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FSHP General Counsel 

2017 ANNUAL MEETING

#FSHP2017DisclosureDisclosure

References

I am under contract with FSHP to serve as its 
General Counsel and my role also includes 
advocacy on behalf of FSHP in both the 
executive and legislative branches of the 
government of the State of Florida.

2017 ANNUAL MEETING

#FSHP2017ObjectivesObjectives

References

Discuss legislative activity in Florida during the 
past session that may impact health-system 
pharmacists or pharmacies.

2017 ANNUAL MEETING

#FSHP2017

Bills that passedBills that passed
HB 249 - Drug Overdoses

Requires hospitals with emergency departments to develop best practice 
policies that focus on prevention of unintentional drug overdoses.

Authorizes the voluntary reporting of a suspected or actual overdose to 
DOH by emergency life support service providers.

Reports should be made within 120 hours and must include demographic 
data, whether an emergency opioid antagonist was administered, 
whether the overdose was fatal, and the suspected CS involved. 
DOH must make the data available to law enforcement, public health, fire 
rescue, and EMS agencies in each county within 120 hours after receipt.

2017 ANNUAL MEETING

#FSHP2017

Bills that passedBills that passed
HB 249 - Drug Overdoses (cont.)

DOH must provide quarterly summarized reports to the 
• Statewide Drug Policy Advisory Council
• Department of Children and Families 
• Florida Fusion Center

Liability: No new cause of action is created by requiring hospitals to 
develop these policies and reporters are exempt from criminal or civil 
liability.

This bill was signed by the Governor and takes effect October 1, 2017.
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#FSHP2017
Bills that passedBills that passed

HB 543 – Administration of Antipsychotic Medications

This bill creates s. 465.1893, F.S., which authorizes a pharmacist to 
administer at the direction of an MD or DO an injection of a long-
acting antipsychotropic medication to a patient provided the 
pharmacist:
1. Is authorized by and acting within the framework of an established 
protocol with the prescribing physician.
2.  Practices at a facility that accommodates privacy for nondeltoid
injections and conforms with state rules and regulation regarding the 
appropriate and safe disposal of medication and medication waste.
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#FSHP2017
Bills that passedBills that passed

HB 543 – Administration of Antipsychotic Medications (cont.)
3. Has completed an 8-hour continuing education course offered by 
either:

a) a statewide professional association of physicians (FMA or FOMA) 
b) a statewide professional association of pharmacists (FSHP or FPA)

Note:  The course may be offered in a distance learning format and 
must be included in the 30 hours of CE required under 465.009 (1), F.S. 
and shall address safe and effective of administration of behavioral 
health  and antipsychotic medications by injection, including but not 
limited to potential allergic reactions to such medications.
This bill was signed into law by the Governor and is now in effect.
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#FSHP2017Bills that passedBills that passed
HB 557-Controlled Substance Prescribing

This bill amends the Prescription Drug Monitoring Program (PDMP) to 
require:
• That dispensers report CS dispensing to the PDMP by the close of the 

next business day rather than 7 days after dispensing (Effective 1/1/18)
• That dispensers report via the DOH-approved electronic system (E-

FORCSE)

The bill also clarifies an exemption from mandatory reporting to the 
PDMP for the following entities if the dispensing occurs while the 
patient is present and receiving care in the facility:
• Rehabilitative hospitals
• Assisted living facilities
• Nursing homes
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#FSHP2017
Bills that passedBills that passed

HB 557-Controlled Substance Prescribing(cont.)

This bill further authorizes an employee of the U.S. Department of 
Veterans Affairs, who is authorized to prescribe CSs but who may not be 
licensed to practice his or her profession under Florida law, to access 
the PDMP to review a patient’s controlled substance history.
A patient’s personal identifying information in the PDMP remains 
confidential and access is limited by law.

This bill was signed into law by the Governor and took effect on July 1, 
2017.
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#FSHP2017
Bills that passedBills that passed

HB HB 589-Prescription Drug Price Transparency

Currently AHCA lists retail drug prices, by pharmacy, for a 30-
day supply of the 150 most frequently prescribed 
medications, although they are only required to list 100.

HB 589 now requires AHCA to list the 300 most frequently 
prescribed medications by pharmacy for a 30-day supply.

This bill was signed into law by the Governor and is now in 
effect.
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#FSHP2017
Bills that passedBills that passed

SB 800 – Medication Synchronization

This bill requires health insurers and HMOs that provide prescription 
drug coverage to offer insureds or members the option to align the 
refill dates of these drugs through a network pharmacy at least once 
during the plan year.

However--
• Controlled substances
• Prescription drugs dispensed in an unbreakable package or a 

multidose unit of a prescription 
may not be partially filled for the purpose of aligning refill dates.
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#FSHP2017Bills that passedBills that passed
SB 800 – Medication Synchronization (cont.)

This bill also requires health insurers and HMOs to pay a full dispensing 
fee to the network pharmacy unless otherwise agreed to by the plan 
and the network pharmacy.

The health insurer or HMO must prorate cost-sharing obligations of the 
insured for each partial refill or a covered Rx drug dispensed to align 
refill dates.

Grandfather Clause
Notwithstanding the provisions above, “an alternate process used by 
an insurer which includes early refill dates, refill overrides, and access on 
the insurer’s public website to the terms and conditions of such a 
process is deemed to comply with the requirements of this bill.” 
This bill was signed into law by the Governor and will take effect on 
January 1, 2018.
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#FSHP2017Bills that passedBills that passed
HB 1253 – Rights & Responsibilities of Patients

This bill amends the Florida Patient’s Bill of Rights and Responsibilities to 
include the right for a patient to bring any person of his or her 
choosing to the patient-accessible areas of a health-care facility or 
provider’s office while the patient is receiving inpatient or outpatient 
treatment or is consulting with his or her health care provider.
However, a patient may not bring another person if doing so would 
risk the health of the patient, other patients, or staff of the facility or 
office  or doing so cannot be reasonably accommodated by the 
facility.

This new right must be added to the summary of rights and 
responsibilities providers must make available to patients.
This bill was signed into law by the Governor and took                     
effect on July 1, 2017.
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#FSHP2017Bills that passedBills that passed
HB 7097 – Direct Support Organization of the PDMP

Background. A direct support organization (DSO) is a private entity created 
to assist or support a governmental entity in carrying out its duties.  In 2014 
the Legislature conducted a review of the existing relationships between 
DSOs and their governmental partners resulting in creation of operational 
requirements  and standards for DSOs with an automatic review and sunset 
(repeal) date for each organization.
The Florida PDMP Foundation, Inc. was created in 2009 with a twofold mission 
of fundraising for the PDMP to:
1. Reduce prescription drug abuse and diversion, and
2. Educate health care providers and law enforcement agencies on how to 
utilize the database for patient care and law enforcement
investigations.
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#FSHP2017
Bills that passedBills that passed

HB 7097 – Direct Support Organization of the PDMP (cont.)

HB 7097 extends the scheduled repeal date of the Florida PDMP 
Foundation, Inc. for 10 years (to October 1, 2027.)  If not reenacted at 
that time it will sunset.

This bill was signed into law by the Governor and took effect on July 1, 
2017.
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#FSHP2017Bills that passedBills that passed
SB 8-A – Medical Use of Marijuana

This bill Implements Article X, Section 29, Fla. Const. passed by Florida 
voters in 2016 as Amendment 2 and builds upon the existing 
compassionate use of low-THC and medical cannabis program.

Medical Marijuana Provisions relating to patients
• Establishes procedures for physicians to issue certifications to 

patients who have qualifying medical conditions including:
Cancer AIDS Parkinson’s Disease
Epilepsy PTSD Multiple Sclerosis
Glaucoma ALS Other debilitating 
HIV                                Crohn’s Disease      medical conditions   

similar to those above
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#FSHP2017
Bills that passedBills that passed

Medical marijuana provisions relating to patients (cont.)
Other qualifying medical conditions include:
Chronic nonmalignant pain (defined as pain caused by or that 
originates from a qualifying medical condition and persists beyond the 
usual course of the qualifying medical condition)

A terminal condition

The bill eliminates the 90-day waiting period before the physician may 
register a patient as qualified to receive low-THC cannabis as well as full-
THC marijuana
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#FSHP2017Bills that passedBills that passed
Medical marijuana provisions relating to patients (cont.)

• Allows marijuana edibles and vaping, but prohibits the smoking of 
marijuana 
(authority to smoke marijuana is now in litigation)

• Establishes residency requirements for patients to be issued a 
Medical Marijuana Use Registry ID Card

• Grandfathers in existing patients from the low-THC and “right to try” 
programs registered in the compassionate use registry so that they 
may continue receiving their medication ordered through those 
programs



7/24/2017

4

2017 ANNUAL MEETING

#FSHP2017Bills that passedBills that passed
Medical marijuana provisions relating to caregivers

• Establishes qualifications to become a caregiver, which include:
• Being at least 21 years of age and a resident of Florida
• Agreeing in writing to assist the qualified patient and serve as the 

patient’s caregiver
• Passing a 2-hour caregiver course that is administered by the DOH
• Passing a background screening unless the patient is a close relative 

of the caregiver
• Limits the number of caregivers each patient may have and the number 

of patients each caregiver may assist.
• Requires a caregiver to be registered on the medical marijuana use 

registry and possess a caregiver ID card which must be in one’s 
immediate possession when also in possession of marijuana or a 
marijuana delivery device or upon the request of a law enforcement 
officer.

• Prohibits a caregiver from receiving compensation, other than actual 
expenses incurred, for any services provided to the qualified patient.
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#FSHP2017Bills that passedBills that passed
Other provisions of SB 6-A include:
• Licensure requirements for Medical Marijuana Treatment Center (MMTCs)
• Penalty provisions
• Enforcement provisions
• Educational campaign
• Training requirements for law enforcement
• Creates the Coalition for Medicinal Cannabis Research and Education to 

conduct rigorous scientific research, provide education, disseminate 
research, and to guide policy development for the adoption of a 
statewide policy on ordering and dosing practices for the medicinal use 
of cannabis.

• Requires district school boards to adopt policies and procedures for 
allowing use in school by students who are qualified patients

This bill was signed into law by the Governor and is now in                                   
effect.
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#FSHP2017Bills that diedBills that died
SB 182/HB 95 – Consumer Protection from Non-Medical Changes to 
Prescription Drug Formularies 

SB 530/HB 877 – Prior Authorization

SB 580/HB 617 - Audits of Pharmacy Benefit Managers

SB 670/HB 625 – Managed Care Provider Networks

SB 1180 – Pharmacist Collaborative Practice

SB 1336/HB 1185 - Prohibition on Exclusive Pharmacy Mail Order

HB 3115 - Relating to Palm Beach County – Prescription                              
Drug Disposal Pilot Program - 2017

FSHP 2017 ANNUAL MEETING

BOARD OF  PHARMACY UPDATEBOARD OF  PHARMACY UPDATE
GARY DALIN, M.S.,R.PH.,FASHP
Chairman, Legal and Regulatory Council 
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#FSHP2017DisclosureDisclosure

References

Nothing to disclose     
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#FSHP2017ObjectivesObjectives

References

Discuss the activities during the past 
year from the Board of Pharmacy 
that has or will be impacting health 
systems pharmacists or pharmacies
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#FSHP2017

References

Currently there is a vacant  position on the Board of 
Pharmacy as well current Board Members whose term have 
expired and has not been  reappointed or replaced.  FSHP 

General Counsel submits recommendation from FSHP to the 
Governor’s office for consideration.

The Board of Pharmacy is to protect 
the health and safety of the public 
NOT the licenses of the pharmacists 

or pharmacy permits 

Highlights of this past year activities 

• Goal this year ( as dictated by Governor Scott ) to all 
Boards  was to delete redundant, unnecessary, or 
obsolete rules 

• Board of Pharmacy welcomed a new Executive Director 
in December, 2016 – C. Erica White, JD                                      

Previous Experience was as Chief Attorney, Deputy 
Litigation Counsel and Senior Attorney, Florida Department 
of Business and Professional Regulations 2011-2016
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#FSHP2017

Board of Pharmacy Inspectors have been trained over the 
past couple of years by experts in Sterile Compounding and 
USP 797 standards so as to facilitate meaningful and safe 
inspections – 85 % compliance during 2016 with the 
standards.
Non Resident Sterile Compounding rules have been revised 
that allows outside agencies as well as Florida Board of 
Pharmacy inspectors  to complete inspections of their 
facilities BEFORE any product is shipped into Florida for 
Florida patients.   All rules that apply to non resident 
pharmacies are located in a new section of the rules 
64B-16.32
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#FSHP2017

References

Foreign Internship supervison shall be no 
more than one intern to one pharmacist 

at any time.    

Pharmacy Technician Training programs 
must be provided or offered by 

accredited institutions or entities as 
listed in 64B16-26.351
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#FSHP2017Proposed RulesProposed Rules
64B16-28.301 Destruction of Controlled Substances -
Institutional Class I Pharmacies (Nursing Homes).
By atleast 2 of the following – consultant pharmacist, 
director of nursing, administrator, other licensed MD,RN,RPh, 
law enforcement. 
64B16-28.501 Institutional Permit - Consultant 
Pharmacist of Record  ( same with Special ALF Permits )
A consultant pharmacist licensed in Florida may remotely 

access a facility or pharmacy’s electronic database from 
outside the facility or pharmacy to conduct supplemental 
drug regimen review services, subject to the pharmacy or 
facility establishing policies and procedures to ensure the 
security and privacy of confidential patient records, 
including compliance with applicable Federal HIPAA 
regulations.
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#FSHP2017

64B16-28.606 Remote Medication Order 
Processing for Class II Institutional Pharmacies 
or Special Pharmacy Permits Servicing Class I, 

Class II, Modified Class II, and Special ALF 
Permitted Facilities
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#FSHP2017MultiBoard Workgroup MeetingMultiBoard Workgroup Meeting

The Boards of Medicine, Osteopathic Medicine, Pharmacy, 
Nursing and Dentistry met on June 2, 2017 to discuss the 
following topics of interest.  Agenda items were:
Wrong Site Surgery 
Telehealth 
Controlled Substances

Collaborative workgroups were established to address 
concerns in these areas.
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#FSHP2017MultiBoard Workgroup MeetingMultiBoard Workgroup Meeting
Telehealth Discussion
Don’t legislate – utilize the automation and follow the rules 
Surgeon General – Telehealth is a way of delivering a type 
of service – However, standard of care has to be the same 

Wrong Site Surgery Discussion
Even though health systems have implemented processes, 
there has been NO decrease in the number of incidents.
However, near misses are not reported.  
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#FSHP2017Upcoming Proposed RuleUpcoming Proposed Rule
The Board of Pharmacy is currently working on trying to 
consolidate all the rules in 64B16 regarding automation
throughout all pharmacy permits which is currently housed
In 5 different rules.    
The first draft of the proposed rule will be discussed at the 
Board of Pharmacy meeting in August.
FSHP will be there to make sure the interests of health 
systems pharmacists are kept in the rule.
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#FSHP2017Disciplinary CasesDisciplinary Cases
There has been a shift in the type of cases that the Board of 
Pharmacy has been having to come before them.
Missfills used to be the majority of the cases that would be 
disciplined at the Board of Pharmacy meetings.
This year – that is not the case
What has happened that has caused that shift ?
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#FSHP2017What’s With Scope of PracticeWhat’s With Scope of Practice
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#FSHP2017Legislative SurpriseLegislative Surprise
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#FSHP2017Legislative SurpriseLegislative Surprise
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#FSHP2017What’s Up Next for FSHP?What’s Up Next for FSHP?

Is it 3 strikes and you’re out?

Or is it the 3rd time is the charm?
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#FSHP2017QuestionsQuestions


