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HB 4047

Be it enacted by the Legislature of the State of Arizona:

Section 1. Title 32, chapter 18, Arizona Revised Statutes, is
amended by adding article 4.1, to read:

ARTICLE 4.1. MEDICAL SPAS

32-1998. Definitions

IN THIS ARTICLE, UNLESS THE CONTEXT OTHERWISE REQUIRES:

1. "ADVERSE EVENT™ MEANS ANY UNTOWARD MEDICAL OCCURRENCE ASSOCIATED
WITH THE USE OF A PRESCRIPTION MEDICATION, WHETHER OR NOT CONSIDERED
PRESCRIPTION MEDICATION-RELATED.

2. "MEDICAL SPA":

(a) MEANS ANY FACILITY OR PRACTICE THAT OFFERS MEDICAL OR COSMETIC
HEALTH CARE SERVICES AND THAT IS REQUIRED TO BE LICENSED PURSUANT TO THIS
ARTICLE.

(b) DOES NOT INCLUDE A FACILITY OR PRACTICE THAT IS OTHERWISE
LICENSED BY THIS STATE.

3. "PERSON" MEANS AN INDIVIDUAL, CORPORATION, GOVERNMENT OR
GOVERNMENTAL SUBDIVISION OR AGENCY, STATUTORY TRUST, BUSINESS TRUST,
ESTATE, TRUST, PARTNERSHIP OR UNINCORPORATED ASSOCIATION OR ANY OF THE
FOREGOING HAVING A JOINT OR COMMON INTEREST, OR ANY OTHER LEGAL OR
COMMERCIAL ENTITY.

4, "PRESCRIPTION MEDICATION":

(a) HAS THE SAME MEANING PRESCRIBED IN SECTION 32-1901.

(b) INCLUDES ANY DRUG, INCLUDING ANY BIOLOGICAL PRODUCT, EXCEPT FOR
BLOOD AND BLOOD COMPONENTS INTENDED FOR TRANSFUSION OR BIOLOGICAL PRODUCTS
THAT ARE ALSO MEDICAL DEVICES, THAT IS REQUIRED BY FEDERAL LAW OR
REGULATION TO BE DISPENSED ONLY PURSUANT TO A PRESCRIPTION ORDER,
INCLUDING FINISHED DOSAGE FORMS AND BULK DRUG SUBSTANCES THAT ARE SUBJECT
TO SECTION 503(b) OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT (21 UNITED
STATES CODE SECTION 355b).

5. "RESPONSIBLE PERSON"™ MEANS A LICENSED HEALTH CARE PROVIDER WHO
HAS SUPERVISING AUTHORITY AT A MEDICAL SPA.

6. "SERIOUS ADVERSE EVENT":

(a) MEANS AN ADVERSE EVENT OR SUSPECTED ADVERSE REACTION THAT
RESULTS IN ANY OF THE FOLLOWING OUTCOMES:

(i) DEATH.

(ii) A LIFE-THREATENING ADVERSE EVENT.

(iii) INPATIENT  HOSPITALIZATION OR PROLONGATION OF EXISTING
HOSPITALIZATION.

(iv) A PERSISTENT OR SIGNIFICANT INCAPACITY OR SUBSTANTIAL
DISRUPTION OF THE ABILITY TO CONDUCT NORMAL LIFE FUNCTIONS.

(v) A CONGENITAL ANOMALY OR BIRTH DEFECT.

(b) INCLUDES AN ADVERSE EVENT THAT, BASED ON APPROPRIATE MEDICAL
JUDGMENT, MAY JEOPARDIZE THE PATIENT'S HEALTH AND MAY REQUIRE MEDICAL OR
SURGICAL INTERVENTION TO PREVENT ONE OF THE OUTCOMES PRESCRIBED 1IN
SUBDIVISION (a) OF THIS PARAGRAPH.
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7. "SUSPECTED ADVERSE REACTION™ MEANS ANY ADVERSE EVENT FOR WHICH
THERE IS A REASONABLE POSSIBILITY THAT A PRESCRIPTION MEDICATION CAUSED
THE ADVERSE EVENT.

32-1998.01. Licensing requirements; public database;

inspection authority

A. EACH MEDICAL SPA LOCATION THAT PREPARES, HANDLES, STORES,
ADMINISTERS, DISPENSES, DISTRIBUTES OR OTHERWISE USES ANY PRESCRIPTION
MEDICATION AT ITS FACILITY OR IN CONNECTION WITH PROVIDING SERVICES SHALL
OBTAIN AND MAINTAIN A LICENSE FROM THE BOARD. FAILURE TO OBTAIN A LICENSE
OR COMPLY WITH ANY REQUIREMENTS PRESCRIBED IN THIS ARTICLE MAY RESULT 1IN
DISCIPLINARY ACTION, INCLUDING CIVIL PENALTIES OR SUSPENSION OR REVOCATION
OF THE MEDICAL SPA LICENSE.

B. THE BOARD SHALL MAINTAIN A PUBLIC DATABASE OF EACH MEDICAL SPA
THAT IS LICENSED PURSUANT TO THIS SECTION. THE DATABASE SHALL INCLUDE, AT
A MINIMUM, THE NAME, ADDRESS AND LICENSE NUMBER OF THE MEDICAL SPA AND THE
NAME AND LICENSE NUMBER OF THE RESPONSIBLE PERSON.

C. SUBMISSION BY A MEDICAL SPA OF AN APPLICATION FOR A LICENSE
CONSTITUTES PERMISSION FOR THE BOARD OR ITS AUTHORIZED AGENT TO ENTER AND
INSPECT THE MEDICAL SPA FACILITY AT THE TIME OF INITIAL LICENSURE AND AT
SUBSEQUENT TIMES AS DETERMINED BY THE BOARD. REFUSAL OF THE MEDICAL SPA
TO ALLOW THE BOARD OR ITS AUTHORIZED AGENT TO CONDUCT AN INSPECTION IS A
VIOLATION OF THIS ARTICLE.

32-1998.02. Prescription medications; acquisition; storage;:

security

A. A MEDICAL SPA IS A DISPENSER AS DEFINED IN 21 UNITED STATES CODE
SECTION 360eee AND THIS CHAPTER AND SHALL COMPLY WITH THE REQUIREMENTS OF
21 UNITED STATE CODE SECTION 360eee-1 AND THIS CHAPTER WITH RESPECT TO THE
MEDICAL SPA'S ROLE AS A DISPENSER.

B. A MEDICAL SPA MAY NOT ACQUIRE OR RECEIVE ANY PRESCRIPTION
MEDICATION FROM ANY PERSON THAT DOES NOT HAVE THE LICENSE, REGISTRATION,
PERMIT OR OTHER AUTHORIZATION REQUIRED TO DISTRIBUTE OR OTHERWISE TRANSFER
THE PRESCRIPTION MEDICATION.

C. A MEDICAL SPA SHALL STORE ALL PRESCRIPTION MEDICATIONS IN AN
AREA THAT IS DRY, WELL-LIT, WELL-VENTILATED AND MAINTAINED IN A CLEAN AND
ORDERLY CONDITION. THE STORAGE OF CONTROLLED SUBSTANCES AND PRESCRIPTION
MEDICATIONS THAT REQUIRE SPECIFIC STORAGE REQUIREMENTS, SUCH AS COLD CHAIN
STORAGE PRODUCTS, SHALL BE STORED IN ACCORDANCE WITH THOSE REQUIREMENTS.

D. PRESCRIPTION MEDICATIONS THAT ARE NOT CONTROLLED SUBSTANCES AND
HYPODERMIC NEEDLES AND SYRINGES SHALL BE MAINTAINED UNDER APPROPRIATE
SUPERVISION AND CONTROL AT ALL TIMES. THE MEDICAL SPA SHALL HAVE SECURITY
CONTROLS AND PROCEDURES TO DETER AND DETECT THE THEFT AND DIVERSION OF
PRESCRIPTION MEDICATIONS. THE SECURITY AND CONTROL OF PRESCRIPTION
MEDICATIONS IS THE RESPONSIBILITY OF BOTH THE RESPONSIBLE PERSON AND THE
MEDICAL SPA.
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32-1998.03. Responsible persons

EACH LICENSED MEDICAL SPA SHALL HAVE A DESIGNATED RESPONSIBLE
PERSON. THE BOARD MAY ALLOW A RESPONSIBLE PERSON TO BE THE RESPONSIBLE
PERSON AT MORE THAN ONE MEDICAL SPA LOCATION. THE RESPONSIBLE PERSON
SHALL BE PHYSICALLY PRESENT AT THE MEDICAL SPA LOCATION FOR A SUFFICIENT
AMOUNT OF TIME TO PERFORM THE RESPONSIBILITIES OF THE POSITION. THE
RESPONSIBLE PERSON SHALL ENSURE THAT THE MEDICAL SPA COMPLIES WITH THE
REQUIREMENTS OF THIS ARTICLE.

32-1998.04. Serious adverse events; reporting

A MEDICAL SPA SHALL NOTIFY THE BOARD WITHIN FIVE BUSINESS DAYS AFTER
THE OCCURRENCE OF A SERIOUS ADVERSE EVENT. THE NOTICE SHALL INCLUDE THE
DATE AND LOCATION OF THE SERIOUS ADVERSE EVENT, A SUMMARY OF THE DETAILS
AND NATURE OF THE SERIOUS ADVERSE EVENT AND A COPY OF THE MEDICAL RECORDS
OF THE PATIENT WHO WAS AFFECTED.

32-1998.05. Deceptive and unfair trade practices

A MEDICAL SPA ENGAGES IN DECEPTIVE TRADE PRACTICES, IN VIOLATION OF
TITLE 44, CHAPTER 10, ARTICLE 7, WHEN, IN THE COURSE OF BUSINESS, THE
MEDICAL SPA DOES ANY OF THE FOLLOWING:

1. REPRESENTS THAT A PRESCRIPTION MEDICATION IS OF A PARTICULAR
STANDARD, QUALITY OR GRADE, IF IT IS ANOTHER.

2. REPRESENTS THAT A PRESCRIPTION MEDICATION HAS SPONSORSHIP,
APPROVAL, CHARACTERISTICS, INGREDIENTS, USES, BENEFITS OR QUANTITIES THAT
IT DOES NOT HAVE.

3. REPRESENTS THAT A PRESCRIPTION MEDICATION PURPORTS TO BE, WORK
LIKE, RESEMBLE OR FUNCTION SIMILARLY TO ANOTHER DRUG APPROVED BY THE
UNITED STATES FOOD AND DRUG ADMINISTRATION.

4. REPRESENTS THAT A PRESCRIPTION MEDICATION IS APPROVED BY THE
UNITED STATES FOOD AND DRUG ADMINISTRATION IF THIS IS NOT TRUE.

32-1998.06. Investigations; discipline; enforcement of

article; rules

A. THE BOARD SHALL ENFORCE THIS ARTICLE, INCLUDING ENFORCING
ACTIONS TAKEN IF A LICENSE IS REQUIRED UNDER THIS ARTICLE BUT A PERSON HAS
FAILED TO OBTAIN A LICENSE. IF THE BOARD HAS OR RECEIVES INFORMATION THAT
ANY PROVISION OF THIS ARTICLE HAS BEEN VIOLATED, THE BOARD SHALL
INVESTIGATE AND TAKE SUCH ACTION AS THE BOARD CONSIDERS APPROPRIATE AND IS
AUTHORIZED UNDER THIS CHAPTER.

B. THE BOARD SHALL MAINTAIN A PUBLIC RECORD OF DISCIPLINARY ACTIONS
INVOLVING LICENSED MEDICAL SPAS, SUBJECT TO STATE CONFIDENTIALITY LAWS.

C. THE BOARD SHALL ADOPT ANY RULES NECESSARY TO IMPLEMENT THIS
ARTICLE THAT ARE NOT INCONSISTENT WITH THE REQUIREMENTS OF THIS ARTICLE.
THE BOARD SHALL USE THE AUTHORITY PRESCRIBED IN THIS CHAPTER TO ENFORCE
THE REQUIREMENTS OF THIS ARTICLE AND THE RULES ADOPTED PURSUANT TO THIS
ARTICLE.
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