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The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with Section 9-6.14:7.1.G of the Administrative Process Act and Executive Order Number 25 (98).  Section 9-6.14:7.1.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 Board of Pharmacy proposes to update the Regulations for Practitioners of the Healing Arts to Sell Controlled Substances to provide consistency with current law, current practices in pharmacy, and with the Board’s regulations for licensed pharmacists.  In addition, some provisions are amended to provide clarity in the interpretation and enforcement of the regulations and unnecessary requirements are eliminated.  Specific changes include the following:

· Consolidation of all fee requirements and addition of a $300 fee for reinstatement of a license that has been revoked or suspended indefinitely;

· Clarification that applicants must hold a current, active license to practice medicine, since the Board of Medicine is now authorized to issue inactive licenses;

· Clarification that an inspection is only required prior to issuance of the first license to any one location;

· Clarification that the selling and dispensing area may be located within the doctor’s personal office and that drugs maintained for administration or samples may be stored in the pharmacy provided they are clearly separate from the rest of the stock;

· Modification of the minimum equipment standards to allow electronic or hard copies of any dispensing information reference source (the current rules specify licensees must have  a hard copy of the United States Pharmacopeia Dispensing Information Reference Book);

· Updating labeling requirements and provisions regarding the disposal of Schedule II through VI controlled substances to conform with the general pharmacy regulations and current state and federal laws; and

· Addition of language allowing the maintenance of records in an automated data processing system.

Estimated Economic Impact

The proposed changes will not increase compliance costs for physicians licensed to sell drugs.  For some licensees, there may even be modest savings since the record-keeping requirements have been made less burdensome, a required reference volume has been eliminated, and the new rules allow for more flexibility in the utilization of space within the doctor’s office.

The proposed changes are not expected to change practitioner behavior or to have any safety implications for patients served by these licensees.  Therefore, the proposed changes can be expected to have a positive, even if small, economic impact.

Businesses and Entities Affected


There are currently 243 physicians licensed to dispense drugs in the Commonwealth.

Localities Particularly Affected

Given that many physicians who sell prescription drugs in their practice do so because those services are not readily available from pharmacies in the marketplace due to geographic isolation, any impact from these proposed changes might particularly affect rural areas of the Commonwealth.

Projected Impact on Employment


The proposed changes to this regulation are not expected to have any significant impact on employment in Virginia.

Effects on the Use and Value of Private Property

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

