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TITLE 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

BOARD OF PHARMACY

Title of Regulation: 18 VAC 110-20. Regulations Governing the Practice of Pharmacy (amending 18 VAC 110-20-10 through 18 VAC 110-20-40, 18 VAC 110-20-60, 18 VAC 110-20-70, 18 VAC 110-20-80, 18 VAC 110-20-90, 18 VAC 110-20-105, 18 VAC 110-20-110, 18 VAC 110-20-120 through 18 VAC 110-20-220, 18 VAC 110-20-240, 18 VAC 110-20-250, 18 VAC 110-20-280, 18 VAC 110-20-285, 18 VAC 110-20-330, 18 VAC 110-20-350, 18 VAC 110-20-355, 18 VAC 110-20-360, 18 VAC 110-20-410, 18 VAC 110-20-412, 18 VAC 110-20-415, 18 VAC 110-20-420, 18 VAC 110-20-440, 18 VAC 110-20-450, 18 VAC 110-20-460, 18 VAC 110-20-470, 18 VAC 110-20-490, 18 VAC 110-20-500, 18 VAC 110-20-510, 18 VAC 110-20-530, 18 VAC 110-20-540, 18 VAC 110-20-550, 18 VAC 110-20-555, 18 VAC 110-20-590, 18 VAC 110-20-680 through 18 VAC 110-20-710; adding 18 VAC 110-20-121; repealing 18 VAC 110-20-370, 18 VAC 110-20-380, 18 VAC 110-20-480).

Statutory Authority: §§ 54.1-103 and 54.1-2400 and Chapters 33 (§ 54.1-3300 et seq.) and 34 (§ 54.1-3400 et seq.) of Title 54.1 of the Code of Virginia.
Effective Date: August 25, 2004.

Agency Contact: Elaine J. Yeatts, Agency Regulatory Coordinator, Department of Health Professions, 6603 West Broad Street, Richmond, VA 23230-1712, telephone (804) 662-9918, FAX (804) 662-9114, or e-mail elaine.yeatts@dhp.state.va.us.

Summary:

The amendments (i) lengthen the period after pharmacist licensure renewal due dates by which a licensee may pay a late fee in lieu of reinstatement, (ii) change the required fees for licensure reinstatement, (iii) introduce the reinspection process and a reinspection fee for pharmacy permits, (iv) eliminate the requirement that applicants for examination file affidavits or certificates of experience with the board no less than 30 days prior to the date of the examination, (v) for those seeking reinstatement, cap the number of required continuing education hours at 60 hours, (vi) for those whose licenses have been suspended, lapsed or inactive for more than five years, require passage of the board-approved law examination and documentation of either active practice in another state or practical experience of at least 160 hours within the past six months as a pharmacy intern, (vii) eliminate the requirement that pharmacists maintain continuing education documentation at their principal place of practice, (viii) allow a pharmacist to serve as pharmacist-in-charge (PIC) at two pharmacies rather than just one, (ix) specify that a PIC who is absent from practice for more than 30 consecutive days is deemed to no longer be the PIC, (x) allow extensions to the 14-day deadline to obtain a replacement PIC, (xi) eliminate requirements that certain equipment and resources be kept if unnecessary for pharmacy’s practice, (xii) permit pharmacy technicians to enter the prescription department in the absence of a licensed pharmacist under certain conditions, (xiii) allow off-site storage of certain required records, (xiv) allow an electronic image of a prescription to be maintained in an electronic database in lieu of a hard copy file for Schedule VI prescriptions, (xv) allow an electronic image of a prescription to be maintained in an electronic database in lieu of a hard copy file for Schedule II through V prescriptions if permitted by federal law, (xvi) allow prescriptions to be faxed from a long-term care facility or a hospice, (xvii) eliminate certain pharmaceutical labeling requirements for drugs dispensed to patients of a hospital or long-term care facility where all drugs are administered by persons licensed to administer, (xviii) eliminate the requirement that a signed release be obtained when nonspecial (nonchild resistance) packaging is requested, (xix) allow transfer between two pharmacies of a prescription whether it has been filled or not, (xx) when authorized by the PIC, permit nurses other than the supervisory nurse to have access to the pharmacy in the absence of the pharmacist in order to obtain emergency medication, (xxi) allow receipts of floor stock drugs and the records that are used to document administration of Schedule II through V drugs to be maintained by the hospital pharmacy in offsite storage, (xxii) permit audits of the distribution and administration of drugs from automated dispensers to cover a sample of records, rather than all records, (xxiii) expand the permitted use of automated dispensing devices in nursing homes, (xxiv) permit certain cost-saving measures by correctional institutions, and (xxv) allow medical equipment suppliers to keep original orders on file at a centralized office.

Changes since the proposed stage (i) eliminate "blood" from the list of Schedule VI controlled substances, since it is not a controlled substance, and clarify that the PIC responsibility extends to blood components and derivatives that are prescription drugs; (ii) eliminate the proposal to allow "attending physicians" to use the ID number assigned by the DEA to the hospital since it would make tracking the prescription more difficult, and all physicians who prescribe must have their own DEA number; and (iii) clarify terminology in several sections.

Summary of Public Comment and Agency Response: A summary of comments made by the public and the agency's response may be obtained from the promulgating agency or viewed at the office of the Registrar of Regulations.

REGISTRAR’S NOTICE: The proposed regulation was adopted as published in 20:8 VA.R. 762-796 December 29, 2003, with the changes identified below. Pursuant to § 2.2-4031 A of the Code of Virginia, the adopted regulation is not published at length; however, the sections that have changed since publication of the proposed are set out.

18 VAC 110-20-10. Definitions. 

In addition to words and terms defined in §§ 54.1-3300 and 54.1-3401 of the Code of Virginia, the following words and terms when used in this chapter shall have the following meanings, unless the context clearly indicates otherwise: 

"ACPE" means the [ American Council on Pharmaceutical Education Accreditation Council for Pharmacy Education ]. 

"Acquisition" of an existing entity permitted, registered or licensed by the board means (i) the purchase or transfer of all or substantially all of the assets of the entity or of any corporation that owns or controls the entity; (ii) the creation of a partnership by a sole proprietor or change in partnership composition; (iii) the acquiring of 50% or more of the outstanding shares of voting stock of a corporation owning the entity or of the parent corporation of a wholly owned subsidiary owning the entity, except that this shall not apply to any corporation the voting stock of which is actively traded on any securities exchange or in any over-the-counter market; or (iv) the merger of a corporation owning the entity, or of the parent corporation of a wholly owned subsidiary owning the entity, with another business or corporation. 

"Aseptic processing" means the technique involving procedures designed to preclude contamination of drugs, packaging, equipment, or supplies by microorganisms during processing. 

"Beyond-use date" means the date beyond which the integrity of a compounded, repackaged, or dispensed drug can no longer be assured and as such is deemed to be adulterated or misbranded as defined in §§ 54.1-3461 and 54.1-3462 of the Code of Virginia. 

"Board" means the Virginia Board of Pharmacy.

"CE" means continuing education as required for renewal of licensure by the Board of Pharmacy. 

"CEU" means a continuing education unit awarded for credit as the equivalent of 10 contact hours. 

"Class 100 environment" means an atmospheric environment which contains less than 100 particles, 0.5 microns in diameter, per cubic foot of air. 

"Closed system transfer" means the movement of sterile products from one container to another in which the container-closure system and transfer devices remain intact throughout the entire transfer process, compromised only by the penetration of a sterile, pyrogen-free needle or cannula through a designated stopper or port to effect transfer, withdrawal, or delivery, to include the withdrawal of a sterile solution from an ampul in a class 100 environment. 

"Compliance packaging" means packaging for dispensed drugs which is comprised of a series of containers for solid oral dosage forms and which is designed to assist the user in administering or self-administering the drugs in accordance with directions for use. 

"Contact hour" means the amount of credit awarded for 60 minutes of participation in and successful completion of a continuing education program. 

"Cytotoxic drug" means a drug which has the capability of killing living cells. 

"DEA" means the United States Drug Enforcement Administration.

"Electronic transmission prescription" is any prescription, other than an oral or written prescription or a prescription transmitted by facsimile machine, that is electronically transmitted from a practitioner authorized to prescribe directly to a pharmacy without interception or intervention from a third party, or from one pharmacy to another pharmacy. 

"Expiration date" means that date placed on a drug package by the manufacturer or repacker beyond which the product may not be dispensed or used. 

"Facsimile (FAX) prescription" means a written prescription or order which is transmitted by an electronic device over telephone lines which sends the exact image to the receiver (pharmacy) in a hard copy form. 

"FDA" means the United States Food and Drug Administration.
"Floor stock" means a supply of drugs [ which that ] have been distributed for the purpose of general administration by a prescriber or other authorized person pursuant to a valid order of a prescriber. 

"Foreign school of pharmacy" means a school outside the United States and its territories offering a course of study in basic sciences, pharmacology, and pharmacy of at least four years in duration resulting in a degree that qualifies a person to practice pharmacy in that country. 

"Generic drug name" means the nonproprietary name listed in the United States Pharmacopeia-National Formulary (USP-NF) or in the USAN and the USP Dictionary of Drug Names. 

"Hermetic container" means a container that is impervious to air or any other gas under the ordinary or customary conditions of handling, shipment, storage, and distribution. 

"Home infusion pharmacy" means a pharmacy which compounds solutions for direct parenteral administration to a patient in a private residence, long-term care facility or hospice setting. 

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the Code of Virginia or as defined in regulations by the Virginia Department of Health. 

"Inactive license" means a license which is registered with the Commonwealth but does not entitle the licensee to practice, the holder of which is not required to submit documentation of CE necessary to hold an active license. 

"Light-resistant container" means a container that protects the contents from the effects of light by virtue of the specific properties of the material of which it is composed, including any coating applied to it. Alternatively, a clear and colorless or a translucent container may be made light resistant by means of an opaque covering, in which case the label of the container bears a statement that the opaque covering is needed until the contents have been used. Where a monograph directs protection from light, storage in a light-resistant container is intended. 

"Long-term care facility" means a nursing home, retirement care, mental care or other facility or institution which provides extended health care to resident patients. 

"Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services. 

" [ On-duty On duty ] " means that a pharmacist is on the premises at the address of the permitted pharmacy and is available as needed.
"Open-system transfer" means the combining of products in a nonsealed reservoir before filling or when a solution passes through the atmosphere during a transfer operation. 

"Permitted physician" means a physician who is licensed pursuant to § 54.1-3304 of the Code of Virginia to dispense drugs to persons to whom or for whom pharmacy services are not reasonably available. 

"Personal supervision" means the pharmacist must be physically present and render direct, personal control over the entire service being rendered or act being performed. Neither prior nor future instructions shall be sufficient nor, shall supervision rendered by telephone, written instructions, or by any mechanical or electronic methods be sufficient. 

"Pharmacy closing" means that the permitted pharmacy ceases pharmacy services or fails to provide for continuity of pharmacy services or lawful access to patient prescription records or other required patient records for the purpose of continued pharmacy services to patients. 

"PIC" means the pharmacist-in-charge of a permitted pharmacy.

"Practice location" means any location in which a prescriber evaluates or treats a patient. 

"Prescription department" means any contiguous or noncontiguous areas used for the compounding, dispensing and storage of all Schedule II through VI drugs and devices and any Schedule I investigational drugs. 

"PTCB" means the Pharmacy Technician Certification Board, co-founded by the American Pharmaceutical Association and the American Society of Health System Pharmacists, as the national organization for voluntary examination and certification of pharmacy technicians. 

"Quality assurance plan" means a plan approved by the board for continuous monitoring, measuring, evaluating, and, if necessary, improving the performance of a pharmacy function or system. 

"Radiopharmaceutical" means any drug that exhibits spontaneous disintegration of unstable nuclei with the emission of nuclear particles or photons and includes any nonradioactive reagent kit or radionuclide generator that is intended to be used in the preparation of any such substance, but does not include drugs such as carbon-containing compounds or potassium-containing salts that include trace quantities of naturally occurring radionuclides. The term also includes any biological product that is labeled with a radionuclide or intended solely to be labeled with a radionuclide.

"Repackaged drug" means any drug removed from the manufacturer's original package and placed in different packaging.

"Robotic pharmacy system" means a mechanical system controlled by a computer that performs operations or activities relative to the storage, packaging, labeling, dispensing, or distribution of medications, and collects, controls, and maintains all transaction information. 

"Safety closure container" means a container which meets the requirements of the federal Poison Prevention Packaging Act of 1970 (15 USC §§ 1471-1476), i.e., in testing such containers, that 85% of a test group of 200 children of ages 41-52 months are unable to open the container in a five-minute period and that 80% fail in another five minutes after a demonstration of how to open it and that 90% of a test group of 100 adults must be able to open and close the container.

"Satellite pharmacy" means a pharmacy which is noncontiguous to the centrally permitted pharmacy of a hospital but at the location designated on the pharmacy permit.

"Special packaging" means packaging that is designed or constructed to be significantly difficult for children under five years of age to open to obtain a toxic or harmful amount of the drug contained therein within a reasonable time and not difficult for normal adults to use properly, but does not mean packaging which all such children cannot open or obtain a toxic or harmful amount within a reasonable time.

"Special use permit" means a permit issued to conduct a pharmacy of a special scope of service that varies in any way from the provisions of any board regulation. 

"Sterile pharmaceutical product" means a dosage form free from living microorganisms. 

"Storage temperature" means those specific directions stated in some monographs with respect to the temperatures at which pharmaceutical articles shall be stored, where it is considered that storage at a lower or higher temperature may produce undesirable results. The conditions are defined by the following terms: 

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cold place in which temperature is maintained thermostatically between 2° and 8°C (36° and 46°F). A freezer is a cold place in which the temperature is maintained thermostatically between -20° and -10°C (-4° and 14°F). 

2. "Room temperature" means the temperature prevailing in a working area. 

3. "Controlled room temperature" is a temperature maintained thermostatically that encompasses the usual and customary working environment of 20° to 25°C (68° to 77°F); that results in a mean kinetic temperature calculated to be not more than 25°C; and that allows for excursions between 15° and 30°C (59° and 86°F) that are experienced in pharmacies, hospitals, and warehouses.

4. "Warm" means any temperature between 30° and 40°C (86° and 104°F).

5. "Excessive heat" means any temperature above 40°C (104°F).

6. "Protection from freezing" means where, in addition to the risk of breakage of the container, freezing subjects a product to loss of strength or potency, or to the destructive alteration of its characteristics, the container label bears an appropriate instruction to protect the product from freezing. 

7. "Cool" means any temperature between 8° and 15°C (46° and 59°F).

"Terminally ill" means a patient with a terminal condition as defined in § 54.1-2982 of the Code of Virginia.

"Tight container" means a container that protects the contents from contamination by extraneous liquids, solids, or vapors, from loss of the drug, and from efflorescence, deliquescence, or evaporation under the ordinary or customary conditions of handling, shipment, storage, and distribution, and is capable of tight reclosure. Where a tight container is specified, it may be replaced by a hermetic container for a single dose of a drug and physical tests to determine whether standards are met shall be as currently specified in United States Pharmacopeia-National Formulary.

"Unit dose container" means a container that is a single-unit container, as defined in United States Pharmacopeia-National Formulary, for articles intended for administration by other than the parenteral route as a single dose, direct from the container.

"Unit dose package" means a container that contains a particular dose ordered for a patient. 

"Unit dose system" means a system in which multiple drugs in unit dose packaging are dispensed in a single container, such as a medication drawer or bin, labeled only with patient name and location. Directions for administration are not provided by the pharmacy on the drug packaging or container but are obtained by the person administering directly from a prescriber's order or medication administration record. 

"USP-NF" means the United States Pharmacopeia-National Formulary. 

"Well-closed container" means a container that protects the contents from extraneous solids and from loss of the drug under the ordinary or customary conditions of handling, shipment, storage, and distribution. 

18 VAC 110-20-20 through 18 VAC 110-20-80. [ No change from proposed. ]

18 VAC 110-20-90. Requirements for continuing education. 

A. On and after December 31, 1993, a licensee pharmacist shall be required to have completed a minimum of 1.5 CEUs or 15 contact hours of continuing pharmacy education in an approved program for each annual renewal of licensure. CEUs or hours in excess of the number required for renewal may not be transferred or credited to another year. 

B. A pharmacy education program approved for continuing pharmacy education is: 

1. One that is approved by the [ American Council on Pharmaceutical Education Accreditation Council for Pharmacy Education ](ACPE); 

2. One that is approved as a Category I Continuing Medical Education (CME) course, the primary focus of which is pharmacy, pharmacology or drug therapy; or 

3. One that is approved by the board in accordance with the provisions of 18 VAC 110-20-100. 

C. The board may grant an extension pursuant to § 54.1-3314 E of the Code of Virginia. Any subsequent extension shall be granted only for good cause shown. 

D. Licensees Pharmacists are required to attest to compliance with CE requirements on in a manner approved by the board at the time of their annual license renewal. Following the each renewal period, the board may conduct an audit of licensees the immediate past two years' CE documents to verify compliance with requirements. Licensees Pharmacists are required to maintain, for two years following renewal, the original certificates documenting successful completion of CE, showing date and title of the CE program or activity, the number of CEU's or contact hours awarded, and a certifying signature or other certification of the approved provider. Pharmacists selected for audit must provide these original documents certifying that they have fulfilled their CE requirements to the board by the deadline date as specified by the board in the audit notice. 

E. All licensees are required to maintain original documents verifying the date and subject of the program or activity, the CEUs or contact hours, and certification from an approved provider. Documentation shall be maintained for a period of two years following renewal in a file available to inspectors at the pharmacist's principal place of practice or, if there is no principal place of practice, at the pharmacist's address of record. 

F. A pharmacist who holds an inactive license, who has allowed his license to lapse or who has had his license suspended or revoked must submit evidence of completion of CEUs or hours equal to the requirements for the number of years in which his license has not been active. 

18 VAC 110-20-105. [ No change from proposed. ]

18 VAC 110-20-110. Pharmacy permits generally. 

A. A pharmacy permit shall not be issued to a pharmacist to be simultaneously in charge of more than one pharmacy two pharmacies. 

B. The pharmacist-in-charge (PIC) or the pharmacist on duty shall control all aspects of the practice of pharmacy. Any decision overriding such control of the pharmacist-in-charge PIC or other pharmacist on duty shall be deemed the practice of pharmacy and may be grounds for disciplinary action against the pharmacy permit. 

C. When the pharmacist-in-charge PIC ceases practice at a pharmacy or no longer wishes to be designated as pharmacist-in-charge PIC, he shall take a complete and accurate inventory of all Schedule II through V controlled substances on hand and shall immediately return the pharmacy permit to the board. A PIC who is absent from practice for more than 30 consecutive days shall be deemed to no longer be the PIC. Pharmacists-in-charge having knowledge of upcoming absences for longer than 30 days shall be responsible for notifying the board, returning the permit, and taking the required inventory. For unanticipated absences by the PIC, which exceed 15 days with no known return date within the next 15 days, the owner shall immediately notify the board and shall obtain a new PIC.
D. An application for a permit designating the new pharmacist-in-charge PIC shall be filed with the required fee within 14 days of the original date of resignation or termination of the PIC on a form provided by the board. It shall be unlawful for a pharmacy to operate without a new permit past the 14-day deadline unless the board receives a request for an extension prior to the deadline. The [ executor executive ] director for the board may grant an extension for up to an additional 14 days for good cause shown. 

18 VAC 110-20-120 through 18 VAC 110-20-140. [ No change from proposed. ]

18 VAC 110-20-150. Physical standards for all pharmacies. 

A. The prescription department shall not be less than 240 square feet. The patient waiting area or the area used for counseling, devices, cosmetics, and proprietary medicines shall not be considered a part of the minimum 240 square feet. The total area shall be consistent with the size and scope of the services provided. 

B. Access to stock rooms, rest rooms, and other areas other than an office that is exclusively used by the pharmacist shall not be through the prescription department. A rest room in the prescription department, used exclusively by pharmacists and personnel assisting with dispensing functions, may be allowed provided there is another rest room outside the prescription department available to other employees and the public. This subsection shall not apply to prescription departments in existence prior to [ the effective date of this chapter November 4, 1993 ]. 

C. The pharmacy shall be constructed of permanent and secure materials. Trailers or other moveable facilities or temporary construction shall not be permitted. 

D. The entire area of the location of the pharmacy practice, including all areas where drugs are stored shall be well lighted and well ventilated; the proper storage temperature shall be maintained to meet USP-NF specifications for drug storage.

E. The prescription department counter work space shall be used only for the compounding and dispensing of drugs and necessary record keeping. 

F. A sink with hot and cold running water shall be within the prescription department. 

G. Adequate refrigeration facilities equipped with a monitoring thermometer for the storage of drugs requiring cold storage temperature shall be maintained within the prescription department, if the pharmacy stocks such drugs. 

18 VAC 110-20-160 and 18 VAC 110-20-170. [ No change from proposed. ]

18 VAC 110-20-180. Security system. 

A device for the detection of breaking shall be installed in each prescription department of each pharmacy. The installation and the device shall be based on accepted burglar alarm industry standards, and shall be subject to the following conditions: 

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other generally accepted and suitable device. 

2. The device shall be maintained in operating order and shall have an auxiliary source of power. 

3. The device shall fully protect the prescription department and shall be capable of detecting breaking by any means when activated. 

4. Access to the alarm system for the prescription department area of the pharmacy shall be restricted to the pharmacists working at the pharmacy, except for access by other persons in accordance with 18 VAC 110-20-190 B 2, and the system shall be activated whenever those areas are the prescription department is closed for business. 

5. This chapter shall not apply to pharmacies which have been granted a permit prior to [ the effective date of this chapter November 4, 1993, ] provided that a previously approved security alarm system is in place, that no structural changes are made in the prescription department, that no changes are made in the security system, that the prescription department is not closed while the rest of the business remains open, and provided further that a breaking and loss of drugs does not occur. 

6. If the prescription department was located in a business with extended hours prior to [ the effective date of this chapter November 4, 1993, ] and had met the special security requirements by having a floor to ceiling enclosure, a separately activated alarm system shall not be required. 

7. This section shall not apply to pharmacies which are open and staffed by pharmacists 24 hours a day. If the pharmacy changes its hours or if it must be closed for any reason, the pharmacist-in-charge PIC or owner must immediately notify the board and have installed within 72 hours a security system which meets the requirements of subdivisions 1 through 4 of this section. 

18 VAC 110-20-190 through 18 VAC 110-20-380. [ No change from proposed. ]

18 VAC 110-20-410. Permitted physician licensed by the board. 

Permitted A. Pursuant to § 54.1-3304 of the Code of Virginia, physicians licensed by the board to dispense drugs, when pharmacy services are not reasonably available, shall be subject to the following sections of this chapter. For purposes of this section, the terms "pharmacist," "pharmacist-in-charge," and "PIC" in the following shall be deemed to mean the physician permitted by the board:

1. 18 VAC 110-20-110 C and D;

2. 18 VAC 110-20-130 A;

3. 18 VAC 110-20-140 A and C;

4. 18 VAC 110-20-150 except that these requirements shall not apply to physicians licensed prior to [ [the effective date of this regulation] August 25, 2004, ] unless the dispensing area is relocated or remodeled;

5. 18 VAC 110-20-160;

6. 18 VAC 110-20-180;
7. 18 VAC 110-20-190 A, B and C;

8. 18 VAC 110-20-200; 

9. 18 VAC 110-20-210; and

10. 18 VAC 110-20-240 through 18 VAC 110-20-410.

B. A physician may apply for a special or limited use permit in accordance with 18 VAC 110-20-120.

18 VAC 110-20-412 through 18 VAC 110-20-420. [ No change from proposed. ]

18 VAC 110-20-440. Responsibilities of the pharmacist-in-charge. 

A. The pharmacist-in-charge PIC in a pharmacy located within a hospital or the pharmacist-in-charge PIC of any outside pharmacy providing pharmacy services to a hospital shall be responsible for establishing procedures for and assuring maintenance of the proper storage, security, and dispensing of all drugs used throughout the hospital. 

B. The pharmacist-in-charge PIC of a pharmacy serving a hospital shall be responsible for a monthly review of drug therapy for each patient within the hospital for a length of stay of one month or greater. A record of such review shall be signed and dated by the pharmacist and shall maintaining a policy and procedure for providing reviews of drug therapy to include but not limited to at a minimum any irregularities in drug therapy, drug interactions, drug administration, or transcription errors. All significant irregularities shall be brought to the attention of the attending practitioner or other person having authority to correct the potential problem. 

C. Prior to the opening of a satellite pharmacy within the hospital, the pharmacist-in-charge PIC shall notify the board as required by 18 VAC 110-20-140 and shall ensure compliance with subsections B through G of 18 VAC 110-20-150, 18 VAC 110-20-160, subdivisions 5 and 6 of 18 VAC 110-20-170, 18 VAC 110-20-180 and 18 VAC 110-20-190. No drugs shall be stocked in a satellite pharmacy until an inspection has been completed and approval given for opening. 

D. For the following list of Schedule VI controlled substances, the PIC of a pharmacy serving a hospital may authorize the storage in an area of the hospital outside the pharmacy, and may delegate the ordering and distribution within the hospital to nonpharmacy personnel provided the conditions for proper storage and adequate security and the procedures for distribution are set forth in the pharmacy's policy and procedure manual, and provided that the PIC assures that these storage areas are checked monthly for compliance. The storage areas must be locked when authorized staff is not present in the area. Except for nitrous oxide, medical gases may be stored in an unlocked area. 

1. Large volume parenteral solutions that contain no active therapeutic drugs other than electrolytes;

2. Irrigation solutions;

3. Contrast media;

4. Medical gases; 

5. Sterile sealed surgical trays that may include a Schedule VI drug; and

6. Blood [ , blood ] components and derivatives, and synthetic blood components and products [ that are classified as prescription drugs ] .

18 VAC 110-20-450 through 18 VAC 110-20-500. [ No change from proposed. ]

18 VAC 110-20-510. Identification for medical intern or resident prescription form in hospitals. 

The prescription form for the prescribing of drugs for use by [ attending physicians, ] medical interns or residents who prescribe only in a hospital shall bear the prescriber's signature, the legibly printed name, address, and telephone number of the prescriber and an identification number assigned by the hospital. The identification number shall be the Drug Enforcement Administration number assigned to the hospital pharmacy plus a suffix assigned by the institution. The assigned number shall be valid only within the course of duties within the hospital as part of the residency program. 

18 VAC 110-20-530 through 18 VAC 110-20-710. [ No change from proposed. ]

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 Department of Health Professions, 6603 West 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. 12/02 6/04).

Affidavit of Practical Experience, Pharmacy Intern (rev. 12/02).

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. 11/02).

Application for Approval of ACPE Pharmacy School Course(s) for Continuing Education Credit (rev. 11/02).

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

Application for a Pharmacy Permit (rev. 10/02 11/02).

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).

Renewal Notice and Application, 0201 Pharmacy (rev. 12/02).

Renewal Notice and Application, 0202 Pharmacist (rev. 12/02).

Renewal Notice and Application, 0205 Permitted Physician (rev. 12/02).

Renewal Notice and Application, 0206 Medical Equipment Supplier (rev. 12/02).

Renewal Notice and Application, 0207 Restricted Manufacturer (rev. 12/02).

Renewal Notice and Application, 0208 Non-Restricted Manufacturer (rev. 12/02).

Renewal Notice and Application, 0209 Humane Society (rev. 12/02).

Renewal Notice and Application, 0214 Non-Resident Pharmacy (rev. 12/02).

Renewal Notice and Application, 0215 Wholesale Distributor (rev. 12/02).

Renewal Notice and Application, 0216 Warehouser (rev. 12/02).

Renewal Notice and Application, 0219 Non-Resident Wholesale Distributor (rev. 12/02).

Renewal Notice and Application, 0220 Business CSR (rev. 12/02).

Renewal Notice and Application, 0228 Practitioner CSR (rev. 12/02).

Application to Reinstate a Pharmacist License (rev. 11/02).

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. 11/02 6/04).

Closing of a Pharmacy (rev. 11/02 3/03).

Application for Approval of a Robotic Pharmacy System (rev. 11/02).

Notice of Inspection Fee Due for Approval of Robotic Pharmacy System (rev. 11/02).

Application for Approval of an Innovative (Pilot) Program (rev. 11/02).

Application for Registration as a Pharmacy Technician (12/02).

Application for Approval of a Pharmacy Technician Training Program (12/02).

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

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

DOCUMENTS INCORPORATED BY REFERENCE

The United States Pharmacopoeia - National Formulary, United States Pharmacopoeia Convention.

The United States Pharmacopeia-- and National Formulary USP23-NF18, January 1, 1995 , USP27-NF 22, revised June 2004, revisions official August 1, 2004, United States Pharmacopeial Convention, Inc. ]

VA.R. Doc. No. R03-26; Filed June 24, 2004, 3:27 p.m.
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