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Proposed Regulations
Proposed Regulations

TITLE 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

BOARD OF MEDICINE

Title of Regulation:  18 VAC 85-50. Regulations Governing the Practice of Physician Assistants (adding 18 VAC 85-50-175 through 18 VAC 85-50-184).

Statutory Authority:  § 54.1-2400 of the Code of Virginia.
Public Hearing Date:  January 21, 2005 - 8:15 a.m.
Public comments may be submitted until 5 p.m. on January 28, 2005.

(See Calendar of Events section

for additional information)

Agency Contact:  William L. Harp, M.D., Executive Director, Department of Health Professions, 6603 West Broad Street, 5th Floor, Richmond, VA 23230-1712, telephone (804) 662-9908, FAX (804) 662-9943, or e-mail william.harp@dhp.virginia.gov.
Basis:  Section 54.1-2400 of the Code of Virginia provides the Board of Medicine the authority to promulgate regulations to administer the regulatory system.

In addition, §§ 54.1-2914, 54.1-2915, and 54.1-2916 of the Code of Virginia establish grounds by which the board may refuse to license or certify an applicant or take disciplinary action against a current license or certificate holder.  While regulations on standards of conduct do not duplicate standards set forth in law, they do supplement and interpret the statutory provisions.

Purpose:  The purpose of this regulatory action is to establish in regulation the standards by which practitioners of the healing arts must conduct their practice.  Section 54.1-2914 A 7 of the Code of Virginia defines one grounds for a finding of unprofessional conduct as "Conducts his practice in a manner contrary to the standard of ethics of his branch of the healing arts."  The board has used the code of ethics of the American Medical Association and other organizations as guidance but has not specifically adopted ethical standards in regulation.  Amended rules will provide standards relating to ethical behavior in the care and treatment of patients, maintenance and disclosure of records, and in the responsibility of a practitioner for delegation of services to subordinates under their supervision.  Throughout the substance of these rules, there are measures that will benefit patient health and safety.  For example, a patient’s health and safety may benefit from a requirement for the practitioner to communicate and involve the patient in his care, to fully inform the patient, and to maintain patient information with confidentiality.

While the vast majority of practitioners conduct their practices ethically, there are those who have not followed professional standards for communicating and informing patients, for maintaining accurate and legible records, for providing records in a timely manner, or for sexual contact with patients.  Others who seek to act professionally and ethically have been desirous of specific guidance from the board on matters such as the retention of records and informed consent.  With adoption of these rules, the board’s intent is to not only protect the health, welfare and safety of the public against inappropriate and unethical actions by its licensees but also to give regulatory guidance for practice in a professional manner.

Substance:  The substantive provisions of this regulatory action include the following standards for professional conduct:
18 VAC 85-50-175. Confidentiality.  The proposed regulation prohibits a practitioner from willfully or negligently breaching the confidentiality between a practitioner and a patient.  If a breach of confidence is required by applicable law or beyond the control of the practitioner, it is not considered negligent or willful.

18 VAC 85-50-176. Treating and prescribing for self or family.  This section specifies the conditions under which it would be ethical for a practitioner to prescribe for self or family, including adherence to the law that requires a bona fide practitioner-patient relationship and maintenance of a patient record. Practitioners can prescribe Schedule VI drugs but should not prescribe other scheduled drugs unless the prescribing occurs in an emergency situation or in isolated settings where there is no other qualified practitioner available to the patient, or it is for a single episode of an acute illness through one prescribed course of medication.

18 VAC 85-50-177. Patient records.  Proposed regulations set requirements for confidentiality and disclosure of patient records; maintenance of accurate, timely records; and providing patient records to another practitioner or the patient in accordance with provisions of law.
18 VAC 85-20-178. Practitioner-patient communication.  This section sets out the standards for ethical communication with patients to include provision of accurate information to patients in terms that are understandable and encourage participation.  It would be unethical for a practitioner to deliberately make a false or misleading statement regarding the practitioner’s skill or the efficacy or value of a medication, treatment, or procedure prescribed or directed by the practitioner in the treatment of any disease or condition.

Before any surgery or invasive procedure is performed, there is a requirement for informed consent in accordance with the policies of the health care entity and a requirement to inform patients of the risks, benefits, and alternatives.  Provisions allow for consent from a legally authorized representative in lieu of the patient under certain circumstances and for an exception to the requirement for consent prior to performance of an invasive procedure in an emergency situation when a delay in obtaining consent would likely result in imminent harm to the patient.  For the purposes of this provision, "invasive procedure" is defined.
18 VAC 85-50-179. Practitioner responsibility.  This section lists practitioner actions that are considered irresponsible and unethical, including knowingly allowing subordinates to jeopardize patient safety or provide patient care outside of the subordinate’s scope of practice or area of responsibility; engaging in an egregious pattern of disruptive behavior or interaction in a health care setting that interferes with patient care; or exploiting the practitioner/patient relationship for personal gain.

18 VAC 85-50-180. Vitamins, minerals and food supplements.  The regulation requires that recommendation or direction for such be based upon a reasonable expectation that use will result in a favorable patient outcome, including preventive practices, and that a greater benefit will be achieved than that which can be expected without such use.    The proposed rule would also prohibit a recommended dose that would be contraindicated based on the individual patient’s overall medical condition and medications.

18 VAC 85-50-181. Pharmacotherapy for weight loss.  There are new rules proposed for prescribing "controlled substances," Schedules III through VI used for the purpose of weight reduction or control in the treatment of obesity, which are identical to the current and amended rules for physicians.  The conditions that must be met include performance of an appropriate history and a review of laboratory work, as indicated, including testing for thyroid function.  The proposed rule requires an electrocardiogram to be performed and interpreted within 90 days of initial prescribing for treatment of obesity, if the drug could adversely affect cardiac function.
The proposal also requires that the patient be seen within the first 30 days following initiation of pharmacotherapy for weight loss and that the treating physician direct the follow-up care, including the intervals for patient visits and the continuation of or any subsequent changes in pharmacotherapy.  

18 VAC 85-50-182. Anabolic steroids.  The current prohibition in 18 VAC 85-20 for physicians on prescribing anabolic steroids, except for accepted therapeutic purposes, is included in regulations for physician assistants who also have prescriptive authority.
18 VAC 85-50-183. Sexual contact.  Proposed regulations define in subsection A what is meant by sexual contact for purposes of interpreting statutory prohibitions in §§ 54.1-2914 of the Code of Virginia.  Subsection B specifies the prohibition against sexual contact with a patient, and subsection C sets the rule concerning a former patient.
Subsections D and E set the conditions under which sexual contact between a practitioner and a key third party or between a medical supervisor and a medical trainee could constitute unprofessional conduct.

18 VAC 85-50-184. Refusal to provide information.  The proposed regulation is identical to current requirements for licensees regulated under 18 VAC 85-20; it makes it unprofessional conduct to refuse to provide information or records as requested or required by the board or one of its investigators in the enforcement of law and regulation.

Issues:  There are numerous advantages to the public associated with the proposed regulatory action.   By having standards of conduct more clearly stated in regulation, all consumers of services provided by licensees should benefit from specific rules on communication with patients, maintenance of accurate records, access to patient records, confidentiality, sexual contact and informed consent.

There are no disadvantages to the public of the proposed standards of conduct for licensees of the board.

The primary advantage to the agency comes from a more definitive set of standards of professional conduct for licensees.  For example, a standard for retention of patient records will be available to practitioners, who often call the board office for guidance on these issues.  Additionally, the board will be able to rely on a clearer standard to cite in a disciplinary case in which a practitioner may be guilty of unprofessional conduct.  In the past, the board has cited § 54.1-2914 A 7, which states that: "Any practitioner of the healing arts regulated by the board shall be considered guilty of unprofessional conduct if he…conducts his practice in a manner contrary to the standards of ethics of his branch of the healing arts."  Without fully setting out the standards in regulation, it could be argued that a licensee was expected to conduct himself and his practice according to a standard that had not been adopted by the regulatory board and was unknown to the licensee.  More explicit regulations on standards of professional conduct will provide guidance for certain situations and more specific grounds for disciplinary action if the standards are violated.
Department of Planning and Budget's Economic Impact Analysis:  The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 H of the Administrative Process Act and Executive Order Number 21 (02).  Section 2.2-4007 H requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property.  The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation.  The proposed regulations will establish professional ethical standards for treating and prescribing for self or family, patient records, confidentiality, communication with patients and termination of practitioner/patient relationship, practitioner responsibility, the use of vitamins, minerals, and food supplements, the use of pharmacotherapy for weight loss, the use of anabolic steroids, sexual contact, and providing information to the Board of Medicine upon request.

Estimated economic impact.  These regulations contain professional ethical standards for practice of physician assistants.  Recently, a disciplinary sanction imposed by the Board of Medicine (the board) on one of its regulants was overturned by the court of appeals based in part because the board did not have regulations addressing the standards of conduct related to the dispute.1  Prior to this lawsuit, the board has been using the code of ethics of the American Medical Association and of the other related professional organizations as guidance, but its regulations did not contain many of these ethical standards.  As a result of this court case, the board conducted an extensive review of professional ethics used by the American Medical Association and other related professional associations, reviewed the list of 42 grounds for disciplinary action recommended by the Federation of State Medical Boards, combed through the standards already addressed in the Code of Virginia or the regulations, and is proposing to establish ethical standards to cover ten areas.

In general, the proposed regulations will require that practitioners maintain and manage patient records according to the specific criteria to ensure patient confidentiality; that practitioners do not breach the practitioner/patient confidentiality; that practitioners do not prescribe drugs other than schedule VI drugs for self or family except under certain circumstances; that practitioners do not mislead or make deliberate false statements regarding the medications, treatment, diagnosis, and prognosis; that the practitioners present medical information in understandable language to patients; that practitioners inform patients of the risks, benefits, and alternatives before an invasive procedure;  that practitioners do not delegate tasks outside the scope of a subordinate’s area; that practitioners do not exploit the practitioner/patient relationship for personal gain; that the practitioners do not use vitamins, minerals, and food supplements unless a favorable outcome is expected; that practitioners do not prescribe certain drugs for weight loss; that practitioners do not prescribe anabolic steroids other than accepted therapeutic purposes; that practitioners do not have sexual contact  with patients or with supervisees, if that relationship would have an adverse affect on patient care; and that practitioners provide information to the Board of Medicine if requested.

The proposed changes will establish explicit standards the board is currently using as guidance.  Because this regulation will establish more clearly the scope of ethical standards, it will probably be more informative regarding what constitutes a breach of ethical standards and consequently what may be subject to a disciplinary action.  Most practitioners are probably already in compliance with most of the proposed standards and are not expected to be affected significantly by the proposed changes on average.  Even though there may be a small number of regulants who may have to change their practices to comply with the proposed rules, the significance and the types of potential economic effects are likely to be case specific.  Thus, the compliance costs may increase for some regulants by an unknown amount.  Also, the proposed changes may cause an increase in the number of complaints and fact-finding investigations.  As a rough estimate, the Department of Health expects approximately 0.2 additional informal hearings costing about $688 per year.2
Some benefits may come from more clearly delineated and stated ethical standards.  More informative standards could improve compliance and may provide a higher protection against ethical misconduct for consumers, practitioners, subordinates, and public in general.  Also, having ethics standards in regulations could serve as an insurance against similar potential lawsuits that occurred in the past and could improve the enforceability of disciplinary actions.

Businesses and entities affected.  The proposed regulations apply to approximately 1,052 physician assistants.

Localities particularly affected.  The proposed regulations apply throughout the Commonwealth. 

Projected impact on employment.  The impact of proposed regulations on employment depends on how significantly the current practitioners will have to change their business practices to comply with the proposed ethics standards.  Provided that most practitioners are already conducting their businesses in compliance with the proposed regulations, no significance effect on employment is expected.

Effects on the use and value of private property.  The proposed ethics standards should not have any significant effect on the value of physical real property.  Also, unless the proposed regulations introduce significant compliance costs on practitioners, no significant effect on the use and value of practitioner businesses is expected.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The Board of Medicine concurs with the analysis of the Department of Planning and Budget for the proposed regulation, 18 VAC 85-50, Regulations Governing the Practice of Physician Assistants relating to standards of professional conduct for licensees.

Summary:

The proposed amendments establish standards for professional conduct for physician assistants including prescribing for self or family; maintenance, retention and release of patient records; patient confidentiality; practitioner-patient communication and termination of that relationship; solicitation or remuneration for referrals; sexual contact; and practitioner responsibilities.

PART VI.

STANDARDS OF PROFESSIONAL CONDUCT.

18 VAC 85-50-175. Confidentiality.

A practitioner shall not willfully or negligently breach the confidentiality between a practitioner and a patient.  A breach of confidence that is required by applicable law or beyond the control of the practitioner shall not be considered negligent or willful.
18 VAC 85-50-176. Treating and prescribing for self or family.

A. Treating or prescribing shall be based on a bona fide practitioner-patient relationship, and prescribing shall meet the criteria set forth in § 54.1-3303 of the Code of Virginia.

B. A practitioner shall not prescribe a controlled substance to himself or a family member, other than Schedule VI as defined in § 54.1-3455 of the Code of Virginia, unless the prescribing occurs in an emergency situation or in isolated settings where there is no other qualified practitioner available to the patient, or it is for a single episode of an acute illness through one prescribed course of medication.

C. When treating or prescribing for self or family, the practitioner shall maintain a patient record documenting compliance with statutory criteria for a bona fide practitioner-patient relationship.

18 VAC 85-50-177. Patient records.

A. Practitioners shall comply with the provisions of § 32.1-127.1:03 of the Code of Virginia related to the confidentiality and disclosure of patient records.

B. Practitioners shall properly manage patient records and shall maintain timely, accurate, legible and complete records.

C. Practitioners shall provide patient records to another practitioner or to the patient or his authorized representative in a timely manner and in accordance with provisions of § 32.1-127.1:03 of the Code of Virginia.

18 VAC 85-50-178. Practitioner-patient communication.

A. Except as provided in § 32.1-127.1:03 F of the Code of Virginia, a practitioner shall accurately inform patients or their legally authorized representative of any medical diagnoses, prognosis and prescribed treatments or plans of care.  A practitioner shall not deliberately make a false or misleading statement regarding the practitioner’s skill or the efficacy or value of a medication, treatment, or procedure prescribed or directed by the practitioner in the treatment of any disease or condition.

B. Practitioners shall present information relating to the patient’s care to a patient or his legally authorized representative in understandable terms and encourage participation in the decisions regarding the patient’s care and shall refer to or consult with other health care professionals if so indicated.
C. Before surgery or any invasive procedure is performed, informed consent shall be obtained from the patient in accordance with the policies of the health care entity. Practitioners shall inform patients of the risks, benefits, and alternatives of the recommended surgery or invasive procedure that a reasonably prudent practitioner practicing in Virginia in the same or a similar specialty would tell a patient.

1. In the instance of a minor or a patient who is incapable of making an informed decision on his own behalf or is incapable of communicating such a decision due to a physical or mental disorder, the legally authorized person available to give consent shall be informed and the consent documented.

2. An exception to the requirement for consent prior to performance of surgery or an invasive procedure may be made in an emergency situation when a delay in obtaining consent would likely result in imminent harm to the patient.

3. For the purposes of this provision, "invasive procedure" means any diagnostic or therapeutic procedure performed on a patient that is not part of routine, general care and for which the usual practice within the health care entity is to document specific informed consent from the patient or surrogate decision maker prior to proceeding.

18 VAC 85-50-179. Practitioner responsibility.

A. A practitioner shall not:

1. Perform procedures or techniques that are outside the scope of his practice or for which he is not trained and individually competent;

2. Knowingly allow subordinates to jeopardize patient safety or provide patient care outside of the subordinate’s scope of practice or area of responsibility. Practitioners shall delegate patient care only to subordinates who are properly trained and supervised; 

3. Engage in an egregious pattern of disruptive behavior or interaction in a health care setting that interferes with patient care or could reasonably be expected to adversely impact the quality of care rendered to a patient; or

4. Exploit the practitioner/patient relationship for personal gain.
B. Advocating for patient safety or improvement in patient care within a health care entity shall not constitute disruptive behavior provided the practitioner does not engage in behavior prohibited in subdivision A 3 of this section.

18 VAC 85-50-180. Vitamins, minerals and food supplements.

A. The recommendation or direction for the use of vitamins, minerals or food supplements and the rationale for that recommendation shall be documented by the practitioner. The recommendation or direction shall be based upon a reasonable expectation that such use will result in a favorable patient outcome, including preventive practices, and that a greater benefit will be achieved than that which can be expected without such use.

B. Vitamins, minerals, or food supplements, or a combination of the three, shall not be sold, dispensed, recommended, prescribed, or suggested in doses that would be contraindicated based on the individual patient’s overall medical condition and medications.

C. The practitioner shall conform to the standards of his particular branch of the healing arts in the therapeutic application of vitamins, minerals or food supplement therapy.

18 VAC 85-50-181. Pharmacotherapy for weight loss.

A. A practitioner shall not prescribe amphetamine, Schedule II, for the purpose of weight reduction or control.

B. A practitioner shall not prescribe controlled substances, Schedules III through VI, for the purpose of weight reduction or control in the treatment of obesity, unless the following conditions are met:

1. An appropriate history and physical examination are performed and recorded at the time of initiation of pharmacotherapy for obesity by the prescribing physician, and the physician reviews the results of laboratory work, as indicated, including testing for thyroid function;

2. If the drug to be prescribed could adversely affect cardiac function, the physician shall review the results of an electrocardiogram performed and interpreted within 90 days of initial prescribing for treatment of obesity;

3. A diet and exercise program for weight loss is prescribed and recorded;

4. The patient is seen within the first 30 days following initiation of pharmacotherapy for weight loss, by the prescribing physician or a licensed practitioner with prescriptive authority working under the supervision of the prescribing physician, at which time a recording shall be made of blood pressure, pulse, and any other tests as may be necessary for monitoring potential adverse effects of drug therapy; and

5. The treating physician shall direct the follow-up care, including the intervals for patient visits and the continuation of or any subsequent changes in pharmacotherapy.  Continuation of prescribing for treatment of obesity shall occur only if the patient has continued progress toward achieving or maintaining a target weight and has no significant adverse effects from the prescribed program.

18 VAC 85-50-182. Anabolic steroids.

A physician assistant shall not prescribe or administer anabolic steroids to any patient for other than accepted therapeutic purposes.

18 VAC 85-50-183. Sexual contact.

A. For purposes of § 54.1-2914 A 7 and A 14 of the Code of Virginia and this section, sexual contact includes, but is not limited to, sexual behavior or verbal or physical behavior that:

1. May reasonably be interpreted as intended for the sexual arousal or gratification of the practitioner, the patient, or both; or

2. May reasonably be interpreted as romantic involvement with a patient regardless of whether such involvement occurs in the professional setting or outside of it.

B. Sexual contact with a patient.

1. The determination of when a person is a patient for purposes of § 54.1-2914 A 14 of the Code of Virginia is made on a case-by-case basis with consideration given to the nature, extent, and context of the professional relationship between the practitioner and the person. The fact that a person is not actively receiving treatment or professional services from a practitioner is not determinative of this issue. A person is presumed to remain a patient until the patient-practitioner relationship is terminated.

2. The consent to, initiation of, or participation in sexual behavior or involvement with a practitioner by a patient does not change the nature of the conduct nor negate the statutory prohibition.

C. Sexual contact between a practitioner and a former patient after termination of the practitioner-patient relationship may still constitute unprofessional conduct if the sexual contact is a result of the exploitation of trust, knowledge, or influence of emotions derived from the professional relationship.

D. Sexual contact between a practitioner and a key third party shall constitute unprofessional conduct if the sexual contact is a result of the exploitation of trust, knowledge or influence derived from the professional relationship or if the contact has had or is likely to have an adverse effect on patient care. For purposes of this section, key third party of a patient means spouse or partner, parent or child, guardian, or legal representative of the patient.

E. Sexual contact between a supervisor and a trainee shall constitute unprofessional conduct if the sexual contact is a result of the exploitation of trust, knowledge or influence derived from the professional relationship or if the contact has had or is likely to have an adverse effect on patient care.

18 VAC 85-50-184. Refusal to provide information.

A practitioner shall not willfully refuse to provide information or records as requested or required by the board or its representative pursuant to an investigation or to the enforcement of a statute or regulation.

NOTICE:  The forms used in administering 18 VAC 85-50, Regulations Governing the Practice of Physician Assistants, are not being published due to the number of forms; however, the name of each form is listed below.  The forms are available for public inspection at the Board of Medicine, 6603 W. Broad Street, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
FORMS

Instructions for Completing a Physician Assistant Licensure Application (rev. 7/01 2/04).

Application for a License to Practice Licensure as a Physician Assistant (rev. 3/03 7/03).

Form #B, Activity Questionnaire (rev. 3/03).

Form #C, Clearance from Other State Boards (rev. 3/03).

Form #L, Certificate of Physician Assistant Education (eff. 3/03 9/04).

Form #2, Physician Assistant Invasive Procedures Protocol (rev. 3/03).

Renewal Notice and Application, 0110 Physician Assistant (rev. 12/02).

Instructions for Subsequent Employment to Completing a Practice Application as a Physician Assistant (rev. 8/01 9/04).

Application for Employment to Practice as a Physician Assistant (rev. 3/03 6/04).

Request for Prescriptive Authority from the PA (rev. 1/03 4/04).

Alternate Supervisors Signature Form (rev. 3/03).

Form #1‑A, Addendum to Protocol of Physician Assistant Duties (rev. 3/03).

Application for Registration for Volunteer Practice (eff. 12/02).

Sponsor Certification for Volunteer Registration (eff. 1/03).

Physician Assistant Volunteer License Application (eff. 3/03).

VA.R. Doc. No. R03-263; Filed November 8, 2004, 12:39 p.m.

1 Court of Appeals of Virginia, Record No. 0016-02-2.


2 The number of cases and the costs are estimated based on the percentage of regulants affected by these regulations compared to the total number of regulants for which similar ethical standards are proposed, 10 additional cases expected for all professions, and expected cost of $3,000 per case.
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