider must contain a detailed outline of the content of said program or course on forms which will be provided by the Board of Pharmacy upon request, and shall must build upon Standards of Practice and a basic course or courses offered in the curricula of accredited colleges or schools of pharmacy. Continuing education may consist of post-baccalaureate degree programs offered by accredited colleges or schools of pharmacy, post-graduate studies, institutes, seminars, lectures, conferences, workshops, correspondence courses, or other such committee-approved educational methods. (2) All offerings shall must meet the following standards:
(a) Education Content Development.

1. Continuing education offerings shall involve advance planning that includes a statement of measurable educational goals and behavioral objectives.

2. Continuing education offerings for pharmcists shall be designed to reflect the educational needs of the pharmacist and build on the standards for practice and courses in the curricula of accredited colleges or schools of pharmacy.

3. Continuing education offerings for registered pharmacy technicians shall be designed to reflect the educational needs of the pharmacy technician and build on the standards for practice and courses in the curricula of Board-approved training programs for registered pharmacy technicians, 
4.3. Each continuing education offering shall be designed to explore one subject or a group of closely related subjects or standards.

(b) Methods of Delivery.

1. The method of delivery of a course shall be determined by giving appropriate consideration to such factors as educational content, objectives, and composition of the audience.

2. The method of delivery must encourage active participation and involvement on the part of the pharmacist.

(c) Program Faculty Qualifications.

1. The program faculty for a particular continuing education offering shall be competent in the subject matter and qualified by experience.

2. An appropriate number of program faculty for each activity shall be utilized.

3. There shall be adequate personnel to assist with administrative matters and personnel with competencies outside content areas in cases where the method of delivery requires technical or other special expertise.

(d) Facilities.

1. The facilities to be utilized shall be appropriate and adequate to the content, method of delivery, size of the audience and promote the attainment of the objectives of the offering.

(e) Evaluation. The provider must make provision for evaluation of the participants’ attainment of the stated learner objectives through in-process activities that provide a measurable demonstration of the learner’s achievement(s).

2. The provider must develop and employ an evaluation mechanism for the purpose of allowing the participant to assess his/her achievement of personal objectives.

3. The provider shall develop and employ an evaluation mechanism that will assess the effectiveness of the learning experiences, instructional methods, facilities, and resources used for the offering.

(f) Contact Hour Criteria. 

1.
The number of contact hours or Continuing Education Units (CEU) shall be determined by the provider in advance of the offering subject to approval by the committee and awarded upon the successful completion of the entire planned education experience.

2. Providers shall adhere to a uniform quantitative system of measurement for continuing education credit based on the contact hour. which is defined as 50-60 minutes of participation or its equivalent.   The CEU is defined as 10 contact hours in an organized continuing pharmacy education activity under responsible sponsorship, capable direction and qualified instruction.

(g) Record Keeping.

1. Records of single course individual offerings shall be maintained by the provider for inspection by the Board. The records shall be adequate to serve the needs of the participants and to permit the Board to monitor for adherence to the standards for continuing education offerings as outlined in the rules.

2. An individual certificate of attendance specifying title of offering, provider number, date of offering, and number of contact hours earned shall be furnished to each participant by the provider.

3. Records shall be maintained by the provider for a minimum of four (4)three (3) years.

(3) Providers seeking board approval shall meet each of the standards outlined herein:

(a) All continuing education offerings conducted by the provider shall meet the standards for continuing education offerings as outlined in these rules.

(b) There shall be a visible, continuous, and identifiable authority charged with administration of continuing education programs. The person or persons in whom the administrative function is vested shall be qualified by virtue of background and experience and approval by the committee.

(4) All programs approved by the Accreditation Council on Pharmacy Education (ACPE) are for continuing education for pharmacists may be deemed approved by this Board for general continuing education hours. for pharmacists .

(5) Entities or individuals who wish to become Aapproved providers of continuing education  must submit an initial approval fee of $150 and provide information to demonstrate compliance with the requirements of this rule. A provider seeking to renew approved provider status shall pay a renewal fee of $150.  The renewal period for approved providers shall run concurrent with the pharmacist licensure renewal period. Approved providers will be subject to the audit provided for in 64B16-26.600, F.A.C. and must maintain compliance with these audit requirements.
 (6) Entities or individuals applying for approval of an individual program shall submit a fee of $50 and the individual program shall only be approved for one biennium.  and provide information to demonstrate compliance with this rule.
MOTION: by Griffin, seconded by Salem that there is no impact on small businesses.  Motion carried unanimously.

MOTION:  by Hayes, seconded by Wilson that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.


Rule 64B16-28.1081, F.A.C.

MOTION: by Jones, seconded by Griffin to approve the following language, which carried with Garcia opposing:

Any person who receives a community pharmacy permit pursuant to Section 465.018, F.S., and commences to operate such an establishment shall keep the prescription department of the establishment open for a minimum of forty (40) hours per week. and a minimum of five (5) days per week. The Board hereby approves exceptions to the requirements noted above and permits closing of the prescription department for the following holidays: New Year’s Day, Memorial Day, Fourth of July (Independence Day), Labor Day, Veterans’ Day, Thanksgiving, Christmas and any bona fide religious holiday provided that notice of such closing is given in a sign as set forth herein. A sign in block letters not less than one inch in height stating the hours the prescription department is open each day shall be displayed either at the main entrance of the establishment or at or near the place where prescriptions are dispensed in a prominent place that is in clear and unobstructed view. The prescription department manager may petition the Board in writing to operate the prescription department for less than forty (40) hours per week, but no less than twenty (20) hours per week.  Prior to approving reduced hours, the Board may require the prescription department manager to appear before the Board to explain in detail the services that will be performed. Any pharmacy open less than 40 hours shall have a policy and procedure that provides a mechanism for access to a pharmacist during the time the pharmacy is no open for the remainder of the forty hour week. Any pharmacy that is not open 40 hours a week, must post the days and hours that the pharmacy is open and the information for after-hours access.   Any pharmacy open less than 40 hours shall also have a policy and procedure for transferring a prescription pursuant to 64B16-27.105 or receiving an emergency dose pursuant to 465.0275, F.S. during the time the pharmacy is open less than 40 hours.

MOTION: by Hayes, seconded by Griffin that there is no impact on small businesses.  Motion carried unanimously.

MOTION:  by Griffin, seconded by Hayes that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.


Rule 64B16-28.303, F.A.C.


Tabled to the February 2011 meeting.

Rule 64B16-26.205, F.A.C.

MOTON: by Griffin, seconded by Jones to approve the following language, which carried unanimously:

An applicant for licensure by endorsement for a foreign graduate must be at least 18 years of age and a recipient of a degree from a school or college of pharmacy located outside the United States and have met the requirements listed in Rule 64B16-26.2031, Florida Administrative Code. 

(1)  All applications for licensure by endorsement must be made on form DH-MQA 1196, effective October September 20102009, Pharmacist Licensure by Endorsement  Application and Instructions  (Foreign Graduates),  which is incorporated by reference, and shall be accompanied with a non-refundable endorsement application fee and initial licensure fee as set forth in Rules 64B16-26.1001 and 64B16.1002, F.A.C.  Contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254 or (850) 488-0595 to request a form or download the form from the Board’s website at http://www.doh.state.fl. us/mqa/pharmacy. , and shall be accompanied with a non-refundable endorsement application fee and initial licensure fee as set forth in Rules 64B16-26.1001 and 64B16.1002, F.A.C.

(2) The applicant must submit satisfactory poof that one of the following requirements has been met:

(a) Two years of active practice, as defined in Section 465.0075(1)(c), F.S., within the immediately preceding five (5) years. To prove that the applicant has two years of active practice, the applicant must submit Form DH-MQA 1196, Item 4, Licensure Verification Form to the licensing authority of the state of licensure.  It is the applicant’s responsibility to ensure that the licensing authority completes the form and returns it to the Board.   If the applicant meets the requirements of this paragraph section, proof of completion of 30 hours of Florida Board of Pharmacy Accreditation Council for Pharmaceutical Education, or other state board of pharmacy approved continuing education obtained in the two calendar years immediately preceding application, must also be submitted.  Adequate proof consists of a letter from the provider or a certificate of completion, which contains the course title, course number and the number of hours completed.

(b)  Passing Evidence of board approved postgraduate training at a school or college of pharmacy accredited by an accrediting agency recognized and approved by the United States Office of Education.  The applicant must provide by providing the Board with a transcript directly from the school of instruction. 
(c)  Passing Evidence of a board-approved clinical competency examination within the year immediately preceding application for licensure.  

(c)(d)  Successful completion of an internship meeting the requirements of Rule 64B16-26.2033, F.A.C. within the immediately preceding two (2) years.  To prove that the applicant has successfully completed the internship, the applicant must submit Form DH-MQA 1196, Item 3, Internship Work Experience Form (Form B).  The applicant’s supervising pharmacist must sign this form. 

(3)  The aApplicant must provide proof of completion of 500 hours of supervised work activity in the State of Florida as provided by Section 465.007(1)(b)2, F.S.  The supervised work activity program experience shall be documented on form DH-MQA, 1153, “Foreign Pharmacy Graduate Registered Intern Work Activity Manual,” effective January 2010 April 2009. which is hereby incorporated by reference.  Contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, Florida 32399-3254 or (850) 488-0595 to request a form or download the form from the Board’s website at http://www.doh.state.fl.us/mqa/pharmacy.  Further, no supervised work activity program shall be approved for any applicant until said applicant has obtained the passing score of the Fforeign Pharmacy Graduate Equivalency Exam as provided in Section 465.007, F.S.

(4) The aApplicant must submit proof of completion of a bBoard–approved course not less than 2 hours on medication errors that covers the study of root-cause analysis, error reduction and prevention and patient safety.  For applicants who apply within one year following the receipt of their pharmacy degree, completed academic course work on medication errors will be accepted by the board as an educational course under this subsection, provided such course work is no less thatthat 2 contact hours and that it covers the study of root-cause analysis, error reduction and prevention and patient safety as evidenced by a letter attesting to subject matter from an official of the universitythe Dean of the University.  

(5)  All requirements for licensure by endorsement must be met within one (1) year of the receipt of the application.  Applicants failing to meet this requirement must reapply.

(6)  Applicants applying under the provisions of Section 465.0075, F.S., must have obtained a passing score on the licensure examination as described in subsection 64B16-26.200(1), F.A.C.

(7)  Applicants applying under the provisions of Section 465.0075, F.S., shall cause the National Association of Boards of Pharmacy, or other similar organization to issue a transfer of Pharmaceutical Licensure Certificate showing examination date, examination results, status of licensure, disciplinary actions and licensure status.  

(8)  Applicants deemed qualified for licensure by endorsement shall be required to complete the Multistate Pharmacy Jurisprudence Examination – Florida Version.  Passing scores of this examination may be used upon reapplication only if the examination was completed within three (3) years of the reapplication.

MOTION: by Wilson, seconded by Jones that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.


Rule 64B16-26.351, F.A.C.

MOTION: by Hayes, seconded by Wilson to approve the application and following language, which carried unanimously:

(1)  The following programs are approved Registered Pharmacy Technician Training programs:

(a) Pharmacy technician training programs accredited, approved or licensed on or before December 1, 2010 January 1,2011 by the American Society of Health-System Pharmacists,
(b) Pharmacy technician training programs at institutions accredited, approved or licensed on or before December 1, 2010 January 1, 2011 by the Southern Association of Colleges and Schools,

(c) Pharmacy technician training programs accredited, approved or licensed on or before December 1, 2010  January 1, 2011 by the Florida Department of Education, or Florida Commission for Independent Education,

(d) Pharmacy technician training programs provided by a branch of the federal armed services for which the applicant possesses a certificate of completion on or before January 1, 2011 December 1, 2010.  effective date of this rule.

(e)  Pharmacy technician training programs at institutions accredited, approved or licensed on or before December 1, 2010 the effective date of this rule January 1, 2011 by the Council on Occupational Education. 

(f)  Pharmacy technician training programs approved on or before the effective date of this rule by a body recognized by the United States Department of Education.
(2) All pharmacy technician training programs approved on or before January 1, 2011 by a body recognized by the United States Department of Education are approved Registered Pharmacy Technician Training Programs.
 
(3)(2) All programs not listed in (1)(a) through (e) or (2) and which are not employer based programs, must:

(a) Meet the requirements of and be licensed by the Department of Education pursuant to Chapter 1005, F.S., or the equivalent licensing authority of another state or county, or be within the public school system of the State of Florida; and or be accredited or approved by one of the following:

1.
the American Socitey of Health System Pharmacists,

2.
the Southern Association of Colleges and Schools,


3.  the Florida Commission for Independent Education,


4.
a branch of the federal armed services, or 

        5.
the Council on Occupational Education, and

(b) Offer a course of study that includes:

Course of study



1. Introduction to pharmacy and health care systems:




a. Confidentiality,


b. Patient rights and Health Insurance Portability 


and Accountability Act (HIPAA),

2. Pharmacy law:


a. Federal law,


b. State law,


c. State rules,


d. Pharmacy technician rules and law,

3. Pharmaceutical- medical terminology, abbreviations, and symbols:


a. Medication safety and error prevention,


b. Prescriptions and medication orders,

4. Records management and inventory control:


a. Pharmaceutical supplies,


b. Medication labeling,


c. Medication packaging and storage,


d. Controlled substances,


e. Adjudication and billing,
5. Interpersonal relations, communications, and ethics:


a. Diversity of communications,


b. Empathetic communications,


c. Ethics governing pharmacy practice,


d. Patient and caregiver communication,

6. Pharmaceutical calculations.

(c) Apply directly to the Board of Pharmacy on approved form DH-MQA 1239 "Board of Pharmacy Application for Registered Pharmacy Technician Training Programs," effective December August 2010, which is hereby incorporated by reference. To obtain an application, contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, FL 32399-3254, or (850) 488-0595, or download the application from the board's website at http//: www.doh.state.fl.us/mqa/pharmacy
 and provide the following information:
1. Sample transcript and diploma;

2. Copy of curriculum, catalog or other course descriptions; and 

3. Faculty credentials. and

4. Proof of licensure, accreditaiton or approval by one of the entities listed in paragraph 2(a).  

(d) Use materials and methods that demonstrate that The Board will review The curriculum, catalog or course description must demonstrate to determine that:

  
1. Learning experiences and teaching methods convey are appropriate to meet the content stated above.


2. Time allocated for each participant shall be sufficient to meet the objectives of each activity.


3. Principles of adult education are utilized in determining teaching strategies and learning activities.

(e)  Demonstrate that the faculty is qualified to teach the subject-matter by complying with the following: Faculty Qualifications.

1. The program shall provide evidence of academic preparation or experience in the subject matter by 
submitting a job description, resume or curriculum vitae which describes the faculty member’s work 
experience and level of academic preparation.




2. When the subject matter of an offering includes pharmacy technician practice, a licensed pharmacist 
or registered pharmacy technician with expertise in the content area must be involved in the planning 
and instruction.



3. Pharmacy technician faculty supervising learning experiences in a clinical area in this State shall be 
currently licensed or registered.

(4)(2)  All other training programs must be employer based.  Any pharmacy technician training program sponsored by a Florida permitted pharmacy or affiliated group of pharmacies under common ownership, must contain a minimum of 160 hours of training, that extends over a period not to exceed 6 months; is provided solely to employees of said pharmacy or affiliated group; and has been approved by the Board.  An application for approval of a Registered Pharmacy Technician Training Program shall be made on Board of Pharmacy approved form DH-MQA 1239 1232 "Board of Pharmacy Application for Registered Pharmacy Technician Training Programs Provider Application," effective December February 2010, which is hereby incorporated by reference. To obtain an application, contact the Board of Pharmacy at 4052 Bald Cypress Way, Bin #C04, Tallahassee, FL 32399-3254, or (850) 488-0595, or download the application from the board's website at http//: www.doh.state.fl.us/mqa/pharmacy. The application must be accompanied with a non-refundable application fee.  The applicant must attach to the application copy of curriculum, catalog or other course description. The curriculum, catalog or course description must demonstrate that the following objectives are must be met All employer based programs must:

(a) Offer a course of study that includes: Program content:





1. Introduction to pharmacy and health care systems:





a. Confidentiality,

b. Patient rights and Health Insurance Portability and Accountability Act (HIPAA),

2. Pharmacy law:

a. Federal law,

b. State law,

c. State rules,

d. Pharmacy technician rules and law,

3. Pharmaceutical- medical terminology, abbreviations, and symbols:

a. Medication safety and error prevention,

b. Prescriptions and medication orders,

4. Records management and inventory control:

a. Pharmaceutical supplies,

b. Medication labeling,

c. Medication packaging and storage,

d. Controlled substances,

e. Adjudication and billing,
5. Interpersonal relations, communications, and ethics:

a. Diversity of communications,

b. Empathetic communications,

c. Ethics governing pharmacy practice,

d. Patient and caregiver communication,

6. Pharmaceutical calculations.

(b) Use materials and methods that demonstrate that: The Board will review the curriculum, catalog or course description to determine Evidence satisfactory to the Board shall be presented that:
  1. Learning experiences and teaching methods convey are appropriate to meet the content stated above.

2. Time allocated allotted for each participant activity shall be sufficient to meet the objectives of each activity. for the participant to meet the objectives.
 3. Principles of adult education are utilized in determining teaching strategies and learning activities.

(c )Demonstrate that the faculty is qualified to teach the subject matter by complying with the following: Faculty Qualifications
1. The program faculty shall provide evidence of academic preparation or experience in the subject matter by submitting a job description, resume or curriculum vitae for each faculty member which describes the faculty member’s work experience and level of academic preparation.


2. When the subject matter of an offering includes pharmacy technician practice, a licensed pharmacist or registered pharmacy technician with expertise in the content area must be involved in the planning and instruction.


3. Pharmacy technician faculty supervising learning experiences in a clinical area in this State shall be licensed currently or registered.

(d) Evaluation. Give Evidence satisfactory to the Board shall be presented that participants are given an opportunity to evaluate learning experiences, instructional methods, facilities and resources used for the offering. To ensure participants will be given an opportunity to evaluate the program, the applicant must submit Satisfactory evidence is a sample evaluation to be reviewed by the Board. 

(e)(d) Ensure that sSelf-directed learning experiences, including but not limited to home study, computer programs, internet or web-based courses, are required to evaluate participant knowledge at the completion of the learning experience. The evaluation must include a minimum of 100 questions. The participant must achieve a minimum score of 70% on the evaluation to receive the certificate of completion. The evaluation must be graded by the provider.

(f)(e) There shall be a Designate designated a person to assume assuming responsibility for registered pharmacy technician training program. If the contact person is not a licensed pharmacist or registered pharmacy technician, provision should be made for insuring licensed pharmacist or registered pharmacy technician input in overall program planning and evaluation.

(g)(f) Required documentation.1. Providers shall Eestablish written policies and procedures for implementation of the registered pharmacy technician training program.

(h)2. Providers shall Mmaintain a system of record-keeping which provides for storage of program information.

(i)3. Maintain program rRecords of programs shall be maintained for a period not less than three years during which time the records must be available for inspection by the board or department.
(j) 4. Providers shall Ffurnish each participant with an authenticated individual Certificate of Completion.

5. Providers shall securely maintain all participant records and copies of certificates issued for a period of three years and said records shall be available for inspection by the board or department.
MOTION: by Hayes, seconded by Jones that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.


Rule 64B16-28.108, F.A.C.

MOTION: by Griffin, seconded by Salem that there is no impact on small businesses.  Motion carried unanimously.

MOTION: by Griffin, seconded by Salem that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.

Rule 64B16-28.902, F.A.C.

Ms. Dudley was asked to respond to JAPC regarding this concern

MOTION: by Jones, seconded by Hayes to withdraw changes made to this rule.  Motion carried unanimously.

Rule 64B16-30.001 and 30.003, F.A.C.

MOTION: by Jones, seconded by Melvin that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.

Rule 64B16-28.101, F.A.C.

MOTION: by Jones, seconded by Melvin to approve application with changes.  Motion carried unanimously.

MOTION: by Wilson, seconded by Melvin that it does not directly or indirectly impact regulatory costs. Motion carried unanimously.

E.
Prosecuting Attorney Report – David Bibb, Assistant General Counsel


1.
Prosecution Report 

Mr. Bibb advised that there was a total of 169 open cases that were older than one year. 

MOTION: by Salem, seconded by Melvin to continue with cases that are older than one year.  Motion carried unanimously.

F.
Statewide Inspection Program Manager Report, Alice Bostick

Ms. Bostick advised that there were 12,323 inspections for the 2nd quarter of the fiscal year. As of December, 35% of pharmacy inspections had been completed and 20% of dispensing practitioner inspections had been complete. The focus has been on new pain management clinic inspections. 

G.
Tripartite Committee Report – Fritz Hayes, BPharm


1.
Pharm-Tech Examination Services


Applicant was not present nor represented by counsel.

MOTION: by Hayes, seconded by Jones to deny based on failure to meet requirements as listed in board rule.  Motion carried unanimously.


2.
MRxI Corporation,


Applicant was not present nor represented by counsel.

MOTION: by Hayes, seconded by Griffin to deny based on failure to meet requirements as listed in board rule.  Motion carried unanimously.


3.
Career Step, LLC


Applicant was not present nor represented by counsel.

MOTION: by Hayes, seconded by Griffin to deny based on failure to meet requirements as listed in board rule.  Motion carried unanimously.


4.
Allied Business Schools, Inc


Applicant was not present nor represented by counsel.

MOTION: by Hayes, seconded by Griffin to deny based on failure to meet requirements as listed in board rule.  Motion carried unanimously.

H.
Administrative Report – Amy Jones, JD

1.
Cash Balance Report

2. Expenditures by Function

3. Total Expenditures by Board

4. Allocations to Boards by Source Organization and Category

5.
Cash Balance FY 10/11

6.
Annual Report


Ms. Jones gave a brief update on each report.

MOTION: by Jones, seconded by Salem to open rule for development to change the pharmacists’ renewal fee from $245.00 to $200.00.  Motion carried unanimously. 

TAB 3

BUSINESS – Michele Weizer, PharmD

A.
Ratification of Issued Licenses/Certificates & Staffing Ratios 

1. Pharmacist (Licensure) (Client 2201) – 88

2. Pharmacist (Exam Eligibility) (Client 2201) –  179

3. Pharmacist Interns (Client 2202) – 527

4. Registered Pharmacy Technicians (Client 2208) – 1311

5. Consultant Pharmacist (Client 2203) – 44

6. Nuclear Pharmacist (Client 2204) – 4

7. Pharmacies/Facilities (Client 2205) –  155

8. Registered Pharmacy Technician Ratios  (2:1 or 3:1)- 86

9. Pharmacy Technician Training Program (Client 2209) - 7

10. Pharmacy Related Process Entity – 8

11. CE Providers – 0

12. CE Courses - 12

13. CE Individual Requests – 6

MOTION: by Jones, seconded by Griffin to approve.  Motion carried unanimously.

B.
Review and Approval of Minutes

1.
October 12-13, 2010 Full Board Meeting

MOTION: By Griffin, seconded by Jones to approve with corrections.  Motion carried unanimously.

C.
Correspondence – Kelli Ferrell, BPharm


1.
Correspondence from the Florida Office of Drug Control 


Informational, no action taken.

2.
Correspondence from Carline Applys, PharmD, Pharmacy Manager, Florida Atlantic University

Petition to close the pharmacy from December 24, 2010 to December 31, 2010 for the Christmas holiday as students, faculty, and staff will not be on campus during that time.  


MOTION: by Jones, seconded by Salem to approve. Motion carried unanimously.

3.
Correspondence from Ramon H. Docobo, PharmD


Licensee was not present nor represented by counsel.

Licensee requested an opportunity to make up hours in order to meet the continuing education requirements for the previous biennium. 

MOTION: by Salem, seconded by Griffin to approve and apply 24 hours towards previous biennium for consultant recertification hours and allow an additional 90 days to obtain 24 hours required for current biennium.  Motion carried with Jones, Melvin, Garcia, and Wilson opposing.

D.
Ratification of Licenses with Null and Void Status


1.
University of Florida, College of Pharmacy, PharmD Program Students


MOTION:  by Griffin, seconded by Melvin to approve.  Motion carried unanimously.

E. Election of Officers

1. Chair

MOTION: by Salem, seconded by Risch to elect Mr. Hayes.  Motion carried unanimously.

2. Vice Chair

MOTION: by Risch, seconded by Jones to elect Dr. Griffin.  Motion carried unanimously.

Public Comment:

Brian Kahan, Esq., updated the Board that his client, Michael Awadalla, had passed his exam and asked the Board to waive his personal appearance from this meeting.

MOTION: by Griffin, seconded by Melvin to waive Mr. Awadalla’s personal appearance.  Motion carried unanimously.

Adjourn:

MOTION: by Griffin, seconded by Jones to adjourn at 5:30 p.m.  Motion carried unanimously.

WEDNESDAY, DECEMBER 15, 2010

8:00 a.m.
Call To Order by Michele Weizer, PharmD, Chair

TAB 5
DISCIPLINARY CASES – David Bibb, Assistant General Counsel and Michele Weizer, PharmD

A.
SETTLEMENT AGREEMENT – NON APPEARANCE CASES

NA-1

GARY M. VAUGHN, RPH, Sidney, New York, PS 24439

Case No. 2010-06788 - PC: Hayes/Salem

Respondent was not present nor represented by counsel.

Respondent has violated Section 465.016(1)(r), FS, by violating a rule of the Board or Department, through a violation of Rule 64B16-26.603, FAC, by failing to submit proof satisfactory to the Board that during the biennial period preceding the renewal period  the applicant has participated in not less than 30 hours of approved courses of continued professional pharmaceutical education and failing to retain documentation of participation in continuing education programs required for license renewal for not less than two years after the license is renewed for audit purposes.

MOTION: by Griffin, seconded by Wilson to accept the settlement agreement, assess an administrative fine in the amount of 500.00 to be paid within (180) one hundred eighty days from the filing of the final order, cost in the amount of 560.01 to be paid within (180) one hundred eighty days from the filing of the final order, and successfully complete eighteens (18) hours of board approved continuing education credits within eighteen (18) months of the filing of the final order.  Motion failed due to lack of quorum.

MOTION: by Jones, seconded by Wilson to reject the settlement agreement and offer a counter stipulation.  Motion carried unanimously.

MOTION: by Jones, seconded by Melvin to assess an administrative fine in the amount of 500.00 to be paid within (180) one hundred eighty days from the filing of the final order, cost in the amount of 560.01 to be paid within (180) one hundred eighty days from the filing of the final order, and successfully complete twenty-two (22) hours of board approved continuing education credits within eighteen (18) months of the filing of the final order.  These continuing education hours shall be in addition to the hours required for licensure renewal.  Motion carried unanimously.   

B.
SETTLEMENT AGREEMENT– APPEARANCE REQUIRED CASES

SA-1

BRIAN BLAINE, RPH, Naples, Fl., PS 29070

Case No. 2009-16359 - PC:  Griffin/Risch

Respondent was present and sworn in by the court reporter.  Respondent was represented by counsel.

Respondent violated Section 465.016(1)(g), FS By furnishing upon prescription an ingredient or article different in any manner from the ingredient or article prescribed.

MOTION: by Salem, seconded by Garcia to accept the settlement agreement, assess an administrative fine in the amount of 250.00 to be paid within ninety (90) days of the filing of the final order, cost in the amount of 1088.59 to be paid within ninety (90) days of the filing of the final order, successfully complete a Board approved eight (8) hour misfill course within one year of the filing of the final order.  These continuing education hours shall be in addition to the hours required for licensure renewal.  Motion carried unanimously.
SA-2

ALEXANDRA CARTAYA TODD, RPH, Maitland, Fl., PS 45110

Case No. 2010-11052 - PC:  Wilson/Jones

Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(e), FS, by violating Chapter 499, Florida Statutes, through a violation of Section 499.007(5)(a), FS, by misbranding a drug by placing the incorrect directions for use on the label.

MOTION: by Jones, seconded by Garcia to reject the settlement agreement for not appearing. Motion carried unanimously.

SA-3

SUSAN KELLY BEIRNOT, RPh, PS 37298

Case No. 2010-02441 - PC:  Melvin/Risch 

Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(r), Florida Statutes, by violating a rule of the Board or Department, through a violation of Rule 64B-26.103(1), FAC and Rule 64B16-26.603, FAC, by failing to submit proof satisfactory to the Board that during the biennial period preceding the renewal period the applicant has participated in not less than 30 hours of approved courses of continued  professional education and failing to retain documentation of participation in continuing education programs required for license renewal for not less than two years after the license is renewed for audit purposes.
MOTION: by Griffin, seconded by Jones to reject the settlement agreement for not appearing.  Motion carried unanimously.

SA-4

RAGHAVENDRA BHATNAGAR, RPH, Jacksonville, Fl., PS 20469

Case No. 2010-02440 - PC: Melvin/Risch

Respondent was present and sworn in by the court reporter.  Respondent was represented by counsel.

Respondent violated Section 465.016(1)(r), FS, by violating a Rule of the Board or Department, through a violation of Rule 64B16-26.103(1) and 64B16-26.603, FAC, by failing to submit proof satisfactory to the Board that during the biennial period preceding the renewal period the applicant has participated in not less than 30 hours of approved courses of continued professional pharmaceutical education and failing to retain documentation of participation education and failing to retain documentation of participation in continuing education programs required for license renewal for not less than 2 years after the license if renewed for audit purposes. 

MOTION: by Salem, seconded by Griffin to accept the settlement agreement, assess an administrative fine in the amount of 500.00 to be paid within ninety (90) days of the filing of the final order, assess costs in the amount of 605.93 to be paid within ninety (90) days of the filing if the final order, and successfully complete 20 hours of general Board approved continuing education credits within eighteen (18) months of the filing of the final order.  Motion carried unanimously.

SA-5

FRANCIS L. PENA, RPH., Hialeah, Fl., PS 28699  

Case No. 2010-12653 - PC:  Hayes/Salem)

Respondent was present and sworn in by the court reporter.  Respondent was represented by counsel.

Respondent violated Section 456.016(1)(g), FS, by furnishing upon prescription an ingredient different in any manner from the ingredient or article prescribed.

MOTION: by Jones, seconded by Melvin to dismiss the case. Motion carried unanimously.

SA-6

VIKKI L. COMPTON, RPH, Pensacola, Fl., PS 20573

Case No. 2009-18705 – PC: Melvin/Wilson 

Mr. Bibb withdrew this case tabling it to the February 2011 meeting.

C.
DETERMINATION OF WAIVER

DOW-1
FIGUEROA PHARMACY, INC., Miami, Fl., PH 21509

Case No. 2009-21388 - PC:  Salem/Hayes  

Respondent was not present nor represented by counsel.

Respondent violated Section 465.023(1)(c), FS, by violating a rule of the Board of Pharmacy, through violating Rule 64B16-28.202(3)(a), FAC, by failing  to follow proper procedure for closure of a pharmacy by failing to notify the Board of the closure and failing to return the pharmacy permit to the Board upon closure.

MOTION: by Melvin, seconded by Griffin to find that Respondent was properly served, did not return the election of rights, and has waived their right to be heard. Motion carried unanimously.

MOTION: by Melvin, seconded by Griffin to adopt the findings of fact as alleged in the Administrative Complaint. Motion carried unanimously.

MOTION: by Melvin, seconded by Griffin to adopt the conclusion of law including that Respondent has violated the statues and rules as alleged in the Administrative Complaint.  Motion carried unanimously. 

MOTION: by Melvin, seconded by Griffin to accept into evidence the investigative file and requests an opportunity to make a penalty recommendation. Motion carried unanimously

MOTION: by Melvin, seconded by Wilson for ​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​revocation.  Motion carried unanimously.

MOTION: by Melvin, seconded by Wilson to assess costs in the amount of 1651.11 to be paid within ninety (90) days of the filing of the final order.  Motion carried unanimously.

DOW-2
ECY PHARMACY-DISCOUNT, INC., Miami, Fl., PH 1937

Case No. 2010-00077 - PC:  Melvin/Risch 

Respondent was not present nor represented by counsel.

Respondent violated Section 465.023(1)(c), FS, by violating a rule of the Board of Pharmacy, through a violation of Rule 64B16-28.202(3)(a), FAC, by failing to follow proper procedure for closure of a pharmacy permit to the Board upon closure.

MOTION: by Hayes, seconded by Griffin to find that Respondent was properly served, did not return the election of rights, and has waived their right to be heard. Motion carried unanimously.

MOTION: by Wilson, seconded by Griffin to adopt the findings of fact as alleged in the Administrative Complaint. Motion carried unanimously.

MOTION: by Wilson, seconded by Hayes to adopt the conclusion of law including that Respondent has violated the statues and rules as alleged in the Administrative Complaint.  Motion carried unanimously. 

MOTION: by Wilson, seconded by Hayes to accept into evidence the investigative file and requests an opportunity to make a penalty recommendation. Motion carried unanimously

MOTION: by Hayes, seconded by Wilson for ​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​revocation.  Motion carried unanimously.

MOTION: by Griffin, seconded by Hayes to assess costs in the amount of 911.10 to be paid within ninety (90) days of the filing of the final order.  Motion carried unanimously.

D.
VOLUNTARY RELINQUISHMENTS

VR-1
KELLI ANN SEWELL, RPH, Orlando, Fl., PS 39019

Case No. 2010-16733 - PC:  Waived 

Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(f), FS, by having been convicted or found guilty of a crime that directly relates to the practice of pharmacy. 

MOTION: by Jones, seconded by Griffin to accept.  Motion carried unanimously.

VR-2
JOSIAH AKINSOJI, RPH., Miami, Fl., PS 30125

Case No. 2009-20096 - PC:  Jones/Wilson

Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(f),  FS, by having been convicted or found guilty of a crime that directly relates to the practice of pharmacy.
MOTION: by Griffin, seconded by Salem to accept.  Motion carried unanimously.

VR-3
ARTHUR MESSINA, RPH, Jacksonville, Fl., PS 8779

Case No. 2010-15575 - PCP:  Waived 

Respondent was not present nor represented by counsel.

Respondent violated Section 465.072(1)(e), FS, through violation of Chapter 893 by trafficking in controlled substances.
MOTION: by Hayes, seconded by Jones to accept.  Motion carried unanimously.

VR-4
ARTHUR MESSINA, RPH, Jacksonville, Fl., PU 179

Case No. 2010-10521 - PC:  Waived 

Respondent was not present nor represented by counsel.

Respondent violated Section 465.072(1)(m), FS, by being unfit to practice due to the use of drugs, alcohol, etc.

MOTION: by Griffin, seconded by Melvin to accept.  Motion carried unanimously.

VR-5
JILL KATHLEEN BORRERO, RPT, New Port Richey, Fl., RPT 24591

Case No. 2010-14784 - PC:  Waived 

Respondent was not present nor represented by counsel.

Respondent violated Section 456.016(1)(e), FS, through a violation of Section 893.13 (7)(a), FS, by acquiring or obtaining, or attempting to acquire or obtain, possession of a controlled substance by misrepresentation, fraud, forgery, deception, or subterfuge.

MOTION: by Griffin, seconded by Melvin to accept.  Motion carried unanimously.

VR-6
JUANA MARIA VILLAMIL, RPT, Miami Gardens, Fl., RPT 3825

Case No. 2010-10497- PC:  Waived 

Respondent was not present nor represented by counsel.

Respondent violated Section 456.072(1)(k), FS, by failing to perform a statutory or legal obligation.
MOTION: by Wilson, seconded by Salem to accept.  Motion carried unanimously.

VR-7
ST. JUDE LIMITED LIABILITY COMPANY, D/B/A LA Farmacia, Miami Gardens, Fl., PH 23513, Case No. 2010-09418 - PC:  Waived  

Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(1), FS, by excessive and inappropriate dispensing of controlled substances, and miscellaneous inspection violations. 

MOTION: by Melvin, seconded by Jones to accept.  Motion carried unanimously.

VR-8
RICKI RENEE WRIGHT, RPT, Cocoa, Fl., RPT 25822

Case No. 2010-15844 - PC:  Melvin/Risch 

Respondent was not present nor represented by counsel.

Respondent violated Section 456.072(1)(h), FS, by obtaining a registration by fraudulent representation.  Respondent violated Section 465.016(1)(e), FS, through a violation of Section 893.13(7)(a)9, FS, by acquiring or obtaining, or attempting to acquire or obtain, possession of a controlled substance by misrepresentation, fraud, forgery, deception, or subterfuge.

MOTION: by Jones, seconded by Griffin to accept.  Motion carried unanimously.

VR-9
COURTNEY WATTS, RPT, Jacksonville, Fl., RPT 25905

Case No. 2010-16032 - PC:  Melvin/Risch

Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(e), FS, by violation of Section 893.135(1)(c)(1)(b), FS., by trafficking in controlled substance.  

MOTION: by Salem, seconded by Griffin to accept.  Motion carried unanimously.

E.
HEARING NOT INVOLVING DISPUTED ISSUES OF MATERIAL FACT

F.
PROFESSIONAL RESOURCE NETWORK CASES

PRN-l-1
WILLIAM WOOD, RPH, Pensacola, Fl., PS 31383

Case No. 2006-28354 - PC:  Parrado/Goersch 

PRN-l-2
WILLIAM WOOD, RPH, Westville, Fl., PS 31383

Case No. 2008-10160 - PC:  Garcia/Lalani


Respondent was not present nor represented by counsel.

Respondent violated Section 465.016(1)(f), FS, by having been convicted or found guilty of a crime that directly relates to the practice of pharmacy.          

Respondent has violated Section 465.016(14)(r), FS, by having his Alabama pharmacist disciplined.

MOTION: by Jones, seconded by Salem to grant continuance to the February 2011 meeting. Motion carried unanimously.



TAB 6

APPLICATIONS REQUIRING BOARD REVIEW– Cynthia Griffin, PharmD
A. Exam Candidates 

1.
Matthew J. Gray, File No. 39421

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Melvin to allow applicant to sit for the exam, continue licensure long contract with PRN, and delegate board chair authority to approve.  If the PRN contract ends, the Board must be notified and the licensee must appear before the Board prior to practicing.  Motion carried unanimously.

B.
Endorsement Candidates

1.
Scott Troyer, File No. 38329

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Jones to approve contingent upon a PRN evaluation and Board Chair approval.  Motion carried unanimously.

C.
Intern Candidates

D.
Registered Pharmacy Technician Candidates


1.
Breann Hody, File No. 27799

Applicant was present and sworn in by the court reporter.  Respondent was represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Melvin to deny.  Motion carried unanimously.


2.
Cheryl Sanchez, File No. 32240

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Jones to approve contingent upon a PRN evaluation and Board Chair approval.   Motion carried unanimously.


3.
Clifford Luce, Jr., File No. 33806

Applicant was present and sworn in by the court reporter.  Respondent was not represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Jones to deny.  Motion carried unanimously.


4.
Dinah Green, File No. 33769

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Jones to deny.  Motion carried unanimously.


5.
Kizzy Stanford, File No. 34399

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Melvin to deny.  Motion carried unanimously.


6.
Darla Jacobs, File No. 35231

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Melvin to continue requiring a personal appearance and PRN evaluation.  Motion carried unanimously.

E.
Pharmacy Permit Candidates


The following items, Tab 6 E 1-2, were discussed and voted on as one vote: 


1.
Gabi’s Pharmacy, Inc., File No. 16092


2.
Gabi’s Pharmacy, Inc., File No. 17593

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Jones to approve and pass inspection within ninety (90) days.  The inspection shall be at the owner’s expense.  Motion carried with Garcia opposing.


3.
MIB Venture Inc., File No. 17695

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Salem to approve.  Motion carried unanimously.


4.
Carl D. Acquaviva, File No. 17790

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Wilson to approve.  Motion carried unanimously.

5. DVA Healthcare Renal Care, Inc., File No. 7337

Applicant was not present.  Applicant was represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Melvin to approve.  Motion carried unanimously.

F. Non-Resident Pharmacy Registration Candidates

1.
ESI Mail Pharmacy Service, Inc., File No. 17533

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Hayes to approve.  Motion carried unanimously.

2. Triad Isotopes, Inc., File No. 17627

Applicant was not present nor represented by counsel.

Applicant answered “yes” to one or more questions on the application which require Board review.

MOTION: by Griffin, seconded by Salem to approve request to withdraw.  Motion carried unanimously.

TAB 7

LICENSURE ISSUES – Allison Dudley, Attorney

A.
Ratification of Practice Plans Approved by Board Chair

B.
Ratification of PRN Contracts Approved by Board Chair Petition for 

C.
Termination of Probation

D.
Petition for Reinstatement

E. Request for Upgraded Registered Pharmacy Technician Registration

1.
Gail Ulanow, File No. 32108 

MOTION: by Salem, seconded by Griffin to continue to the December 27, 2010 meeting requiring a personal appearance.  Motion carried unanimously.

F. Petition for Reconsideration

1.
Bruce Taylor, File No. 36560

Petitioner was not present nor represented by counsel.

MOTION: by Jones, seconded by Melvin to reconsider.  Motion carried unanimously.

MOTION: by Jones, seconded by Melvin to approve application.  Motion carried with Salem opposing.

2. Wendy Jo Mason, File No. 30537

Petitioner was present and sworn in by the court reporter.  Petitioner was not represented by counsel.

MOTION: by Jones, seconded by Melvin to deny request for reconsideration.  Motion carried unanimously.

Public Comment:

Ms. Ferrell advised that there were a total of 8,893 registered interns in Florida. 

Adjourn

MOTION: by Griffin, seconded by Jones to adjourn at 10:47 a.m.  Motion carried unanimously.

�Correct space





Page 1 of 41

