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Chapter 15:	JOINT RULE REGARDING STANDARDS OF PRACTICE FOR INTRAVENOUS (IV) THERAPY BUSINESSES, MEDICAL SPAS AND MEDICAL AESTHETIC BUSINESSES 

SUMMARY: Chapter 15 clarifies standards of practice for providing health care services in intravenous (IV) therapy businesses, medical spas and medical aesthetic businesses.
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SECTION 1.	STATEMENT REGARDING IV THERAPY AND MEDICAL SPAS/AESTHETIC SERVICES

1. The Board is charged by the Legislature with implementing and enforcing laws for the protection of the public health and welfare, including by setting minimum standards of professional practice. The Board has the authority to adopt rules setting minimum standards.

2. Nationally, and here in Maine, there has been a proliferation of new health care business types – medical spas, intravenous (IV) therapy businesses and medical aesthetic businesses. 

3. Medical spas, sometimes referred to as med spas or medispas, offer an array of services from traditional aesthetic services (e.g., hairdressing, manicures) to health care services and procedures (e.g., neurotoxin treatment, dermal fillers, laser treatment, IV injections). This commingling of aesthetic and medical services can confuse licensees, employees and the public about what services require a licensed health care professional, and which do not. This rule is intended to delineate the minimum standards of practice for authorized licensees working in medical spas who authorize, oversee, or provide medical services to patients and to clarify which individuals may be authorized to provide which services. 

4. Generally, the intravenous (IV) therapy business model involves a walk-in (sometimes within medical spas) or mobile clinic that offers the public a “menu” of “cocktails” consisting of saline solution for administration intravenously (or parenterally) alone or in combination with additives (e.g. vitamins, minerals, amino acids, nutrients, or prescription drugs, including, e.g.  antiemetics, etc.). The IV or parenteral preparations are offered for choice by the client and purport to improve hydration, treat hangovers, assist in athletic recovery, prevent aging, etc. The public may be offered a “menu” of different types of IV treatments from which to choose. These scenarios pose a risk to the public because the diagnosis of a patient’s condition and subsequent recommendation to administer IV therapy constitutes the practice of medicine and/or advanced practice nursing and can be performed only by licensed physicians, physician associates, and advanced practice registered nurses. To be clear: IV fluids are medications with the potential to help or harm patients. Similar to medical spas, the general business model and setting of the IV therapy business can confuse the public about whether IV hydration is even a medical service and, if so, what the standards are to deliver it safely. This rule is intended to delineate the standards expected of authorized licensees in IV hydration businesses and to mitigate any confusion by the public who receive those services. 

5. Preparations that are administered intravenously, including saline, are almost universally required to be prepared in sterile conditions consistent with federal and state laws and regulations. Intravenous preparations are sometimes referred to as parenteral, meaning not administered via the alimentary or digestive system. Parenteral administration directly into a patient’s bloodstream creates significant risk to the patient if the administered preparation was not compounded under sterile conditions. Under federal laws and regulations there are only very limited circumstances, identified in United States Pharmacopeia standard <797>, where an appropriately licensed health care practitioner can prepare a solution for parenteral administration where they use less than sterile technique, and instead use “aseptic technique,” as defined in USP <797>, to combine an IV bag of saline with an additive, including a prescription drug, for administration to a patient in need and for immediate use, defined as within four hours. These federal limitations and conditions reduce the very serious risks to patients of administration of non-sterile preparations directly into the patient’s bloodstream. 

6. In addition, the menu option, where clients choose an option from the menu for a condition the patient perceives they have or need, may create serious risks to a patient if they have a medical condition that, within a normal licensee-patient relationship, would be known or discovered and would preclude the administration of the IV cocktail or saline.
7. Furthermore, some individuals within these settings may be performing procedures or administering IV preparations that are not within their scope of practice nor adhering to the proper standards of care. Thus, patients receiving health care services in these settings are at a higher risk for complications, including inadequate results (requiring additional procedures), infections, burns, and in extreme cases, death. IV treatments and medications need to be individualized for patients and prescribed in the same manner as they would be in an urgent care center, emergency department, practitioner’s medical office, or hospital.

8. Persons with no professional license are prohibited from performing any medical procedures. Authorizing the administration of parenteral and/or IV preparations, or administering parenteral and/or IV preparations, requires proper professional licensure or proper supervision by a legally authorized licensed professional. A course certificate of completion does not constitute a license. Performing any medical procedures, including authorizing or administering parenteral and/or IV preparations, without a license or proper supervision may subject an individual to fines and/or civil or criminal penalties.

9. Only physicians, physician associates, and advanced practice registered nurses with prescriptive authority can evaluate the patient, make a diagnosis, and prescribe a treatment. This authority cannot be delegated to any person without prescriptive authority, including a registered nurse.  Use of a simple questionnaire without an appropriate clinical assessment (i.e., a history and physical examination) does not meet the standard of care and places the patient at risk of misdiagnoses, mistreatment, and harm. A physician, physician associate, or advanced practice nurse may be an owner, a co-owner, investor, associate, or designated as the medical director of a medical spa, IV therapy or medical aesthetic business, however, any of those levels of participation is insufficient to establish a valid licensee-patient relationship that is required prior to the prescription and administration of drugs including IV therapies, aesthetic treatments and medications requiring prescriptions.

10. An authorized licensee must create a medical record of the patient examination, medical history, diagnoses, and treatment in any health care setting, including medical spas, IV therapy and medical aesthetic businesses. The medical record is essential for the licensee, the patient, and any subsequent health care practitioners who may evaluate and treat the patient.

11. Based upon the foregoing, the Board created this rule to provide clarity to both the public and licensees regarding the licensure, standard of care, and standards of practice for authorized licensees providing health care services in medical spas and IV therapy businesses.

SECTION 2.	DEFINITIONS

For the purposes of these rules, the following definitions apply.

1. “Authorized licensee” means a physician, physician associate, licensed practical nurse, registered professional nurse, or advanced practice registered nurse licensed or registered by the Board that oversees their practice area, which licensee may be authorized to provide healthcare services in a medical spa, IV therapy or medical aesthetic business because of their legally permitted scope of practice.

2. “Board” means the Board of Licensure in Medicine, the Board of Osteopathic Licensure and the State Board of Nursing.

3. “Compounding” means the preparation, mixing, assembling, packaging or labeling of a drug, drug-delivery device, or device in accordance with a physician’s, physician associate’s, or advanced practice registered nurse's prescription, medication order, or other legal authorization based on the practitioner/pharmacist/compounder relationship with the patient in the usual course of professional practice. 

4. “Health care services” means services of a medical nature that are required by law to be provided by a licensed or registered physician, physician associate, licensed practical nurse, registered professional nurse, or advanced practice registered nurse according to the applicable scope of practice and standard of care.

5. “Informed consent” means an educational process between a patient and a licensee involving the patient in shared decision making and during which process the licensee determines the patient’s ability to understand medical information, treatment alternatives, and decision about what, if any, treatment to accept. 

6. “Intravenous” means a method of administration of saline, or saline with additives, performed parenterally via injection into the patient’s bloodstream.

7. “Intravenous (IV) preparation” means a saline solution, with or without additives, including but not limited to prescription drugs, vitamins, nutrients, minerals and/or amino acids, that is administered to the client/patient via the patient’s bloodstream. 

8. “Intravenous (IV) therapy business” means a walk-in or mobile business that provides patients with IV fluids with or without additives, including but not limited to prescription drugs, vitamins, nutrients, minerals and/or amino acids.

9. “Licensee-patient relationship” means a legitimate and valid relationship established between a licensee and a patient according to this rule and the laws, rules, and standards of practice applicable to a licensee.

10. “Medical aesthetic business” means a business that provides patients with medical aesthetic services including but not limited to neurotoxin treatment, dermal fillers and laser treatments, and medical weight loss treatment.

11. “Medical spa” means an entity that offers or performs aesthetic procedures that (a) do not require sedation; (b) are directed at improving the person’s appearance; and (c) do not meaningfully promote the proper function of the body or prevent or treat illness or disease. These entities are sometimes referred to as med spas or medispas.

12. “Menu” means a list of IV preparations or treatments available to consumers at an IV therapy business, a medical spa, or a medical aesthetic business.

13. “Nursing assessment” means a pertinent assessment of a patient conducted by a registered professional nurse in accordance with the laws and rules of the State Board of Nursing and nursing standards of care for the purpose of the patient visit.

14. “Nurse compact state” means a state that has enacted the Nurse Licensure Compact as revised by the National Council of State Boards of Nursing.

15. “Parenteral” means a route of administration other than via the alimentary or digestive system, including intravenous (IV) administration into the patient’s bloodstream.

16. “Physical examination” means a pertinent physical examination of a patient conducted by a licensed physician, physician associate, or advanced practice registered nurse in accordance with the standards of care for the purpose of the patient visit. 

SECTION 3.	LICENSE REQUIRED, PRACTICE STANDARDS, AND SCOPE OF PRACTICE

1. A licensee who provides health care services in IV therapy businesses, medical spas, and medical aesthetic businesses shall utilize evidence-based national standards of practice, to the degree they are available, and the practice standards established by this rule to ensure patient safety and understanding, quality of care, and positive outcomes. 



2. MAINE LICENSE REQUIRED

A. Parenteral and IV preparations, including saline, shall be administered to a person or patient only following an appropriate examination and diagnosis by a licensed physician, physician associate, or advanced practice registered nurse pursuant to a legitimate and valid licensee-patient relationship.

B. A determination of whether to authorize and administer parenteral and IV preparations to a patient, and determination of what should be included in those parenteral or IV preparations, requires a physician, physician associate, or advanced practice registered nurse license, an appropriate licensee-patient relationship, as well as the appropriate supervision of the administration to the patient by a licensed physician, physician associate, or advanced practice registered nurse.

C. Physicians, physician associates and advanced practice registered nurses who examine, diagnose, consult with, treat, or authorize the administration of parenteral or IV preparations to any person or patient located in Maine shall hold an active Maine license or shall otherwise be legally authorized to provide medical or nursing services in Maine. 

D. Licensed practical nurses and registered professional nurses who provide nursing care services to a patient located in Maine shall hold an active Maine nursing license or an active multistate license in a nurse compact state.

3. STANDARDS OF CARE AND PROFESSIONAL ETHICS

A licensee providing health care services in a medical spa, intravenous (IV) therapy business, or medical aesthetic business shall be held to the same standards of care and professional ethics as a licensee providing health care services in traditional health care environments with patients. Failure to conform to the appropriate standards of care or professional ethics while providing health care services in a medical spa, IV therapy business, or medical aesthetic business will constitute a violation of this rule and may subject the licensee to potential discipline by the Board.

4. SCOPE OF PRACTICE

A. [bookmark: _Hlk195694741][bookmark: _Hlk181877182]Neither this rule nor providing health care services in a medical spa, IV therapy and/or medical aesthetic business expands the scope of practice of any licensee or changes the scope and process regarding delegation of health care services by licensees. A licensee must comply with applicable Board laws and rules related to the supervision, collaboration, direction, and delegation to other licensed or certified personnel and unlicensed health care personnel.

B. A licensee providing health care services in a medical spa, IV therapy business and/or medical aesthetic business shall ensure that the services provided are consistent with the licensee’s scope of practice, including the licensee’s education, training, experience, ability, licensure, registration and certification.

C. A licensee providing health care services in a medical spa, IV therapy business and/or medical aesthetic business must comply with all State and federal laws, rules and regulations, including but not limited to laws and rules related to compounding, as well as applicable standards of practice.

5. LEGITIMATE LICENSEE-PATIENT RELATIONSHIP

A. A licensee who provides health care services in a medical spa, IV therapy and/or medical aesthetic business shall establish a legitimate and valid Licensee-patient relationship with the person who receives health care services. The licensee-patient relationship begins when:

(1) The person with a health-related matter seeks assistance from the licensee;

(2) The licensee agrees to undertake examination, diagnosis, nursing assessment, consultation or treatment of the person; and

(3) The person agrees to receive health care services from the licensee.

6. MEDICAL HISTORY AND EXAMINATION

Generally, a physician, physician associate, and advanced practice registered nurse shall perform an in-person clinical interview and physical examination for each patient. However, the clinical interview and physical examination may not be in-person if the technology utilized in a telehealth encounter is sufficient to establish an informed diagnosis as though the clinical interview and physical examination had been performed in-person. For example, if a patient has signs of heart failure, listening to the heart and lungs with a stethoscope and looking for pitting edema in the lower extremities is critical, as such evidence would be a contraindication for additional fluids. Prior to providing treatment, including issuing prescriptions, electronically or otherwise, a licensee who uses telehealth in providing health care shall interview the patient to collect the relevant medical history and perform a pertinent physical examination as defined by the standard of care for the purpose of the visit, when clinically necessary, sufficient for the diagnosis and treatment of the patient. An internet questionnaire that is a static set of questions provided to the patient, to which the patient responds with a static set of answers, in contrast to an adaptive interactive and responsive online interview, does not constitute an acceptable clinical interview and physical examination for the provision of treatment, including issuance of prescriptions, electronically or otherwise, by the licensee.

7. NURSING ASSESSMENT

Generally, a registered professional nurse shall perform an in-person clinical interview and pertinent nursing assessment for each patient. However, the clinical interview and nursing assessment may not be in-person if the technology utilized in a telehealth encounter is sufficient to establish an informed nursing assessment as though the clinical interview and nursing assessment had been performed in-person. Prior to providing treatment, a licensee who uses telehealth in providing health care shall interview the patient to collect the relevant medical history and perform a pertinent nursing assessment as defined by the standard of care for the purpose of the visit, when clinically necessary, sufficient for the nursing assessment of the patient. An internet questionnaire that is a static set of questions provided to the patient, to which the patient responds with a static set of answers, in contrast to an adaptive interactive and responsive online interview, does not constitute an acceptable clinical interview and nursing assessment for the provision of treatment by the licensee.

8. UNLICENSED HEALTH CARE PERSONNEL

A. If an authorized licensee who provides health care services in a medical spa, IV therapy or medical aesthetic business relies upon or delegates the provision of health care services to unlicensed health care personnel, the authorized licensee shall:

(1) Verify that systems are in place to ensure that the unlicensed health care personnel are qualified, trained, and authorized to provide that service; and

(2) Ensure that the licensee is available in person or electronically to consult with the unlicensed health care personnel, particularly in the case of injury or an emergency.

B. Under no circumstances may a licensee delegate to unlicensed health care personnel the examination, nursing assessment, diagnosis, prescription, or administration of medications to patients in IV hydration businesses, medical spas or medical aesthetic businesses.

9. INFORMED CONSENT

A licensee who provides health care services in a medical spa, IV therapy business and/or medical aesthetic business shall ensure that the patient provides appropriate informed consent for the health care services provided and that such informed consent is timely documented in the patient’s medical record. 

10. PATIENT MEDICAL RECORDS

A licensee who provides health care services in a medical spa, IV therapy or medical aesthetic business shall ensure that complete, accurate and timely patient records are maintained and comply with the standards of care. The medical records must include, to the extent required by the standard of care, the following:

1. Patient history, to include all current medical issues and medications;
2. Physical examination results;
3. Nursing assessment;
4. Diagnosis;
5. Laboratory and other diagnostic test results;
6. The nature and purpose of recommended interventions; 
7. The burden, risks, and expected benefits of all options, including foregoing treatment;
8. Records of drugs (including intravenous fluids) prescribed, dispensed, and/or administered;
9. Patient’s decision; and
10. The need for follow-up care or emergency services.

11. STANDING ORDERS 

The use of standing orders in medical spas, IV therapy businesses and medical aesthetic businesses for an individualized assessment, diagnosis and treatment of patients is considered unprofessional conduct and may result in disciplinary action.

SECTION 4.	PRACTICE STANDARDS FOR COMPOUNDING MEDICATION AND OBTAINING COMPOUNDED PREPARATIONS

1. [bookmark: _Hlk181888358]Compounding of prescription drugs may only be undertaken by those who are authorized by law to compound drugs.
2. Compounding of prescription drugs, including mixing saline with one or more additives, must be performed consistent with all federal and state laws and regulations.
3. Licensees shall be responsible for knowing and complying with all state and federal laws and regulations, including those imposed under the United States Food Drug and Cosmetic Act related to obtaining, storing, and compounding prescription drugs, including IV saline with or without additives.
4. Licensees shall be responsible for knowing and complying with all state and federal laws and regulations related to obtaining, storing, and administering compounded prescription drugs, including IV saline solution with or without additives, prepared by someone else.
5. Licensees shall be responsible for knowing and complying with recipients’ responsibilities for using only authorized sterile compounding facilities and legally authorized distribution channels for prescription drugs under federal and state laws and regulations.
6. Administration of compounded prescription drugs, or IV saline with or without additives, must result from a valid physician, physician associate, or advanced practice registered nurse order in the usual course of professional practice and not from a patient-driven menu. 
7. When compounding is performed in a clinic or office setting where patients or clients are administered the compounded solutions, a licensed physician must perform the compounding, and must do so for valid and recognized reasons under federal and state laws and regulations, and not in response to a patient’s selection from a menu of available compounded preparations, including IV saline with or without additives or prescription drugs.
8. Federal law imposes significant legal and regulatory limitations on compounding practices, including United States Pharmacopeia standard USP <797>, governing sterile compounding, which applies to IV preparations. The U.S. Food and Drug Administration (FDA) recognizes and enforces USP <797>. For sterile compounding performed by a pharmacist in Maine, the Maine Board of Pharmacy has incorporated USP <797> by reference in its Board rules. 
9. USP <797> applies to all persons who prepare compounded sterile preparations (CSPs) and all places where CSPs are prepared for human and animal patients. This includes, but is not limited to, pharmacists, technicians, nurses, physicians, veterinarians, dentists, naturopaths, and chiropractors in all places including, but not limited to, hospitals and other health care institutions, medical and surgical patient treatment sites, infusion facilities, pharmacies, and physicians’ or veterinarians’ practice sites. 
10. USP <797> contains an “immediate use” exception that allows for the preparation of a drug product that usually must be prepared in sterile conditions to be prepared and immediately administered to a patient in emergent or urgent situations. In some cases, IV therapy businesses have been misinterpreting the concept of “immediate use” to justify their deviation from sterile preparation requirements. This is not consistent with federal law or how FDA interprets the “immediate use” provision. Walk-in, mobile or concierge IV therapy services do not fall under the USP <797> “immediate use” exception.

SECTION 5.	DRUG SHORTAGES

1. The FDA maintains a database of drug shortages and discontinuations. When any licensee who is authorized by law to prescribe drugs prescribes a drug that is in the FDA drug shortage database at the time of the prescription, the legally authorized prescriber must document in the patient’s medical record sufficient information to support the use of the drug for elective/nonmedical use during the shortage.

SECTION 6.	CONDUCT SUBJECT TO DISCIPLINE

1. Violation of this rule by a licensee constitutes unprofessional conduct and is grounds for discipline.

STATUTORY AUTHORITY:	
32 M.R.S. §§ 3269(3) and (7), 3270, 3270-A, and 3270-E (Board of Licensure in Medicine)
32 M.R.S. § 2562 (Board of Osteopathic Licensure)
32 M.R.S. § 2102(2-A), 2153-1(A), 2270 (State Board of Nursing)
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