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BOARD OF PHARMACY

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

Title of Regulation: 18 VAC 110-30. Regulations for Practitioners of the Healing Arts to Sell Controlled Substances (amending 18 VAC 110-30-15).

Statutory Authority: §§ 54.1-113 and 54.1-2400 of the Code of Virginia.
Public Hearing Date: August 19, 2002 - 9 a.m.

Public comments may be submitted until September 13, 2002.

(See Calendar of Events section

for additional information)

Agency Contact: Elaine J. Yeatts, Agency Regulatory Coordinator, Department of Health Professions, 6606 W. Broad Street, Richmond, VA 23230, telephone (804) 662-9918, FAX (804) 662-9114 or e-mail elaine.yeatts@dhp.state.va.us.
Basis: Section 54.1-2400 of the Code of Virginia establishes the general powers and duties of health regulatory boards including the responsibility to promulgate regulations and levy fees.

The specific statutory mandate for an increase in fees is found in § 54.1-113 of the Code of Virginia.

Purpose: Section 54.1-113 of the Code of Virginia requires that at the end of each biennium, an analysis of revenues and expenditures of each regulatory board shall be performed. It is necessary that each board have sufficient revenue to cover its expenditures. It is projected that by the close of the 2000-2002 biennium, the Board of Pharmacy will incur a deficit and that the board will continue to have a deficit through the next biennium. Since the fees from licensees will no longer generate sufficient funds to pay operating expenses for the board, a fee increase is essential.

The purpose of the proposed amendments is to establish fees sufficient to cover the administrative and disciplinary activities of the Board of Pharmacy. Without adequate funding, the licensing of practitioners and pharmacies by the board and the inspections required for opening or remodeling a pharmacy could be delayed. In addition, sufficient funding is essential to carry out the inspections, investigative and disciplinary activities of the board in order to protect the public health, safety and welfare.

Substance: The amendments comply with a statutory mandate for the board to provide sufficient funding to cover expenses related to licensing, inspections, investigations and disciplinary proceedings. Renewal fees for pharmacists and for physicians selling drugs will increase from $50 to $100 per year; renewal fees for pharmacies will increase from $200 to $300 per year. Most of the fees charged to applicants, licensed pharmacists and pharmacy facilities are being increased accordingly.

Issues:

1. The primary advantages and disadvantages to the public, such as individual private citizens or businesses, of implementing the new or amended provisions:

Fee increases proposed by the Board of Pharmacy should have no disadvantage to the consuming public. There is no projection of a reduction in the number of applicants for licensure or the number of licensed persons available to provide pharmaceutical services to the public. For example, an increase in the biennial renewal fee will result in an additional $50 per year for a pharmacist license and $100 per year for a pharmacy permit. It is not anticipated that the proposed fee increases will have any effect on prescription drug prices for consumers.

There would be considerable disadvantages to the public if the board took no action to address its deficit by increasing its fees to cover expenses. The only alternative currently available under the Code of Virginia would be a reduction in services and staff, which would result in delays in licensing applicants who would be unable to work and delays in approval or disapproval of candidates to sit for examinations. Since a pharmacist earns an average of $300 for an eight-hour day of work, even a one-day delay in RPH licensing could result in a loss of income greater than the increase in the application fee. Likewise, the cost of a delay in issuing a pharmacy permit would far exceed the additional application cost of $100. If an opening is delayed, the pharmacy would lose revenue from the sale of prescription and over-the-counter drugs but would still incur costs for leasing, personnel and promotional advertising.

Potentially, the most serious consequence would be a reduction in or reprioritization of inspections intended to detect diversion from or irregularities in the inventories of controlled substances and of investigation of complaints against pharmacists and pharmacy permit holders. In addition, there may be delays in adjudicating cases of substandard practice, resulting in potential danger to the patients in the Commonwealth.

Practitioners and facilities licensed by the Board of Pharmacy will experience increased renewal fees under the proposed regulations. While that is a disadvantage to the licensees, the alternative of reduced services for the board would be unacceptable to applicants, licensees and the general public. As a special-fund agency, renewal fees pay the vast majority of the expenses of board operations, which include inspections, investigation of complaints, adjudication of disciplinary cases, review and approval of applicants, verification of licensure and education to other jurisdictions and entities, and communications with licensees about current practice and regulation.

2. The primary advantages and disadvantages to the agency or the Commonwealth:

As is stated above, the consequence of not increasing fees of the Board of Pharmacy would be a reduction in services and staff, resulting in delays in licensing, reductions or delays in the cases investigated and brought through administrative proceedings to a hearing before the board and fewer inspections of pharmacies by the department. The board and the Department of Health Professions are solely funded by the fees charged to applicants and licensees. If higher fees are not adopted, the agency would have to cut its staff, both within the Board of Pharmacy and within other divisions of the Department of Health Professions since the agency is dependent on revenues from the board for approximately 7.3% of its costs.

3. Other pertinent matters of interest to the regulated community, government officials, and the public:

During the development of the NOIRA and proposed regulations, representatives of various pharmacy groups and the Virginia Pharmacist Association have been present; yet there was no comment from interested parties during the 30-day comment period on the NOIRA. While the regulated community will not welcome a significant increase in fees, the board believes that it will recognize that there has not been an increase in fees for 12 years, during which time the consumer price index has risen approximately 37.4%. For the past several years, expenditures of the board have exceeded revenue, but surpluses of previous years have delayed the need for a fee increase. By the conclusion of FY02, the carry-over income will be exhausted and the board will experience a deficit that will carry over to FY03 and beyond.

Other government entities and officials could be affected by any potential staff reductions at the board because the executive director and pharmacy inspectors currently participate as members of numerous committees and task forces. Any reduction in staff resulting from insufficient funding would mean a reduction in the board’s ability to provide expertise in these types of operations and exercises.

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 G of the Administrative Process Act and Executive Order Number 25 (98). Section 2.2-4007 G 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 regulation increases various fees paid to the Board of Pharmacy by pharmacists, pharmacies, and physicians licensed to sell controlled substances. The purpose of these fee increases is to bring the board into compliance with the board’s interpretation of § 54.1-113 of the Code of Virginia. Section 54.1-113 requires all regulatory boards under the Department of Health Professions to revise their fee schedules if, after the close of any biennium, there is more than a 10 percent difference between revenues and expenditures. The proposed fee changes are as follows:

Pharmacists.

1. Application for licensure as a pharmacist will increase from $50 to $200 but will now include a wall certificate and up to 15 months of licensure prior to the first renewal;

2. Annual renewal of an active license will increase from $50 to $100; annual renewal of an inactive license will increase from $35 to $50;

3. The penalty for late renewal of a license is raised from $25 to $35;

4. The delinquent fee associated with reinstatement of a lapsed license (a license not renewed within 60 days following expiration) will increase from $50 to $70;

5. Reinstatement of a suspended or revoked license will increase from $300 to $500;

Other licenses, permits, or facility registrations.

1. The fee for application, change of ownership, or annual renewal of a permit for a pharmacy, a nonresident pharmacy, a permitted physician, a nonrestricted manufacturer, a wholesale distributor, a nonresident wholesale distributor, or a warehouser, will increase from $200 to $300;

2. The fee for application, change of ownership, or annual renewal of a permit for a restricted manufacturer or a medical equipment supplier will increase from $150 to $200;

3. The fee for a human society will increase from $10 to $20 per year;

4. The application fee required to change the pharmacist-in-charge will increase from $25 to $50;

5. The application fee for a change in location or a remodeling which requires an inspection will increase from $150 to $200;

6. The penalty for late renewal of a permit or license is raised from $25 to $100 for a resident or nonresident pharmacy, a permitted physician, a nonrestricted manufacturer, a resident or nonresident wholesale distributor, or a warehouser;

7. The penalty for late renewal of a permit or license is raised from $25 to $65 for a restricted manufacturer or a medical equipment supplier; and

8. The delinquent fee associated with reinstatement of a lapsed permit or license (a permit or license not renewed within 60 days following expiration) will increase from $50 to $150.

Controlled substances registration.

1. Application and annual renewal of a controlled substance registration will increase from $20 to $100;

2. The penalty for late renewal of a registration is raised from $10 to $35;

3. The delinquent fee associated with reinstatement of a lapsed controlled substances registration (a registration not renewed within 60 days following expiration) will increase from $25 to $35.

Physicians licensed to sell controlled substances.

1. Reinstatement of a suspended or revoked license will increase from $300 to $500;

2. Annual renewal of an active license will increase from $50 to $100; annual renewal of an inactive license will increase from $35 to $50;

3. The penalty for late renewal of a license is raised from $25 to $35; and

4. The delinquent fee associated with reinstatement of a lapsed license (a license not renewed within 60 days following expiration) will increase from $50 to $70.

Miscellaneous fees.

The returned check charge will increase from $15 to $25.

Estimated economic impact. For the past several years, expenditures of the Board of Pharmacy have exceeded revenue, but surpluses of previous years have delayed the need for a fee increase. By the conclusion of FY02, the carry-over income will be exhausted and, under the current fee structure, the Board of Pharmacy projects a deficit of $1,618,616 for the 2002-2004 biennium. There has not been a fee increase for licensees under the Board of Pharmacy for 12 years. The level of the proposed fee increases is based on revenue and expenditure projections prepared by DHP for the Board of Pharmacy. The proposed amounts were selected such that projected revenues would be sufficient to cover projected expenditures but would not result in anything more than a modest surplus.

The effect of the new fee schedule will be an increase in application and licensure costs for all for pharmacies and pharmacists licensed in Virginia. Specifically, application and renewal fees paid by licensed pharmacists will increase by approximately $432,000 per year. According to DHP, the proposed fee increases are necessary to prevent a delay in the performance of or the elimination of investigations and disciplinary proceedings, application processing, and license renewals, a delay that could negatively affect public health and safety and reduce the supply of pharmaceutical services in Virginia.

Although the total increase in compliance costs is substantial, from an individual perspective, these fees represent a very small portion of the total cost of entry into the pharmaceutical profession (e.g., the total cost of entry includes all education and training expenses). The proposed fee changes, therefore, are unlikely to have a significant effect on the decision of individuals to enter or exit this profession. For this reason, the proposed regulatory changes should have no economic consequences beyond the anticipated increase in licensing costs.

Businesses and entities affected. There are currently approximately 9,000 pharmacists, pharmacy interns, and physicians selling controlled substances in their practice licensed by the Board of Pharmacy in Virginia. There are approximately 2,000 pharmacies licensed in Virginia.

Localities particularly affected. The proposed fee changes will not affect any particular localities since they apply statewide.

Projected impact on employment. Since the application and licensure renewal fees represent a very small portion of the total cost of entry into the pharmaceutical profession, no significant impact on employment in Virginia is expected.

Effects on the use and value of private property. The proposed fee changes are not expected to have any significant effects on the use and value of private property in Virginia.

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 the fee increases on 18 VAC 110-20 and 18 VAC 110-30.

Summary:

The proposed amendments increase fees for the resultants of the Board of Pharmacy, including pharmacists, pharmacies, physicians permitted to dispense drugs, manufacturers, and wholesalers, etc. For example, an annual renewal fee for a pharmacist or for a physician dispensing drugs would be increased from $50 to $100 and for a pharmacy from $200 to $300. Other fees are increased correspondingly. As required by law, the proposed fee increases are necessary to provide sufficient funding for the licensing, inspection, and disciplinary functions of the board.

18 VAC 110‑20‑20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Fee for initial pharmacist licensure.

1. The application fee for a pharmacist license shall be $50 $200.

2. The fees for taking all required examinations shall be paid directly to the examination service as specified by the board.

3. The application fee for a person whose license has been revoked or suspended indefinitely shall be $300 $500.

C. Renewal of pharmacist license.

1. The annual fee for renewal of a an active pharmacist license shall be $50 $100.

2. The annual fee for renewal of an inactive pharmacist license shall be $35 $50.

3. If a pharmacist fails to renew his license within the Commonwealth by the renewal date, he must pay the back renewal fee and a $25 $35 late fee within 60 days of expiration.

4. Failure to renew a pharmacist license within 60 days following expiration shall cause the license to lapse and shall require the submission of a reinstatement application, payment of all unpaid renewal fees, and a delinquent fee of $50 $70.

D. Other licenses or, permits or facility registrations.

1. The following fees shall be required upon submission of a new facility application, change of ownership of an existing facility, or annual renewal:

a. Pharmacy permit
$200 $300

b. Permitted physician to dispense drugs
$200 $300
c. Nonrestricted manufacturing permit
$200 $300
d. Restricted manufacturing permit
$150 $200
e. Wholesale distributor license
$200 $300
f. Warehouser permit
$200 $300
g. Medical equipment supplier permit
$150 $200
h. Licensed humane society permit
$10 $20

i. Nonresident pharmacy
$300

j. Nonresident wholesale distributor
$300
2. The following fees shall be required for facility changes:

a. Application for a change of the pharmacist‑in‑charge
$25 $50
b. Application for a change of location or a remodeling which requires an inspection
$100 $150
3. The following fees shall be required for late renewals or reinstatement.

a. If a licensee facility fails to renew a required license or, permit or registration prior to the expiration date, a $25 late fee shall be assessed. as follows:

(1) For a resident or nonresident pharmacy, permitted physician, nonrestricted manufacturer, resident or nonresident wholesale distributor, or warehouser, the late fee shall be $100.

(2) For a restricted manufacturer or medical equipment supplier, the late fee shall be $65.

b. If a required license or, permit or facility registration is not renewed within 60 days after its expiration, the license or permit shall lapse, and continued practice or operation of business with a lapsed license or permit shall be illegal. Thereafter, reinstatement shall be at the discretion of the board upon submission of an application accompanied by all unpaid renewal fees and a delinquent fee of $50 $150.

E. Controlled substances registration.

1. The application and annual fee for a controlled substances registration as required by § 54.1‑3422 of the Code of Virginia shall be $20 $100.

2. If a registration is not renewed within 60 days of the expiration date, the back renewal fee and a $10 $35 late fee shall be paid prior to renewal.

3. If a controlled substance registration has been allowed to lapse for more than 60 days, all back renewal fees and a $25 $35 delinquent fee must be paid before a current registration will be issued. Engaging in activities requiring a controlled substance registration without holding a current registration is illegal and may subject the registrant to disciplinary action by the board. Reinstatement of a lapsed registration is at the discretion of the board and may be granted by the executive director of the board upon completion of an application and payment of all fees.

F. Other fees.

1. A request for a duplicate wall certificate shall be accompanied by a fee of $25.

2. The fee for a returned check shall be $15 $25.

3. The fee for board approval of an individual CE program is $100.

4. The fee for board approval of a robotic pharmacy system shall be $150.

5. The fee for a board‑required inspection of a robotic pharmacy system shall be $150.

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, 6606 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. 12/98 6/02).

Application to Reactivate Pharmacist License (rev. 12/98 6/02).

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. 11/98 6/02).

Application for a Pharmacy Permit (rev. 4/00 6/02).

Application for a Nonresident Pharmacy Registration (rev. 12/98 6/02).

Application for a Permit as a Medical Equipment Supplier (rev. 3/99 6/02).

Application for a Permit as a Restricted Manufacturer (rev. 3/99 6/02).

Application for a Permit as a Nonrestricted Manufacturer (rev. 3/99 6/02).

Application for a Permit as a Warehouser (rev. 3/99 6/02).

Application for a License as a Wholesale Distributor (rev. 4/00 6/02).

Application for a Nonresident Wholesale Distributor Registration (rev. 3/99 6/02).

Application for a Controlled Substances Registration Certificate (rev. 1/99 6/02).

Application for Controlled Substances Registration Certificate for Optometrists (eff. 12/98).

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. 3/99 6/02).

Application for a Permit as a Humane Society (rev. 3/99 6/02).

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).

18 VAC 110‑30‑15. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Fee for initial license for a practitioner of the healing arts to sell controlled substances.

1. The application fee for initial licensure shall be $200.

2. The application fee for reinstatement of a license that has been revoked or suspended indefinitely shall be $300 $500.

C. Renewal of license for a practitioner of the healing arts to sell controlled substances.

1. The annual fee for renewal of a an active license shall be $50 $100.

2. The annual fee for renewal of an inactive license shall be $35 $50.

3. The late fee for renewal of a license within 60 days after the expiration date is $25 $35 in addition to the annual renewal fee.

4. The delinquent fee for reinstatement of a lapsed license is $50 $70 in addition to all unpaid renewal fees.
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