BOARD OF PHARMACY 
Permits for physician selling drugs facilities 
Emergency Regulations Effective:  12/7/15 to 6/6/17
18VAC110-30-15. 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 Initial application fees.
1. The application fee for initial licensure shall be $240. License for practitioner of the healing arts to sell controlled substance                     $180
2. The application fee for reinstatement of a license that has been revoked or suspended indefinitely shall be $500. Permit for facility in which practitioners of the healing arts sell controlled substance           $240
C. Renewal of license for a practitioner of the healing arts to sell controlled substances Annual renewal fees.
1. The annual fee for renewal of an active license shall be $90.  For the annual renewal due on or before December 31, 2009, the fee shall be $50. License for practitioner of the healing arts to sell controlled substance               $90
2. The late fee for renewal of a license within one year after the expiration date is $30 in addition to the annual renewal fee. Permit for facility in which practitioners of the healing arts sell controlled substance           $240
3. The fee for reinstatement of a license expired for more than one year shall be $210. 
D. Late fees.
The following late fees shall be paid in addition to the current renewal fee to renew an expired license within one year of the expiration date.
1. License for practitioner of the healing arts to sell controlled substance                           $30
2. Permit for facility in which practitioners of the healing arts sell controlled substance   $40
E. Reinstatement fees.
Any person or entity attempting to renew a license or permit more than one year after the expiration date shall submit an application for reinstatement with any required fees.
1. License for practitioner of the healing arts to sell controlled substances                                            $150
2. Permit for facility in which practitioner of the healing arts to sell controlled substances                      $240
3. Application fee for reinstatement of a license or permit that has been revoked or suspended indefinitely            $500
F. Facilities in which only one practitioner of the healing arts is licensed by the board to sell controlled substances shall be exempt from fees associated with obtaining and renewing a facility permit.            
D.G. The fee for reinspection of any facility shall be $150. 
E.H.  The fee for a returned check shall be $35. 
Part II 
Licensure Requirements 
18VAC110-30-20. Application for licensure. 
A. Prior to engaging in the sale of controlled substances, a practitioner shall make application on a form provided by the board and be issued a license. After June 4, 2016, the practitioner shall engage in such sale from a location that has been issued a facility permit.
B. In order to be eligible for a license to sell controlled substances, a practitioner shall possess a current, active license to practice medicine, osteopathic medicine, or podiatry issued by the Virginia Board of Medicine. Any disciplinary action taken by the Board of Medicine against the practitioner's license to practice shall constitute grounds for the board to deny, restrict, or place terms on the license to sell. 
C. For good cause shown, the board may issue a limited-use license, when the scope, degree or type of services provided to the patient is of a limited nature. The license to be issued shall be based on conditions of use requested by the applicant or imposed by the board in cases where certain requirements of regulations may be waived. The following conditions shall apply: 
1. A policy and procedure manual detailing the type and volume of controlled substances to be sold and safeguards against diversion must accompany the application. The application shall list the regulatory requirements for which a waiver is requested and a brief explanation as to why each requirement should not apply to that practice; and 
2. The issuance and continuation of such license shall be subject to continuing compliance with the conditions set forth by the board. 
18VAC110-30-21. Application for facility permit.
A. After June 4, 2016, any location at which practitioners of the healing arts sell controlled substances shall have a permit issued by the board in accordance with § 54.1-3304.1 of the Code of Virginia.  A licensed practitioner shall make application for the facility permit on a form provided by the board. 
B. For good cause shown, the board may issue a limited-use facility permit, when the scope, degree or type of services provided to the patient is of a limited nature.  The permit to be issued shall be based on conditions of use requested by the applicant or imposed by the board in case where certain requirements of the regulations may be waived. 
1. The limited-use facility permit application shall list the regulatory requirements for which a waiver is requested, if any, and a brief explanation as to why each requirement should not apply to that practice.
2. A policy and procedure manual detailing the type and volume of controlled substances to be sold and safeguards against diversion shall accompany the application. 
3. The issuance and continuation of such license shall be subject to continuing compliance with the conditions set forth by the board.
C. The executive director may grant a waiver of the security system when storing and selling multiple strengths and formulations of no more than five different topical Schedule VI drugs intended for cosmetic use.
18VAC110-30-30. Renewal of license or permit. 
A. A license or facility permit so issued shall be valid until December 31 of the year of issue. Renewal of the license shall be made on or before December 31 of each year. 
B. If a practitioner fails to renew his license or facility permit to sell within the Commonwealth by the renewal date, he must pay the renewal fee plus the late fee. He may renew his license or facility permit by payment of these fees for one year from the date of expiration. 
C. Failure to renew the license or facility permit to sell within one year following expiration shall cause the license or permit to lapse. The selling of controlled substances with a lapsed license or permit shall be illegal and may subject the practitioner to disciplinary action by the board. To reinstate a lapsed license or permit, a practitioner shall submit an application for reinstatement and pay the reinstatement fee, plus the reinspection fee if a reinspection is required as set forth in subsection D of this section. Reinstatement is at the discretion of the board and may be granted by the executive director on the board's behalf provided no grounds exist to deny said reinstatement. 
D. Prior to reinstatement of a license or facility permit that has been lapsed for more than one year, a reinspection of the storage and selling area shall be conducted unless another practitioner at the same location has held an active license to sell controlled substances during that period. A practitioner seeking reinstatement of a facility permit shall not stock drugs until approved by the board or its authorized agent. 
E. The selling of controlled substances without a current, active license or facility permit is unlawful and shall constitute grounds for disciplinary action by the board. 
18VAC110-30-50. Licensees ceasing to sell controlled substances; inventory required prior to disposal. 
A. Any licensee who intends to cease selling controlled substances shall notify the board 10 days prior to cessation and surrender his license, and his license will be placed on expired status. If no other practitioner of the healing arts licensed to sell controlled substances intends to sell controlled substances from the same location, the practitioner shall also surrender the facility permit, and the permit will be placed on expired status.
B. Any Schedule II through V controlled substances shall be inventoried and may be disposed of by transferring the controlled substance stock to another licensee or other person authorized by law to possess such drugs or by destruction as set forth in this chapter. 
C. The licensee or other responsible person shall inform the board of the name and address of the licensee to whom the controlled substances are transferred. 
D. A licensee who has surrendered his license or facility permit pursuant to this section may request that it be made current again at any time within the same renewal year without having to pay an additional fee, provided the licensee is selling from the same location or from another location that has been inspected and approved by the board. 
Part III 
Inspection Requirements, Standards, and Security for Storage Areas; Disposal of Controlled Substances 
18VAC110-30-70. Maintenance of a common stock of controlled substances Practitioner in charge in a permitted facility. 
Any two or more licensees who elect to maintain a common stock of A facility with a permit for practitioners of the healing arts to sell controlled substances for dispensing shall: 
1. Designate a licensee practitioner with a license to sell controlled substances who shall be the primary person responsible for the stock, the required inventory, the records of receipt and destruction, safeguards against diversion and compliance with this chapter; 
2. Report to the board the name of the licensee and the location of the controlled substance stock on a form provided by the board; 
3. Upon a change in the licensee so designated, an inventory of all Schedule II through V controlled substances shall be conducted in the manner set forth in § 54.1-3404 of the Drug Control Act of the Code of Virginia and such change shall immediately be reported to the board; and 
4. Nothing shall relieve the other individual licensees who sell controlled substances at the location of the responsibility for the requirements set forth in this chapter. 
18VAC110-30-80. Inspection and notice required. 
A. The area designated for the storage and selling of controlled substances shall be inspected by an agent of the board prior to the issuance of the first license to sell controlled substances from that site. Inspection prior to issuance of subsequent licenses at the same location shall be conducted at the discretion of the board. 
B. Applications for licenses facility permits which indicate a requested inspection date, or requests which are received after the application is filed, shall be honored provided a 14-day notice to the board is allowed prior to the requested inspection date. 
C. Requested inspection dates which do not allow a 14-day notice to the board may be adjusted by the board to provide 14 days for the scheduling of the inspection. 
D. At the time of the inspection, the controlled substance selling and storage area shall comply with 18VAC110-30-90, 18VAC110-30-100, 18VAC110-30-110, 18VAC110-30-120 and 18VAC110-30-130. 
E. If an applicant substantially fails to meet the requirements for issuance of a license facility permit and a reinspection is required, or if the applicant is not ready for the inspection on the established date and fails to notify the inspector or the board at least 24 hours prior to the inspection, the applicant shall pay a reinspection fee as specified in 18VAC110-30-15 prior to a reinspection being conducted. 
F. No license facility permit shall be issued to sell controlled substances until adequate safeguards against diversion have been provided for the controlled substance storage and selling area and approved by the the inspector or board staff. 
G. The licensee shall notify the board of any substantive changes to the approved selling and storage area including moving the location of the area, making structural changes to the area, or making changes to the alarm system for the area prior to the changes being made and pay a reinspection fee. An inspection shall be conducted prior to approval of the new or altered selling and storage area. 
18VAC110-30-90. Physical standards. 
Physical standards for the controlled substance selling and storage area: 
1. The building in which the controlled substances selling and storage area is located shall be constructed of permanent and secure materials. Trailers and other movable facilities shall not be permitted; 
2. There shall be an enclosed area of not less than 40 square feet that is designated as the controlled substances selling and storage area, which shall be used exclusively for storage, preparation, and dispensing. Records related to the sale of controlled substances may be maintained outside the selling and storage area with access limited to the licensee and those persons authorized to assist in the area. The work space used in preparation of the drugs shall be contained within the enclosed area. A controlled substance selling and storage area inspected and approved prior to November 3, 1993, shall not be required to meet the size requirement of this chapter; 
3. Controlled substances maintained for ultimate sale shall be maintained separately from any other controlled substances maintained for other purposes. Controlled substances maintained for other purposes such as administration or samples may be stored within the selling and storage area provided they are clearly separated from the stock maintained for sale; 
4. The selling and storage area, work counter space and equipment in the area shall be maintained in a clean and orderly manner; 
5. A sink with hot and cold running water shall be available within the immediate vicinity 20 feet of the selling and storage area and not located within an examination room or restroom; and 
6. The entire area described in this chapter shall be well lighted and ventilated; the proper storage temperature shall be maintained to meet official specifications for controlled substance storage. 
