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New Article: Drugs, Active Pharmaceutical Ingredients, and Oversight of Compounding Practices

[bookmark: _Toc233025762]Section 1. Legislative Intent
a) The legislature finds that the integrity of the pharmaceutical supply chain, which includes the safe compounding of prescription drugs for dispensing or administering to a patient, is a matter of importance to critical public health and safety.
b) It is the intent of the legislature to grant the board of pharmacy authority to protect the public health and safety from substandard pharmaceuticals being procured, compounded, dispensed, or administered in or into this State.

[bookmark: _Toc233025763]Section 2. Definitions
a) “Active pharmaceutical ingredient” or “API” means any substance that is intended for incorporation into a finished drug product and is intended to furnish pharmacological activity or other direct effect in the diagnosis, cure, mitigation, treatment, or prevention of disease, or to affect the structure or any function of the body. “Active pharmaceutical ingredient” does not include intermediates used in the synthesis of the substance.[footnoteRef:1] [1: 1 This definition is the same as that found in 21 Code of Federal Regulations (CFR) Part 207.] 

b) “Administer” or “administration” means the direct application of a drug to the body of a patient or research subject by injection, inhalation, ingestion, or any other means.
c) “Adulterated” has the same meaning as 21 United States Code (USC) §351.
d) “Adverse event” means any untoward medical occurrence associated with the use of a drug in humans, whether or not it is considered drug related.[footnoteRef:2] [2: 2 This definition is the same as that found in 21 CFR §312.32.] 

e) "Authorized agent” means any individual or entity identified by the board as qualified to conduct inspections, investigations, or seizures on its behalf. 
f) “Board” means the state board of pharmacy.
g) “Chemical” means any substance not otherwise defined by the Act that is a biologically active substance intended to produce a therapeutic effect in the body to diagnose, cure, mitigate, treat, or prevent disease.
h) “Compounding” or “compounded” means combining, admixing, diluting, pooling, reconstituting other than as provided in the manufacturer’s labeling, repackaging, or otherwise altering a drug product or bulk drug substance to create a sterile or nonsterile preparation.
i) “Controlled substance” means a Food and Drug Administration (FDA)-approved drug or other substance included in the State’s Controlled Substances Act listed in Schedules II, III, IV, or V. 
j) “Counterfeit” or “counterfeit drug” has the same meaning as 21 USC §321(g)(2).
k) “Dispense” or “dispensing” means the interpretation, evaluation, and implementation of a prescription drug order, including the preparation, final verification, and delivery of a drug or device to a patient or patient’s agent in a suitable container appropriately labeled for subsequent administration to, or use by, a patient. 
l) “Drug” means:
a. articles recognized as drugs in any official compendium, or supplement thereto, designated from time to time by the board for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in humans or other animals; 
b. articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in humans or other animals; 
c. articles (other than food) intended to affect the structure or any function of the body of humans or other animals; and
d. articles intended for use as a component of any articles specified in clauses (a), (b), or (c) of this definition.
m) “Facility” means any location not otherwise licensed by the board that receives, stores, compounds, or prepares drugs, APIs, controlled substances, or any other chemicals or peptides. 
n) “Licensed health care professional” means an individual who has been granted the legal authority by this State to practice a particular health care profession.
o) “Medical spa” or “med spa” means any facility licensed by the board that primarily offers or provides wellness services.
p) “Misbranded” has the same meaning as 21 USC §352.
q) “National Practitioner Data Bank” means the information clearinghouse created by Congress with the primary goals of improving health care quality, protecting the public, and reducing health care fraud and abuse in the US. 
r) “Peptide” means a molecule consisting of two or more amino acids covalently linked together by peptide bonds that are intended to produce a therapeutic effect in the body to diagnose, cure, mitigate, treat, or prevent disease.
s) “Person” means an individual, or a business entity.
t) “Practitioner” means an individual currently licensed, registered, or otherwise authorized by the appropriate jurisdiction to prescribe and administer drugs in the course of professional practice. 
u) “Prescription drug” or “legend drug” means a drug that is required under federal law to be labeled with either of the following statements prior to being dispensed or delivered: (1) “Rx Only” or (2) “Caution: Federal law restricts this drug to use by, or on the order of, a licensed veterinarian,” or a drug that is required by any applicable federal or state law or rule to be dispensed pursuant only to a prescription drug order or is restricted to use by practitioners only.
v) “Repack or repackage” has the same meaning as 21 CFR §207.1.
w) “Responsible person” means a licensed health care professional who is registered with the board and has independent authority to procure, prescribe, dispense, or administer prescription drugs and devices, and who is responsible for supervising medical spa operations and is registered with the board.
x) “Serious adverse drug experience” means any adverse drug experience occurring at any dose that results in any of the following outcomes: death, a life-threatening adverse event, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect. Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse drug experience when, based on appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.
y) “Significant violations” include the following:
a.  substantial deviation from compounding standards established by US Pharmacopeia (USP);
b.  procuring, administering, or dispensing unapproved drugs, peptides, or any other chemicals, unless the responsible person:
i. is engaged in a systematic research program; 
ii. has obtained the necessary approvals from the Institutional Review Board and FDA; and 
iii. has obtained approval to conduct such research from the board; and
c. other violations identified by rule of the board.
z) “Standard of care” means the degree of care a prudent and reasonable licensee or registrant with similar education, training, and experience will exercise under similar circumstances. 
aa) “United States Pharmacopeia” or “USP” means the independent, nonprofit, scientific organization that establishes public standards for the quality, purity, strength, and consistency of medicines, food ingredients, and dietary supplements.
ab) “Wellness service” means any service that is primarily used in an attempt to enhance an individual’s health or physical appearance rather than address an underlying medical condition.
[bookmark: _Toc233025764]Section 3. Board Authority: Licensure, Inspection, and Investigation
[bookmark: _Toc233025765]3.1 License and Registration Required
a) A business shall not operate as a medical spa unless licensed by the board under this Chapter.
b) The board may issue a medical spa license upon receipt of a completed application and fee and the satisfactory completion of an opening inspection pursuant to 3.3(a)(i) of this Act. The application shall include, but not be limited to, the following:
i. legal and doing business as name(s);
ii. federal employer identification number (FEIN); 
iii. physical address of the business where wellness services will be performed;[footnoteRef:3] [3: 3 For businesses operating in a mobile capacity, whether full-time or part-time, the responsible person shall maintain a comprehensive log detailing the specific date, time, and GPS coordinates or street address of every location where wellness services are performed. These records must be kept in a readily retrievable manner and made available to the board upon request.] 

iv. contact information of the business;
v. hours of operation;
vi. identification of the responsible person, including the following:
i. full legal name; 
ii. professional title;
iii. state professional license number;
iv. Drug Enforcement Administration (DEA) registration number, if applicable; and
v. a copy of a valid government-issued identification;
vii. list of all owners with 5% or more ownership interest in the business;
viii. questions related to previous criminal convictions and professional license discipline of the business owners; and
ix. intended practices, including whether the medical spa intends to perform compounding.
c) The board may issue a registration to an applicant intending to serve as a responsible person. The application for registration shall include, but not be limited to, the following:
i. full legal name;
ii. professional title;
iii. state health care professional license number;
iv. DEA registration number, if applicable;
v. copy of a valid government-issued identification; and
vi. questions related to previous criminal convictions, professional license discipline, and pending investigations by licensing authorities.
d) A medical spa, by and through the responsible person, that procures, dispenses, furnishes, or administers controlled substances shall obtain a controlled substance registration from the board. The registration shall be issued in the name of the medical spa and shall identify the name of the responsible person on the registration.
e) The board shall establish by rule the licensing and registration fees sufficient to carry out its duties under the Act.
[bookmark: _Toc233025766]3.2 Notification to the Board
a) Medical spas must notify the board within 10 business days of any of the following changes:
i. ownership;
ii. legal or doing business as name(s);
iii. FEIN;
iv. physical address of the business where wellness services will be performed;
v. hours of operation; and
vi. responsible person. 
b) As applicable, medical spas shall notify the board, DEA, and law enforcement authorities immediately upon the discovery of theft or significant loss of any prescription drug, including drugs in transit, or the loss or theft of any DEA Form 222, uncompleted prescription forms, or written prescriptions either dispensed or not yet dispensed.
c) Medical spas must timely notify the board of the occurrence of any of the following:
i. any criminal conviction of any employee of any state or federal drug laws;
ii. any criminal conviction or pleas of guilty or nolo contendere of all licensed or registered personnel;
iii. serious adverse drug experiences;
iv. recalls of compounded drug preparations; or
v. illegal use or disclosure of protected health information.
d) Unless originally indicated on the initial application for licensure, a medical spa must notify the board of its intent to compound. The board or its authorized agents shall inspect the medical spa prior to the medical spa commencing compounding practices.
e) Medical spas shall provide a 30-day notice to the board of their intent to cease business operations. The board shall make available on its website a prescribed form for such notice. 
[bookmark: _Toc233025767]3.3 Right of Entry and Inspection of Premises 
a) The board or its authorized agents may enter and inspect, during normal business hours, any licensed medical spa or any location that is operating or is suspected of operating as a facility.
i. Medical spa applicants shall be inspected prior to the commencement of business and will address all aspects of the proposed medical spa’s business related to drugs, APIs, or any other chemicals or peptides intended for use in humans.
ii. Medical spas that compound or repackage drugs, APIs, or any other chemicals or peptides, or that procure, dispense, or administer controlled substances, shall be inspected no less than biennially. Medical spas that do not compound or repackage any of the aforementioned substances shall be inspected periodically, as determined by the board.
b) Inspections may include areas of the facility or medical spas where drugs, APIs, or any other chemicals or peptides are received, stored, compounded, and prepared for dispensing or administration. The inspection shall include a review of facility or medical spa records, including, but not limited to, ownership information, invoices, purchase orders, certificates of analysis, transaction information, compounding logs, practitioner prescription orders, and dispensing and administration information. If the facility or medical spa is engaged in compounding, the inspection shall evaluate compliance with the most current published version of the USP General Chapters <797>, <795>, and <800>, as applicable.
c) The board or its authorized agents may investigate any location, whether licensed or not, that the board has reasonable cause to suspect that drugs, APIs, or any other chemicals or peptides are received, stored, compounded, or prepared for dispensing or administration to humans.
d) The board may contract with an authorized agent to perform inspections.
e) Inspection reports may be made available to the public pursuant to state law or the rules of the board.
[bookmark: _Toc233025768]3.4 Authority to Seize, Quarantine, and Due Process
a) The board or its authorized agents shall have the authority to seize and quarantine drugs, APIs, or any other chemicals or peptides if the board or its agent has probable cause to believe that the drug, API, chemical, or peptide is an unapproved drug, adulterated, misbranded, counterfeit, or is otherwise unauthorized for human use, is labeled in a manner that indicates the substance is for research use only, is not compounded in accordance with USP standards, or is otherwise in violation of this Chapter.
b) Upon seizure, the board or its agent shall provide the facility or medical spa owner or the responsible person with a detailed, itemized inventory of all seized substances. The board shall conduct an administrative hearing, in accordance with the State’s administrative procedures act, which shall be open to the public, to determine the lawful disposition or return of the seized substances. The board shall provide notice of the hearing to the facility owner and the responsible person.

[bookmark: _Toc233025769]Section 4. Prescription Drugs, Compounding, Unapproved Drugs or Chemicals, and Supply Chain Integrity
a) It is unlawful for a facility, medical spa, or person to procure, administer, or dispense drugs, peptides, or any other chemicals that are intended for research use only, unless the responsible person is engaged in a systematic research program, has obtained the necessary approvals from the Institutional Review Board and FDA, and has obtained approval to conduct such research from the board.
b) It is unlawful for a medical spa, facility, or person to procure, administer, or dispense drugs, peptides, or any other chemicals for human treatment if such substances are labeled or otherwise designated as unfit for human use.
c) A medical spa engaged in compounding under the supervision and direction of the responsible person shall compound in accordance with applicable chapters of the most current version of USP for sterile and nonsterile compounding and shall only procure APIs from an FDA registrant who is licensed with the state, as applicable.
[bookmark: _Toc233025770]Section 5. Reporting Requirements
[bookmark: _Toc233025771]5.1 Reporting to and Responsibilities of Professional Licensing Boards
a) The board shall provide the professional licensing board that has issued a professional license to the practitioner (eg, board of medicine, board of nursing), under whose license drugs are procured, prescribed, compounded, dispensed, or administered in a facility, with the following:
i. Notification of refusal of entry for inspection and investigation purposes
ii. Inspection reports that identify any violations of this Act
iii. Investigative material, including the original complaint, after the board determines through an administrative hearing that the alleged violations were proven by a preponderance of the evidence. If the investigation reveals the culpability of other professionally licensed individuals, the board shall also share the investigative material and the original complaint with the board that issued their licenses.
iv. Any fines levied against the facility
v. Any unpaid fines levied against the facility
b) The board shall advise the professional licensing board that receives a report from the board whether additional action is needed to protect public health and safety. Any public disciplinary action taken by professional licensing boards pursuant to this Act shall be shared with the board and reported to the National Practitioner Data Bank.
[bookmark: _Toc233025772]5.2 Annual Report to the Governor and Legislature
a) The board, upon request of the governor or legislature, no later than [insert date] of each year, shall submit a comprehensive report on its inspection and investigation findings conducted under the authority of this Act in the preceding fiscal year. The report to the governor and legislature shall include, but is not limited to, the following:
i. the total number of facility and med spa inspections conducted;
ii. the total number of consumer complaints received against facilities and med spas;
iii. a summary of the most significant findings related to violations of compounding, procurement of drugs, and APIs;
iv. the identity, and country of origin, if known, and the amount of any drugs, APIs, peptides, or any other chemicals seized by the board;
v. a summary of serious adverse events reported to the board;
vi. a summary of public disciplinary action taken by professional licensing boards pursuant to this Act;
vii. an estimated cost to the board for inspections and investigation activities conducted pursuant to this Act;
viii. the total amount of penalties levied and collected by the board against facilities, med spas, and responsible persons for violations of this Act; and
ix. specific recommendations for legislative or regulatory changes, including any requests for additional oversight or enforcement powers.

[bookmark: _Toc233025773]Section 6. Enforcement, License or Registration Denial, Discipline, and Penalties
a) The board may impose a fine of up to $5,000 on the owner of a facility for refusing the board or its authorized agent to enter the facility under the authority of this Act. Refusals of entry shall also be reported to the Attorney General for prosecution.
b) The board may deny an application for a medical spa license or the responsible person’s registration for any of the following:
i. misrepresentation or fraud on the application;
ii. criminal convictions of the responsible person or owner(s) relating to fraud, embezzlement, or the possession, distribution, or manufacturing of a drug or API;
iii. prior discipline of the responsible person or owner, if the owner is a licensed health care professional;
iv. commencing business operations, including procuring, storing, prescribing, dispensing, or administering drugs, APIs, or any other chemicals or peptides prior to licensure; or
v. failing any requirement of an opening inspection.
c) The board may discipline the medical spa for violations of this Act or rule of the board. Disciplinary actions may include, but are not limited to, the following:
i. license sanctions – probation, suspension, revocation of the medical spa license, or restricting the licensee from performing any wellness service; and
ii. monetary penalties – assessment of fines not to exceed $2,500 per violation or $25,000 per significant violation. 
d) The board may discipline the responsible person for significant violations of this Act, rule of the board, or for failing to meet the standard of care as it relates to procuring, storing, dispensing, or compounding of drugs, APIs, or any other chemicals or peptides. Disciplinary actions may include the following:
i. restricting or prohibiting the practitioner from serving as a responsible person;
ii. restricting or prohibiting the responsible person from engaging in, supervising, or authorizing any wellness service; and
iii. imposing a monetary penalty of up to $250 per violation, or up to $2,500 per significant violation, or for failing to meet the standard of care as it relates to procuring, storing, dispensing, or compounding of drugs, APIs, or any other chemicals or peptides.
All disciplinary actions shall be reported to the National Practitioner Data Bank.
All fines levied under the authority of this Act shall be payable to the board within 30 calendar days. Fines collected shall be retained by the board and used to carry out its duty under the Act.

[bookmark: _Toc233025774]Section 7. Implementation, Effective Date, and Transition Period
a) The board may adopt rules, consistent with this Act, to implement this Act.
b) This Act shall take effect three months after enactment.
c) Notwithstanding any provision of this Act to the contrary, a facility operating as a medical spa prior to the enactment of this Act may continue to serve the public, subject to the following:
a. Application deadline: The facility must file a completed license application for a medical spa within 60 days of the effective date of this Act.
b. Temporary authorization: The timely submission of a completed application provides the facility with the temporary authorization to remain operational while the board reviews the application, conducts an opening inspection, and reaches a final licensing decision.
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List of Updated State Board of Pharmacy Names

Alabama State Board of Pharmacy
Alaska Board of Pharmacy

Avizona State Board of Pharmacy
Arkansas State Board of Pharmacy
California State Board of Pharmacy
Colorado State Board of Pharmacy
Connecticut Commission of Pharmacy
Delaware State Board of Pharmacy
District of Columbia Board of
Pharmacy

Florida Board of Pharmacy

Georgia Board of Pharmacy

Guam Board of Examiners for
Pharmacy

Hawail State Board of Pharmacy
Idaho Board of Pharmacy

linois Department of Financial and
Professional Regulation, Division of
Professional Regulation - State Board
of Pharmacy

Indiana Board of Pharmacy

lowa Board of Pharmacy

Kansas State Board of Pharmacy
Kentucky Board of Pharmacy
Louisiana Board of Pharmacy

Maine Department of Professional and
Financial Regulation, Office of
Professional and Occupational
Regulation - Board of Pharmacy
Maryland Board of Pharmacy

Massachusetts Board of Registration
in Pharmacy

Michigan Board of Pharmacy
Minnesota Board of Pharmacy
Mississippi Board of Pharmacy
Missouri Board of Pharmacy
Montana Board of Pharmacy
Nebraska Departrment of Health and
Human Services, Division of Public
Health, Licensure Unit

Nevada State Board of Pharmacy
New Hampshire Board of Pharmacy
New Jersey State Board of Pharmacy
New Mexico Board of Pharmacy
New York State Board of Pharmacy
North Carolina Board of Pharmacy
North Dakota Board of Pharmacy.
‘Ohio Board of Pharmacy

‘Oklahoma State Board of Pharmacy
‘Oregon Board of Pharmacy
Pennsylvania State Board of
Pharmacy

Puerto Rico Board of Pharmacy
Rhode Island Board of Pharmacy
‘South Carolina Department of Labor,
Licensing, and Regulation — Board of
Pharmacy

‘South Dakota Board of Pharmacy
Tennessee Board of Pharmacy.
Texas State Board of Pharmacy

Utah Board of Pharmacy

Vermont Board of Pharmacy

Virgin Islands Board of Pharmacy
Virginia Board of Pharmacy
Washington State Pharmacy Quality
Assurance Commission

West Virginia Board of Pharmacy
Wisconsin Pharmacy Examining
Board

Wyoming State Board of Pharmacy

Canada:
Alberta College of Pharmacy”
College of Pharmacists of British
Columbia*

College of Pharmacists of Manitoba®
College of Pharmacy of
Newfoundiand and Labrador”

New Brunswick College of
Pharmacists”

Nova Scotia College of Pharmacists™
Ontario College of Pharmacists*
Prince Edward Island College of
Pharmacy”

Quebec Order of Pharmacists’
‘Saskatchewan College of

Pharmacy Professionals’

“Associate Member




