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FLORIDA’S NEW CONTROLLED 
SUBSTANCE LAW

• Requires continuing education on controlled 
substance prescribing

• Establishes prescribing limits to combat 
opioid abuse

• Increases the regulation of pain management 
clinics

• Expands the use of the Prescription Drug 
Monitoring Program (PDMP)

Presenter
Presentation Notes
House Bill 21 became effective July 1, 2018, and addresses opioid abuse by requiring continuing education on controlled substance prescribing, establishing prescribing limits, expanding required use of Florida’s Prescription Drug Monitoring Program, E-FORCSE, and more.The topics I will cover in this presentation are continuing education, acute pain, nonacute pain and chronic pain, pain management clinics, and prescription requirements. Rebecca Poston will present on the PDMP requirements.



CONTINUING 
EDUCATION 

REQUIREMENTS



Required Continuing 
Education

All prescribing practitioners that are 
registered with the DEA and 
authorized to prescribe controlled 
substances must:
• Complete a 2-hour continuing 
education course by January 31, 2019 
and at each subsequent licensure 
renewal

Presenter
Presentation Notes
This requirement applies to physicians, dentists, podiatrists, and certified optometrists. Advanced registered nurse practitioners and physician assistants are exempt from this requirement because their practice acts already require a separate 3-hour CE on controlled substance prescribing. Pharmacists are not required to take the CE course since they only dispense controlled substances, not prescribe.



Content of the Course
• Current standards on prescribing of controlled substances, 

particularly opiates;

• Alternatives to the current standards on controlled substance 
prescribing;

• Nonpharmacological therapies;

• Prescribing emergency opioid antagonists; and

• Information on the risks of opioid addiction following all stages 
of treatment in the management
of acute pain. 

Presenter
Presentation Notes
Current standards on prescribing of controlled substances, particularly opiates;Alternatives to the current standards on controlled substance prescribing;Nonpharmacological therapies;Prescribing emergency opioid antagonists; andInformation on the risks of opioid addiction following all stages of treatment in the management�of acute pain. �



Where will the course be 
offered?

Practitioners can find the approved courses 
at CEBroker.com 

• CEBRoker is the vendor that provides 
renewal services to health care practitioners 
licensed and regulated by the Department

Presenter
Presentation Notes
The course must be offered by a statewide professional association of physicians in this state that is accredited to provide educational activities designated for the American Medical Association Physician’s Recognition Award Category I Credit or the American Osteopathic Category 1-A continuing medical education requirement. �Currently there are 8 organizations approved by the boards who meet the criteria and 5 now have their course available to practitioners. The associations have the course available online and are providing the course live at their association meetings and other venues.Please refer to CE Broker for registration information.�



Failure to take the Course 
by January 31, 2019

The Department may not renew the 
Prescriber’s license at the time of 
renewal

• flhealthsource.gov/floridatakecontrol

Presenter
Presentation Notes
The Department may not renew the license of any licensed prescriber who fails to complete the course by the January 31, 2019 deadline.For more information regarding the continuing education requirement, please refer to flhealthsource.gov/floridatakecontrol and find your profession’s tab or explore the Frequently Asked Questions. �



ACUTE PAIN



Definition of Acute Pain
The normal, predicted, physiological, and 
time-limited response to an adverse 
chemical, thermal, or mechanical 
stimulus associated with surgery, trauma, 
or acute illness
• Reflects the current definition in the 
rule for physicians titled “Standards for 
the Use of Controlled Substances for 
the Treatment of Pain”

Presenter
Presentation Notes
The new law defines "Acute pain" as the normal, predicted, physiological, and time-limited response to an adverse chemical, thermal, or mechanical stimulus associated with surgery, trauma, or acute illness.It does not include pain related to cancer, terminal conditions, pain treated with palliative care, or traumatic injuries with an Injury Severity Score of 9 or greater. This definition reflects the definition currently in rule for physicians titled Standards for the Use of Controlled Substances for the Treatment of Pain. The new law requires the Boards of prescribing professions to adopt guidelines for treatment for acute pain. Mention joint committee meeting, draft, and upcoming meeting.�



Prescription Limits for the 
Treatment of Acute Pain

3-day supply limit
• Aligns with the CDC guideline for 
the treatment of acute pain

• Standard—does not require 
prescription notation

Presenter
Presentation Notes
Effective July 1, 2018, a prescription of a Schedule II opioid to alleviate acute pain may prescribed for up to a 3-day supply, codifying the CDC guideline for the treatment of acute pain. 



Prescription Limits 
Exception to the 3-day Limit
More than 3 and up to a 7-day limit if 
the prescriber:

• Bases the need for the increased 
supply on their professional 
judgment

• Indicates “acute pain exception” on 
the prescription 

• Documents justification in the 
patient’s medical record

Presenter
Presentation Notes
However, a health care practitioner may prescribe up to a 7-day supply if the prescribing practitioner determines:More than a three day supply is needed based on the professional judgment of the prescriber, indicates “acute pain exception” on the prescription, AND documents the justification for deviating from the 3-day supply limit in the patient’s medical record. All three requirements must be met!�



Dispensing Practitioners 

• Dispensing practitioners are practitioners 
authorized by law to prescribe drugs 

• May dispense drugs to their patients in the regular 
course of their practice 

• Must comply with Section 465.0276, F.S. (Pharmacy 
Practice Act)

• Dispensing practitioners may include allopathic 
physicians, osteopathic physicians, dentists, 
optometrists, podiatrists, ARNPs and PAs.

Presenter
Presentation Notes
A dispensing practitioner is a practitioner authorized by law to prescribe drugs who may dispense such drugs to her or his patients in the regular course of her or his practice in compliance with Section 465.0276, F.S. Dispensing practitioners may include: allelopathic physicians, osteopathic physicians, dentists, optometrists, podiatrists, ARNPs and PAs.Before dispensing a controlled substance to a person not known to the practitioner, he or she must require the person purchasing, receiving, or otherwise acquiring the controlled substance to present valid photographic identification or other verification of his or her identity.A registered dispensing practitioner may dispense a 3-day supply of controlled substances for the treatment of acute pain. A 7-day supply may be dispensed if certain criteria in Section 456.44(5)(a), F.S. are met. Additionally, for a controlled substance listed in Schedule III, the amount dispensed may not exceed a 14-day supply.Additionally, a registered dispensing practitioner may dispense controlled substances listed in Schedule II or Schedule III which have been approved by the United States Food and Drug Administration for the purpose of treating opiate addictions, including, but not limited to, buprenorphine and buprenorphine combination products, by a practitioner authorized under 21 U.S.C. s. 823, as amended, to the practitioner's own patients for the medication-assisted treatment of opiate addiction.



Dispensing Practitioners

Same 3-day and up to 7-day supply 
limits apply to dispensers

• Dispensing practitioners may dispense 
Schedule II and III controlled substances 
for medication-assisted treatment of 
opiate addiction to their own patients to 
treat opiate addictions



Identification requirement 
for dispensing controlled 

substances
Before dispensing to a person not known to the practitioner, 
they must require the person purchasing, receiving, or 
otherwise acquiring the controlled substance to present 
valid photographic identification or other verification of his 
or her identity.

A pharmacist MUST verify the identity of an individual 
before dispensing a controlled substance by documenting 
the patient name, type, and issuer of photo identification.

Presenter
Presentation Notes
If the person picking up the prescription is someone other than the patient, the pharmacist must document the patient name, type, and issuer of photo identification.For additional information on the new requirements for the PDMP, please refer to the “PDMP” tab at the top of the “Take Control” website at flhealthsource.gov/floridatakecontrol.



NONACUTE PAIN



Exclusions from definition 
of acute pain

• Pain related to:
• Cancer
• A terminal condition
• Pain treated with palliative care
• A traumatic injury with an Injury 
Severity Score of 9 or higher

Presenter
Presentation Notes
The bill excludes pain related to the following conditions from the definition of acute pain:�	(1) Cancer;�	(2) A terminal condition; (defined as a progressive disease or medical or surgical condition that causes significant functional�	impairment, is not considered by the treating physician to be reversible without the administration of life-sustaining procedures, and 	will result in death within 1 year after diagnosis if the condition runs its normal course.)�	(3) Pain treated with palliative care; (defined as the provision of relief for symptoms related to an incurable, progressive illness or 	injury.) �	and	(4) A traumatic injury with an Injury Severity Score of 9 or higher. An Injury Severity Score is a method for describing trauma patients 	with multiple injuries and evaluating emergency care. The score ranges from 1 to 75. See Trauma.org for more information.�The prescribing limits established under the bill does not apply to these exceptions. �



Prescribing requirements for 
a Traumatic Injury

A prescribing practitioner must also 
prescribe an emergency opioid 
antagonist

Presenter
Presentation Notes
When prescribing opioids to a patient with an Injury Severity Score of 9 or higher, the prescriber must also prescribe an emergency opioid antagonist. Get list of antagonists and FAQ.



Nonacute Pain Prescription 
Requirements

• Prescriber must write “Nonacute 
Pain” on the prescription

• Applies to:
• Prescriptions for chronic 
nonmalignant pain

• Nonacute conditions

Presenter
Presentation Notes
If the prescriber writes a prescription for a Schedule II opioid for the treatment of pain other than acute pain, the prescriber must indicate “nonacute pain” on the prescription. This requirement applies to prescriptions for chronic pain, as well as those conditions discussed on the previous slide.



NEW REQUIREMENT 
FOR PAIN 

MANAGEMENT 
CLINICS

Presenter
Presentation Notes




New Requirements for Pain 
Management Clinics

All pain management clinics must be 
registered with the Department of 
Health or hold a certificate of 
exemption by January 1, 2019

• No fee to file for a certificate of 
exemption

Presenter
Presentation Notes
Sections 458.3265, and 459.0137, F.S., respectively, now require clinics that are exempt from registration as pain management clinics to obtain a certificate of exemption from the Department of Health. By January 1, 2019, all pain management clinics must be registered with the Department of Health (DOH) as a pain management clinic or hold a certificate of exemption.There is no fee to file for a certificate of exemption. Explain exemption status as it existed before the law passed. Mention misinformation about the certificate of exemption.�



Certificate of Exemption 
Application Requirements

• Name or names under which the 
applicant does business

• Address
• Specific exemption and supporting 
documentation

• Any other information necessary for 
the department to determine 
eligibility

Presenter
Presentation Notes
Any pain management clinic that claims an exemption from the registration requirement must apply (at no fee) to the DOH for a certificate of exemption. The DOH must approve or deny an application for a certificate of exemption within 30 days after receipt.An applicant for certificate of exemption must provide:�The name or names under which the applicant does business;The address at which the pain management clinic is located;The specific exemption that the applicant is claiming, along with supporting documentation; ANDAny other information DOH deems necessary



Certificate Renewal

Each certificate must be renewed 
biennially

• Initial certificate may be issued for 
up to 3 years to allow the 
Department to establish renewal 
cycles

Presenter
Presentation Notes
Each certificate must be renewed biennially, but the initial certificate may be issued for up to three years to allow DOH to establish renewal cycles. �



Requirements for Pain 
Management Clinics

• Prominently display the certificate of 
exemption

• Have certificate available on request

Presenter
Presentation Notes
A pain management clinic must prominently display its certificate of exemption and make it available to DOH or the applicable board upon request. �



Certificate Holder 
Requirements

• Only valid for the applicant who 
applied for and was issued the 
certificate 

• Not transferable
• Notify department at least 60 days 
before a change of ownership, name 
change, or relocation

• Must apply for new certificate

Presenter
Presentation Notes
Each certificate of exemption is valid only for the applicant and for the exemption for which the certificate was issued. The certificate is not transferable and a new certificate must be issued if the clinic changes its address. A certificate holder must notify DOH at least 60 days before a change of ownership, name change, or if the certificate holder relocates and apply for a new certificate of exemption. �



Change in exemption 
eligibility status

The clinic must notify the DOH within 
3 days if the clinic’s exemption status 
changes and:
• Register with the department as a 
Pain Management Clinic 

or
• Cease Operation

Presenter
Presentation Notes
The certificate holder must notify DOH within 3 days after becoming aware that it is ineligible for the specific exemption it claimed when obtaining the certificate of exemption, and either register as a pain management clinic or cease operation. �Pain management clinics are regulated by the Board of Medicine. Please refer to the “Pain Clinic” tab at the top of the “Take Control” website at flhealthsource.gov/floridatakecontrol or the Board of Medicine for more information regarding pain management clinics.



PDMP 
REQUIREMENTS



PDMP Updates
• Mandatory consultation of the PDMP
• Expands use to include Medical Examiners 
and employees of VA, DOD and IHS with 
prescriptive authority 

• Electronic health recordkeeping systems
• Interstate data sharing
• Record retention schedule
• Identification requirement for dispensing of 
controlled substances

Presenter
Presentation Notes
HB 21 makes the following changes to the Prescription Drug Monitoring Program:Requires prescribers and dispensers to consult the PDMP   Expands access to include Medical Examiners and employees of VA (Veteran Affairs) , DOD (Department of Defense) and IHS (Indian Health Service) with prescriptive authority Authorizes PDMP integration into electronic health recordkeeping systemsAuthorizes reciprocal interstate data sharingImposes a record retention scheduleRequires dispensers to report Identification for an individual picking up a controlled substance prescription.



Required Consultation

•A prescriber or dispenser or his or 
her designee must consult the 
PDMP to review a patient’s 
controlled substance dispensing 
history prior to prescribing or 
dispensing a controlled substance 
for patients age 16 or older

Presenter
Presentation Notes
Each prescriber and dispenser or his/her designee has a duty to consult the PDMP system to review a patient’s controlled substance dispensing history each time a controlled substance is prescribed or dispensed to a patient age 16 or older unless a statutory exemption applies. The statute does not provide any guidance on how far in advance the PDMP may be consulted. Please refer to your Board's website for further guidance. However, The PDMP must be consulted each time a prescription for a controlled substance Schedules II, III, IV, and V drug is written.A dispensing practitioner must consult the PDMP before filling the initial prescription for a controlled substance listed in Schedule III, Schedule IV, or Schedule V, as well as each subsequent refill. 



Statutory Exemptions

•If the patient is less than 16 years 
of age

•Drug being prescribed is a 
nonopioid schedule V

•System is not operational
•Requestor has technological or 
electrical failure

Presenter
Presentation Notes
Statutory exemptions from consultation include:The patient is less than 16 years of age orWhen prescribing or dispensing a nonopioid Schedule V drug orIf the PDMP system is not operational as determined by DOH, orThe PDMP cannot be accessed by the prescribing/dispensing practitioner due to a temporary technological or electrical failure Failure to consult in the PDMP may result in a non-disciplinary citation or other discipline by the applicable regulatory board.



PDMP Consultation

•The health care practitioner must 
document in the patient’s record 
the reason the PDMP was not 
consulted and may prescribe or 
dispense no more than a 3-day 
supply of a controlled substance

Presenter
Presentation Notes
If the Prescriber or dispenser does NOT consult the PDMP due to a statutory exemption, the prescribing/dispensing practitioner must document in the patient’s record the reason the PDMP was not consulted and may prescribe or dispense no more than a 3-day supply of a controlled substance.



Penalty for failing to consult 
the PDMP

• Initial offense
•Subject to a non-disciplinary 
citation for the initial offense

•Subsequent Offense
•Results in disciplinary action 
against the health care 
practitioner’s license

Presenter
Presentation Notes
There is a penalty for failing to consult the PDMP database. The initial defense is subject to a non-disciplinary citation. Any subsequent offense will result in disciplinary action against the prescribing/dispensing practitioner’s license. Disciplinary guidelines are individually established by the appropriate licensing board.



Reporting Requirements to 
the PDMP

•Schedule II, III, IV, and V must all 
be reported

•The dispenser now has four 
additional reporting requirements 

Presenter
Presentation Notes
Schedule II, III, IV, and V controlled substance must all be reported to the PDMP. There are four new reporting requirements for each controlled substance dispensed.  These requirements are (1) the telephone number of the person for whom the prescription was written, (2) the number of refills authorized, (3) the name and identification of the individual picking up a controlled substance prescription, and (4) the dispenser’s DOH-issued license/permit number.



Retention of PDMP Records

• The PDMP will purge information 
from its database that is more than 4 
years old

Presenter
Presentation Notes
The PDMP will purge information from its database that is more than 4 years old



PDMP Registration

• https://florida.pmpaware.net

• Training tools: www.eforcse.com

https://florida.pmpaware.net/
http://www.eforcse.com/


Summary
New controlled substance law includes 
new requirements for:

• Continuing education
• Prescribing for acute and non-acute 
pain

• Pain management clinics
• PDMP use

• For more information please refer to:
• Flhealthsource.gov/floridatakecontrol

Presenter
Presentation Notes
For more information please refer to flhealthsource.gov/floridatakecontrol for more information regarding these topics and specifics of your profession.



QUESTIONS?
Claudia Kemp, JD

Executive Director for the Board of Medicine
850-245-4130

claudia.kemp2@flhealth.gov

Rebecca Poston, BPharm, MHL
PDMP Program Manager

(850) 245-4797
Rebecca.Poston@flhealth.gov

mailto:claudia.kemp2@flhealth.gov
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