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Proposed Regulations


BOARD OF PHARMACY

Title of Regulation: 18 VAC 110-20. Regulations Governing the Practice of Pharmacy (adding 18 VAC 110-20-75).

Statutory Authority: § 54.1-2400 of the Code of Virginia.
Public Hearing Date: February 10, 2003 - 9 a.m.
Public comments may be submitted until February 28, 2003.

(See Calendar of Events section

for additional information)

Agency Contact: Elaine J. Yeatts, Agency Regulatory Coordinator, Department of Health Professions, 6603 W. Broad Street, Richmond, VA 23230, telephone (804) 662-9918, FAX (804) 662-9114 or e-mail elaine.yeatts@dhp.state.va.us.
Basis: Regulations are promulgated under the general authority of Chapter 24 of Title 54.1 of the Code of Virginia. Section 54.1-2400 of the Code of Virginia provides the board the authority to promulgate regulations to administer the regulatory system.

The specific legal mandate to promulgate the regulation for the provision of voluntary health care services by out-of-state practitioners in clinics in underserved areas sponsored by nonprofit organizations is found in Chapter 740 of the 2002 Acts of Assembly.

Purpose: The purpose of the amended regulation is to ensure that out-of-state practitioners who are registered and authorized to provide treatment to patients have provided sufficient information to determine their eligibility and their standing with the licensing board of their state. While the treatment is being provided free of charge to underserved populations in the state, the board needs to carry out its statutory mandate to protect the public health, safety and welfare. Therefore, basic information on licensure must be verified by the board of the licensing state to ensure that a practitioner whose license has been previously suspended or revoked, who has been convicted of a felony or who is otherwise found to be in violation of applicable laws or regulations does not come into Virginia to practice, even on a voluntary basis.

Substance: Chapter 740 of the 2002 Acts of Assembly provides specific conditions under which a health care practitioner who is licensed in another state can provide free care in underserved areas of Virginia. Statutory requirements include that: (i) they do not regularly practice in Virginia; (ii) they hold a current valid license or certificate in another U.S. jurisdiction; (iii) they volunteer to provide free care; (iv) they file copies of their licenses or certificates in advance with the board; (v) they notify the board of the dates and location of services; and (vi) they acknowledge in writing that they will only provide services within the parameters stated in the application. The statute also provides specific requirements for the nonprofit organization sponsoring provision of health care and allows the board to charge a fee for each practitioner.

As also provided by the statute, the board has the right to deny practice to any person whose license or certificate has been previously revoked or suspended, who has been convicted of a felony, or who is otherwise found to be in violation of applicable laws or regulations. In order to protect the health, safety and welfare of the consuming public and to ensure that the care provided by out-of-state practitioners will be minimally competent, the board will use the information garnered from the application and verification from other states to determine whether the practitioner meets the criteria set forth in the law.

Issues: The primary advantages to the public of implementing the amended regulations are as follows: (i) additional practitioners may be available to staff voluntary clinics, especially in the southwestern part of the state with proximity to several other states; (ii) a requirement for licensure in another state to be verified will ensure that the practitioner holds a current, unrestricted license; and (iii) the requirement for a notarized statement from a representative of the nonprofit organization will ensure compliance with provisions of law for voluntary practice.

There are no disadvantages to the public as all amendments are intended to provide better access to qualified practitioners who are duly licensed in another state.

There are no advantages or disadvantages to the agency; the amended regulation does not impose a new responsibility on the board. Since the number of practitioners seeking registration is expected to remain very small, it does not involve additional cost or staff time.

Fiscal Impact: Projected cost to the state to implement and enforce:

Fund source: As a special fund agency, the board must generate sufficient revenue to cover its expenditures from nongeneral funds, specifically the renewal and application fees it charges to practitioners for necessary functions of regulation.

Budget activity by program or subprogram: There is no change required in the budget of the Commonwealth as a result of this program.

One-time versus ongoing expenditures: The agency will incur some one-time costs (less than $1,000) for mailings to the Public Participation Guidelines mailing lists, conducting a public hearing, and sending copies of final regulations to regulated entities. Every effort will be made to incorporate those into anticipated mailings and board meetings already scheduled.

Projected cost to localities: There are no projected costs to localities.

Description of entities that are likely to be affected by regulation: The entities that are likely to be affected by these regulations would be licensed pharmacists in other states.

Estimate of number of entities to be affected: There is no way to predict the number who may be affected, but, given the limited scope of the law, the number is expected to be very small. To day, no out-of-state pharmacists have been authorized to practice under the emergency regulations.

Projected costs to the affected entities: The cost for compliance is $10 to apply for authorization to practice at a specific location for a limited period of time.

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. Pursuant to a legislative mandate, the Board of Pharmacy (board) proposes to establish registration for voluntary pharmacist practice by out-of-state licensees.

Estimated economic impact. Chapter 740 of the 2002 Acts of Assembly mandates that the board promulgate regulations to permit individuals licensed as pharmacists in other states to volunteer their pharmacist services in Virginia without needing to obtain a Virginia license. The legislation sets very narrow criteria for who may qualify. Only individuals who are licensed in other states, but not in Virginia, and who volunteer "to provide free health care in an underserved area of the Commonwealth under the auspices of a publicly supported, nonprofit organization with no paid employees that sponsors the provision of health care to populations of underserved people throughout the world"1 may register to perform volunteer pharmacist work in the Commonwealth without a Virginia pharmacist license.

The board’s proposed regulatory language essentially reiterates the requirements listed in § 54.1-3301 of the Code of Virginia with details on how the applicant is to present their qualifications, as well as establishes a $10 processing fee for the Department of Health Professions’ administrative costs.

The requirement that not only must the volunteer not receive remuneration, but that the nonprofit organization have no paid employees is very restrictive. Many, if not most, charitable organizations would not meet this criterion. For example, the Red Cross has paid employees and an out-of-state pharmacist could not volunteer to provide pharmacist services through the Red Cross in Virginia under this provision. The requirement that the nonprofit organization sponsors the provision of health care to populations of underserved people throughout the world is vague and potentially extremely restrictive. It seems to exclude all noninternational organizations. Read literally, it also seems to exclude international organizations that do not provide health care to populations of underserved people in all areas of the world. The proposed regulatory language was adopted as emergency regulations on July 19, 2002. As of now, mid-November 2002, no one has applied to register for voluntary pharmacist practice in Virginia. Given how highly restrictive the qualification criteria are, it is unlikely that more than a very small number of individuals will apply for voluntary pharmacist practice registration in the future.

For the small population of individuals who could potentially meet the qualification criteria and wish to perform volunteer work in Virginia and are licensed in another state but not in Virginia, the registration for voluntary practice would be beneficial. Otherwise such individuals would need to obtain a Virginia license by endorsement, which has a $1802 fee (versus the $10 registration fee) plus would take considerably longer to obtain than the registration.3 When an out-of-state pharmacist applies for and qualifies for the registration and performs their volunteer work, citizens in Virginia will benefit by receiving pharmacist services that they may not have otherwise received. The Code of Virginia (§ 54.1-3301) stipulates that the voluntary services must be for an underserved population and thus will most likely not provide competition for existing services. Since registration for volunteer services is expected to happen very infrequently, the proposed regulatory amendment will have little effect.

Businesses and entities affected. The proposed amendments will likely affect very few Virginians. Given the highly restrictive nature of the registration qualifications, very few out-of-state pharmacists are expected to register and provide volunteer pharmacist services for underserved Virginians.

Localities particularly affected. The proposed regulations, if used at all, will mostly affect rural areas of the Commonwealth, particularly in southwestern Virginia.

Projected impact on employment. The proposed amendments will not significantly affect employment levels.

Effects on the use and value of private property. The proposed amendments will not have a large impact on the use and value of private property.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The Board of Pharmacy concurs with the analysis of the Department of Planning and Budget for amendments to 18 VAC 110-20, pursuant to statutory requirements for voluntary practice by out-of-state practitioners.

Summary:

The proposed amendments establish registration requirements for voluntary pharmacist practice by out-of-state licensees.

18 VAC 110-20-75. Registration for voluntary practice by out-of-state licensees.

Any pharmacist who seeks registration to practice on a voluntary basis pursuant to subdivision 12 of § 54.1-3301 of the Code of Virginia under the auspices of a publicly supported, all volunteer, nonprofit organization with no paid employees that sponsors the provision of health care to populations of underserved people throughout the world shall:

1. File a complete application for registration on a form provided by the board at least 15 days prior to engaging in such practice;

2. Provide a complete list of each state in which he has held a pharmacist license and a copy of any current license;

3. Provide the name of the nonprofit organization and the dates and location of the voluntary provision of services;

4. Pay a registration fee of $10; and 

5. Provide a notarized statement from a representative of the nonprofit organization attesting to its compliance with the provisions of subdivision 12 of § 54.1-3301 of the Code of Virginia.

NOTICE: The forms used in administering 18 VAC 110-20, Regulations Governing the Practice of Pharmacy, are not being published due to the large number; however, the name of each form is listed below. The forms are available for public inspection at the Board of Pharmacy, 6603 W. Broad Street, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
FORMS

Application for Registration as a Pharmacy Intern (rev. 12/98).

Affidavit of Practical Experience, Pharmacy Intern (rev. 12/98).

Application for Licensure as a Pharmacist by Examination (rev. 10/02).

Application to Reactivate Pharmacist License (rev. 10/02).

Application for Approval of a Continuing Education Program (rev. 3/99).

Application for Approval of ACPE Pharmacy School Course(s) for Continuing Education Credit (rev. 10/00).

Application for License to Dispense Drugs (permitted physician) (rev. 10/02).

Application for a Pharmacy Permit (rev. 10/02).

Application for a Nonresident Pharmacy Registration (rev. 10/02).

Application for a Permit as a Medical Equipment Supplier (rev. 10/02).

Application for a Permit as a Restricted Manufacturer (rev. 10/02).

Application for a Permit as a Nonrestricted Manufacturer (rev. 10/02).

Application for a Permit as a Warehouser (rev. 10/02).

Application for a License as a Wholesale Distributor (rev. 10/02).

Application for a Nonresident Wholesale Distributor Registration (rev. 10/02).

Application for a Controlled Substances Registration Certificate (rev. 10/02).

License Renewal Notice and Application for Pharmacists (rev. 11/00).

License Renewal Notice and Application for Facilities (rev. 11/00).

Application to Reinstate a Pharmacist License (rev. 10/02).

Application for a Permit as a Humane Society (rev. 10/02).

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College of Pharmacy (rev. 12/98).

Closing of a Pharmacy (rev. 3/99).

Application for Approval of a Robotic Pharmacy System (8/00).

Notice of Inspection Fee Due for Approval of Robotic Pharmacy System (8/00).

Application for Approval of an Innovative (Pilot) Program (eff. 1/01).

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

Sponsor Certification for Volunteer Registration (eff. 12/02).

VA.R. Doc. No. R02-291; Filed December 11, 2002, 11:36 a.m.

1 Source: Section 54.1-3301 of the Code of Virginia.


2 The license fee will be $180 starting on December 4, 2002. Until then, the fee will continue to be $50. Source: Department of Health Professions.


3 Source: Department of Health Professions.
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