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Proposed Regulations


BOARD OF PHARMACY
Title of Regulation: 18 VAC 110-20. Regulations Governing the Practice of Pharmacy (amending 18 VAC 110-20-240, 18 VAC 110-20-320, 18 VAC 110-20-400, and 18 VAC 110-20-530; adding 18 VAC 110-20-255, 18 VAC 110-20-275, and 18 VAC 110-20-730; repealing 18 VAC 110-20-430).

Statutory Authority: §§ 54.1-2400 and 54.1-3307 of the Code of Virginia.
Public Hearing Date: February 19, 2003 - 1:15 p.m.
Public comments may be submitted until April 11, 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 provides the board the authority to promulgate regulations to administer the regulatory system.

Purpose: The objective of the statutory revisions in Chapter 632 of the 2002 Acts of Assembly was to facilitate current pharmacy practice by providing more appropriate methods of practice and eliminating unnecessary barriers to best care and efficiencies in practice. The objective of the statutory revisions in Chapters 411, 666 and 707 of the 2002 Acts of Assembly was to expand the availability of drugs to indigent patients by allowing a nursing home to donate unused drugs or a physician to dispense donated drugs provided basic requirements for security, storage, labeling and recordkeeping have been observed to protect the safety, integrity and accountability of the drugs.

While the proposed regulations will expand the practice of pharmacy to address certain problems with patient access to prescription drugs and to accommodate newer technologies, they also contain requirements that address issues of drug security and integrity to ensure that the health and safety of the public is not compromised.

Substance:

18 VAC 110-20-240. Manner of maintaining records, prescriptions, inventory records.

A new subsection C is added to specify amended rules for chart orders to include hospice and home infusion patients as well as hospital and long-term care.
18 VAC 110-20-255. Other dispensing records.

A new section on dispensing records is added to conform requirements to the amended § 54.1-3412 of the Code of Virginia, which permits an alternative recordkeeping system as set forth in the pharmacy’s policy and procedure manual.
18 VAC 110-20-275. Delivery of dispensed prescriptions.

A new section is added to require a pharmacy that delivers to an alternative site or entity (other than the patient) to have a written agreement for the delivery procedures and maintain a policy and procedure manual that sets out the method employed by the pharmacy for compliance with recordkeeping, counseling, storage, and confidentiality requirements. Only a person or entity that holds a license, permit, or registration with the board either as a pharmacy, a physician who is licensed to dispense, or a controlled substances registration for this purpose may act as an alternative delivery location.
18 VAC 110-20-320. Refilling of Schedule III through VI prescriptions.

The proposed regulation will implement the statutory provisions to allow for an alternative system for recording dispensing information in accordance with § 54.1-3412 of the Code of Virginia and 18 VAC 110-20-255.
18 VAC 110-20-400. Returning of drugs and devices.

Amendments conform this section of regulations related to return of drugs and devices for resale to the new provisions of § 54.1-3411.1 of the Code of Virginia and remove any duplicative language. A written agreement between a pharmacy and a nursing home must be maintained as well as a current policy and procedure manual that outlines the method of tracking and delivery from the nursing home to the pharmacy, the procedure for determining the suitability and integrity of drugs for redispensing and a procedure for assigning a beyond-use date on redispensed drugs.

18 VAC 110-20-430. Chart orders (repealed).

This section (currently found in the part on regulations for hospital pharmacies) is repealed and replaced by subsection C of 18 VAC 110-20-240.

18 VAC 110-20-530. Pharmacy’s responsibilities to long-term care facilities.

This section is amended to include provisions on the pharmacy’s responsibility to long-term care facilities in the redispensing of donated drugs to the indigent.

18 VAC 110-20-730. Requirements for practitioner of medicine or osteopathy in free clinics.

This section is added to set forth the requirements for the practitioner who provides donated drugs in a free clinic to include acquisition of a controlled substance registration, a requirement for the practitioner to only accept donated drugs from an entity or practitioner who holds a license or permit from the board, compliance with packaging, labeling, recordkeeping and storage and security requirements and a prohibition on dispensing expired drugs. The practitioner may enter into an agreement with a pharmacy for dispensing, delivery and maintenance all or part of the donated stock of drugs segregated from the regular inventory.

Issues: The primary advantages to the public of implementing the amended regulations are as follows: (i) pharmacies will have the ability to fill chart orders for hospice or home infusion patients, rather than requiring individual prescriptions for multiple medications; (ii) with proper controls, prescriptions can be delivered to an alternative site rather than to the patient (such as a student health clinic); (iii) unused drugs from nursing homes may be donated to a free clinic for redispensing; and (iv) donated drugs may be more accessible to indigent patients.

There are no disadvantages to the public as all amendments are intended to provide better access to prescription drugs, update the methods for recordkeeping, and facilitate the safe storage and provision of drugs to indigent patients. Essential requirements for patient safety and the integrity and security of prescription drugs have been incorporated into the amended regulations.

There are no advantages or disadvantages to the agency; the amended regulations do not impose a new responsibility on the board. Since the number of practitioners who may apply for a controlled substance registration in order to dispense donated drugs to their patients in a free clinic is expected to be 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 on 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, permitted pharmacies and physicians who may choose to obtain a controlled substance registration in order to maintain a stock of donated drugs to be provided to his patients through a free clinic.

Estimate of number of entities to be affected: There are 7,807 active pharmacists and 1,497 pharmacies that hold a Virginia license. Though not all will be affected by changes in rules on chart orders, alternative delivery sites, or indigent pharmacy programs, most of the retail pharmacies will benefit from the less restrictive requirement for recordkeeping on refills. There is no way to predict the number of practitioners who would seek a controlled substance registration to maintain a stock of donated drugs, but the number is expected to be very small.

Projected costs to the affected entities:

The current cost for a controlled substance registration is $20. There are no other compliance costs.

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. The Board of Pharmacy (board) proposes to: (i) allow chart orders for hospice or home infusion patients, (ii) allow pharmacists to record dispensing records by a combination of electronic and manual means, (iii) allow for delivery of prescription drugs to intermediate sites, (iv) allow nursing homes to donate unused pharmaceuticals to a pharmacy that will redispense those drugs to the indigent free of charge, and (v) allow physicians who do not possess a license to sell controlled substances to provide controlled substances to patients in a free clinic if they or the clinic obtain a controlled substances registration.

Estimated economic impact. The current regulations limit the use of chart orders, which contain multiple prescription orders on one sheet, to hospital and nursing home patients. Pharmacies that serve hospice patients and home infusion patients have a need for the use of chart orders for prescriptions because of the nature of the illnesses involved and the complexity of the drug therapy. Hospice patients usually receive a "kit" in addition to regularly administered drugs for use in end stages of their disease or for emergencies. The kit contains one to two doses of several drugs. The drugs for the kit are standardized and on a list with standard instructions for use. Additionally, many of these orders are either originally written upon discharge from a hospital on a chart order or are written as standing orders on a multiple prescription format. Under the current regulations, pharmacies must receive a separate prescription on a separate form for each individual drug to be placed in the kit. In order for these pharmacies to receive a separate prescription on a separate form for each drug order, someone must transcribe each ordered drug from the chart order to onto separate prescription blanks for the prescriber’s signature. This process is costly because: (i) the probability for prescription errors increases due to the chance that transcription mistakes are made, (ii) the possibility of accidental deletion of one or more of the drugs from the multiple order, and (iii) the extra labor time required for the person doing the transcribing and the physician who must divert his activities to read and sign the separate sheets. According to the Department of Health Professions (department), it is not uncommon for pharmacies to receive chart orders for drugs prescribed to hospice patients and home infusion patients. When this happens, pharmacists and their staff must spend time finding the prescriber and informing him that he must reissue the chart order as a separate prescription. In these circumstances, there can be a significant delay in when the hospice patients and home infusion patients receive their medications.

The board proposes to permit pharmacies to accept chart orders for hospice patients and home infusion patients. Permitting pharmacies to accept chart orders will save the costs of labor time for physicians, transcribers, and pharmacy staff; remove the chance of transcription errors; and eliminate the occasional delays in patients receiving their medications due to pharmacies’ inability to accept chart orders as under the current regulations. There are no apparent new costs associated with permitting pharmacies to accept chart orders for hospice patients and home infusion patients. Thus, this proposed amendment will create a net benefit.

The current regulations allow pharmacists to record dispensing information either manually on the prescription itself or in "an automated data processing system," but not a combination of both systems. According to the department, pharmacists have found inadequacies with their data processing software in that it fails to allow for accurate recording of partially filled prescriptions, etc. Thus, several licensees have indicated that in order to maintain accurate records and not be forced to switch to an entirely handwritten recordkeeping system, they need to be permitted to use a combination of the electronic system and handwritten supplemental records for the data that the software cannot handle. The board proposes to permit pharmacists to record dispensing records by a combination of electronic and manual means. Since the department is satisfied that the combination system can be accurate and will meet their review needs, the proposed amendment will create a net benefit.

The term "dispense" has been defined to mean the delivery of the drug to the ultimate user. Based on this definition, the board has prevented the use of intermediate delivery locations or "drop stations" where a pharmacy delivers a group of prescriptions to a central location for subsequent pick-up by patients. Pursuant to Chapter 411 of the 2002 Acts of Assembly, the board proposes to permit the delivery of prescriptions to intermediate locations under circumstances designed to: (i) ensure that the security and proper storage of the drugs are maintained until patient pickup, (ii) protect patient confidentiality, (iii) minimize the risk of mistakes in handing out the drugs, and (iv) ensure accountability by requiring accurate records be kept. Specifically, the proposed regulations permit that in addition to direct hand delivery to a patient or patient’s agent or delivery to a patient’s residence, a pharmacy may deliver prescriptions to another pharmacy, to a practitioner of the healing arts licensed to practice pharmacy or to sell controlled substances, or to an authorized person or entity holding a controlled substances registration issued for this purpose in compliance with … applicable state or federal law.

Permitting delivery of prescription drugs through an intermediate location, rather than directly to the patient, may increase the chance that the drugs do not reach their intended patient due to the possibility that individuals intermediately involved may either mistakenly lose the drugs, deliver them to the wrong individual, or theft could occur. On the other hand, permitting the delivery of prescriptions to intermediate locations may allow for significant timesavings for patients in receiving the drugs. Some patients may have schedules that do not permit them to pickup or receive prescription drugs from a pharmacy in a timely fashion. Also, in some circumstances, using a well-run intermediate location will reduce the probability that drugs are stolen or rendered unsafe. According to the department, it is not uncommon for delivered drugs to be left inside a screen door, which may be ajar, when the recipient does not answer the door. The outdoor temperature or precipitation may render the drugs unsafe or ineffective in these circumstances. Also, the drugs are subject to a nontrivial probability of theft. Permitting that the drugs be delivered to a nearby well-run intermediate location would likely reduce the number of occurrences where drugs are left in these circumstances.

Under the current regulations, nursing homes may only return unused pharmaceuticals to the pharmacy from which it was originally dispensed. Pursuant to Chapter 632 of the 2002 Acts of Assembly, the board proposes to permit nursing homes to donate unused drugs to other pharmacies if those pharmacies dispense the donated drugs to the indigent, free of charge. The drugs must be in the manufacturers’ original sealed containers or sealed individual dose or unit dose packaging and the return must comply with federal law. This proposed amendment will create a net benefit. Drugs that otherwise would likely been thrown away will be used by the indigent who may not otherwise have had access to the beneficial properties of the prescription drugs.

Pursuant to Chapters 666 and 707 of the 2002 Acts of Assembly, the board proposes to amend these regulations so that practitioners of medicine or osteopathy who do not possess a license to sell controlled substances may provide controlled substances to patients in a free clinic1 if the drugs were donated, and they or the clinic obtain a controlled substances registration.2 Controlled substances registration differs from licensure to sell controlled substances in several ways that reduce costs for volunteering physicians and free clinics. Unlike licensure, registration does not require that there be a separate room for dispensing. This, coupled with less stringent recordkeeping requirements, make registration less costly than licensure. Further, the annual registration fee is $90 while the annual licensure fee is $270. Since licenses apply to individuals while registration may be obtained for an entity whereby all practitioners of medicine or osteopathy within the entity are considered registered, the difference in fee costs can be substantially larger than $180; for example, if a free clinic has four physicians that at various times volunteer in the clinic, the registration fee is only $90 as compared to $1,080 for the four licenses. These significant reductions in cost may make it more likely that free clinics will be able to be fully staffed with individuals who are legally qualified to provide donated drugs to patients. Using and dispensing donated drugs rather than purchasing drugs for their patients reduces operating costs for free clinics and allows them to serve more patients and stay open longer. On the other hand, not requiring a separate dispensing room and reduced recordkeeping requirements may increase the probability that drugs are lost or stolen.

Businesses and entities affected. The proposed amendments affect the 1,497 pharmacies and 7,807 pharmacists licensed in the Commonwealth, as well as their staff and customers. Physicians, their staff, and free clinics and their patients are affected as well.

Localities particularly affected. The proposed regulations affect localities throughout the Commonwealth, but areas with larger populations of elderly and the indigent will be particularly affected.

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

Effects on the use and value of private property. Permitting pharmacies to accept chart orders will save the costs of labor time for physicians, transcribers, and pharmacy staff. This will marginally increase the value of pharmacies physicians’ practices. Nursing homes will be able to donate more unused drugs to the indigent.

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 regulations, 18 VAC 110-20, pursuant to statutory requirements for changes in pharmacy practice and provision of drugs to indigent patients.

Summary:

The proposed amendments (i) allow chart orders for hospice or home infusion; (ii) permit pharmacists to maintain alternative recordkeeping systems for dispensing records; (iii) allow for delivery of prescription drugs to alternative delivery locations; (iv) allow nursing homes to donate unused pharmaceuticals to a pharmacy that will redispense those drugs to the indigent free of charge; and (v) allow physicians who do not possess a license to sell controlled substances to provide controlled substances to patients in a free clinic if they or the clinic obtain a controlled substances registration.

18 VAC 110‑20‑240. Manner of maintaining records, prescriptions, inventory records.

A. Each pharmacy shall maintain the inventories and records of drugs as follows:

1. Inventories and records of all drugs listed in Schedules I and II shall be maintained separately from all other records of the pharmacy.

2. Inventories and records of drugs listed in Schedules III, IV, and V may be maintained separately or with records of Schedule VI drugs but shall not be maintained with other records of the pharmacy.

3. All records of Schedule II through V drugs shall be maintained at the same location as the stock of drugs to which the records pertain except that records maintained in an off‑site database shall be retrieved and made available for inspection or audit within 48 hours of a request by the board or an authorized agent.

4. In the event that an inventory is taken as the result of a theft of drugs pursuant to § 54.1‑3404 of the Drug Control Act, the inventory shall be used as the opening inventory within the current biennial period. Such an inventory does not preclude the taking of the required inventory on the required biennial inventory date.

5. All inventories required by § 54.1‑3404 of the Code of Virginia shall be signed and dated by the person taking the inventory and shall indicate whether the inventory was taken prior to the opening of business or after close of business. A 24‑hour pharmacy with no opening or closing of business shall clearly document whether the receipt or distribution of drugs on the inventory date occurred before or after the inventory was taken.

6. All records required by this section shall be filed chronologically.

B. Prescriptions.

1. A hard copy prescription shall be placed on file for every initial prescription dispensed and be maintained for two years from the date of last refill. All prescriptions shall be filed chronologically by date of initial dispensing.

2. Schedule II drugs. Prescriptions for Schedule II drugs shall be maintained in a separate prescription file.

3. Schedule III through V drugs. Prescriptions for Schedule III through V drugs shall be maintained either in a separate prescription file for drugs listed in Schedules III, IV, and V only or in such form that they are readily retrievable from the other prescriptions of the pharmacy. Prescriptions will be deemed readily retrievable if, at the time they are initially filed, the face of the prescription is stamped in red ink in the lower right corner with the letter "C" no less than one inch high and filed in the prescription file for drugs listed in the usual consecutively numbered prescription file for Schedule VI drugs. However, if a pharmacy employs an automated data processing system or other electronic recordkeeping system for prescriptions which permits identification by prescription number and retrieval of original documents by prescriber's name, patient's name, drug dispensed, and date filled, then the requirement to mark the hard copy prescription with a red "C" is waived.

C. Chart orders.

1. A chart order written for a patient in a hospital or long-term care facility, a patient receiving home infusion services, or a hospice patient pursuant to § 54.1-3408.01 A of the Code of Virginia shall be exempt from having to contain all required information of a written prescription provided:

a. This information is contained in other readily retrievable records of the pharmacy; and 

b. The pharmacy maintains a current policy and procedure manual that sets out where this information is maintained and how to retrieve it and the minimum requirements for chart orders consistent with state and federal law and accepted standard of care. 

2. A chart order may serve as the hard-copy prescription for those patients listed in subdivision 1 of this subsection.

3. Requirements for filing of chart orders.

a. Chart orders shall be filed chronologically by date of initial dispensing with the following exception: If dispensing data can be produced showing a complete audit trail for any requested drug for a specified time period and each chart order is readily retrievable upon request, chart orders may be filed using another method. Such alternate method shall be clearly documented in a current policy and procedure manual.

b. If a single chart order contains both an order for a Schedule II drug and one or more orders for a drug in another schedule, where the Schedule II drug is not floor stocked, but is dispensed from the pharmacy pursuant to this order for the specific patient, the original order must be filed with records of dispensing of Schedule II drugs and a copy of the order placed in the file for other schedules. 

18 VAC 100-20-255. Other dispensing records.

Pursuant to § 54.1-3412 of the Code of Virginia, any other record used to record the date of dispensing or the identity of the pharmacist dispensing shall be maintained for a period of two years on premises. A pharmacy using such an alternative record shall maintain a current policy and procedure manual documenting the procedures for using the record, how the record is integrated into the total dispensing record system, and how the data included in the record shall be interpreted. 

18 VAC 110-20-275. Delivery of dispensed prescriptions.

A. Pursuant to § 54.1-3420.2 B of the Code of Virginia, in addition to direct hand delivery to a patient or patient's agent or delivery to a patient's residence, a pharmacy may deliver prescriptions to another pharmacy, to a practitioner of the healing arts licensed to practice pharmacy or to sell controlled substances, or to an authorized person or entity holding a controlled substances registration issued for this purpose in compliance with this section and any other applicable state or federal law.

B. Delivery to another pharmacy.

1. One pharmacy may fill prescriptions and deliver the prescriptions to a second pharmacy for patient pickup or direct delivery to the patient provided the two pharmacies have the same owner, or have a written contract or agreement specifying the services to be provided by each pharmacy, the responsibilities of each pharmacy, and the manner in which each pharmacy will comply with all applicable federal and state law. 

2. Each pharmacy using such a drug delivery system shall maintain and comply with all procedures in a current policy and procedure manual that includes the following information:

a. A description of how each pharmacy will comply with all applicable federal and state law;

b. The procedure for maintaining required, retrievable dispensing records to include which pharmacy maintains the hard-copy prescription, which pharmacy maintains the active prescription record for refilling purposes, how each pharmacy will access prescription information necessary to carry out its assigned responsibilities, method of recordkeeping for identifying the pharmacist or pharmacists responsible for dispensing the prescription and counseling the patient, and how and where this information can be accessed upon request by the board;

c. The procedure for tracking the prescription during each stage of the filling, dispensing, and delivery process;

d. The procedure for identifying on the prescription label all pharmacies involved in filling and dispensing the prescription;

e. The policy and procedure for providing adequate security to protect the confidentiality and integrity of patient information;

f. The policy and procedure for ensuring accuracy and accountability in the delivery process; 

g. The procedure and recordkeeping for returning to the initiating pharmacy any prescriptions that are not delivered to the patient; and

h. The procedure for informing the patient and obtaining consent if required by law for using such a dispensing and delivery process.

3. Drugs waiting to be picked up at or delivered from the second pharmacy shall be stored in accordance with subsection A of 18 VAC 110-20-200.

C. Delivery to a practitioner of the healing arts licensed by the board to practice pharmacy or to sell controlled substances or other authorized person or entity holding a controlled substances registration authorized for this purpose.

1. A prescription may be delivered by a pharmacy to the office of such a practitioner or other authorized person provided there is a written contract or agreement between the two parties describing the procedures for such a delivery system and the responsibilities of each party.

2. Each pharmacy using this delivery system shall maintain a policy and procedure manual that includes the following information:

a. Procedure for tracking and assuring security, accountability, integrity, and accuracy of delivery for the dispensed prescription from the time it leaves the pharmacy until it is handed to the patient or agent of the patient;

b. Procedure for providing counseling;

c. Procedure and recordkeeping for return of any prescription medications not delivered to the patient;

d. The procedure for assuring confidentiality of patient information; and

e. The procedure for informing the patient and obtaining consent if required by law for using such a delivery process.

3. Prescriptions waiting to be picked up by a patient at the alternate site shall be stored in accordance with 18 VAC 110-20-710.

18 VAC 110‑20‑320. Refilling of Schedule III through VI prescriptions.

A. A prescription for a drug listed in Schedule III, IV, or V shall not be dispensed or refilled more than six months after the date on which such prescription was issued, and no such prescription authorized to be filled may be refilled more than five times.

1. Each refilling of a prescription shall be entered on the back of the prescription or on another record in accordance with § 54.1-3412 and 18 VAC 110-20-255, initialed and dated by the pharmacist as of the date of dispensing. If the pharmacist merely initials and dates the prescription, it shall be presumed that the entire quantity ordered was dispensed.

2. The partial dispensing of a prescription for a drug listed in Schedule III, IV, or V is permissible, provided that:

a. Each partial dispensing is recorded in the same manner as a refilling;

b. The total quantity of drug dispensed in all partial dispensing does not exceed the total quantity prescribed; and

c. No dispensing occurs after six months after the date on which the prescription order was issued.

B. A prescription for a drug listed in Schedule VI shall be refilled only as expressly authorized by the practitioner. If no such authorization is given, the prescription shall not be refilled, except as provided in § 54.1‑3410 C or subdivision 4 of § 54.1‑3411 of the Code of Virginia.

A prescription for a Schedule VI drug or device shall not be dispensed or refilled more than two years after the date on which it was issued.

C. As an alternative to all manual recordkeeping requirements provided for in subsections A and B of this section, an automated data processing system as provided in 18 VAC 110‑20‑250 may be used for the storage and retrieval of all or part of dispensing information for prescription for drugs dispensed.

D. Authorized refills of all prescription drugs may only be dispensed in reasonable conformity with the directions for use as indicated by the practitioner; if directions have not been provided, then any authorized refills may only be dispensed in reasonable conformity with the recommended dosage and with the exercise of sound professional judgment.

18 VAC 110‑20‑400. Returning of drugs and devices.

A. Drugs or devices may be accepted for return or exchange by any pharmacist or pharmacy for resale after such drugs and devices have been taken from the premises where sold, distributed, or dispensed provided such drug or devices are in accordance with the provisions of § 54.1-3411.1 of the Code of Virginia. Devices may be accepted for return or exchange provided the device is in the manufacturer's original sealed containers or in a unit‑dose container which meets the U.S.P.‑N.F. Class A or Class B container requirement and provided such return or exchange is consistent with federal law and regulation packaging.

B. Any pharmacy accepting drugs returned from nursing homes for the purpose of redispensing to the indigent free of charge shall maintain a copy of a written agreement with the nursing home in accordance with § 54.1-3411.1 B of the Code of Virginia and a current policy and procedure manual describing the following:

1. Method of delivery from the nursing home to the pharmacy and of tracking of all prescription medications;

2. Procedure for determining the suitability and integrity of drugs for redispensing to include assurance that the drugs have been stored according to official compendial standards; and

3. Procedure for assigning a beyond-use date on redispensed drugs.

18 VAC 110‑20‑430. Chart order. (Repealed.)

A chart order for a drug to be dispensed for administration to an inpatient in a hospital shall be exempt from the requirement of including all elements of a prescription as set forth in §§ 54.1‑3408.01 and 54.1‑3410 of the Code of Virginia. A hospital pharmacy policy and procedures manual shall set forth the minimum requirements for chart orders consistent with federal and state law.

18 VAC 110‑20‑530. Pharmacy's responsibilities to long‑term care facilities.

The pharmacy serving a long‑term care facility shall:

1. Receive a valid order prior to the dispensing of any drug.

2. Ensure that personnel administering the drugs are trained in using the dispensing system provided by the pharmacy.

3. Ensure that the drugs for each patient are kept and stored in the originally received containers and that the medication of one patient shall not be transferred to another patient.

4. Ensure that each cabinet, cart or other area utilized for the storage of drugs is locked and accessible only to authorized personnel.

5. Ensure that the storage area for patients drugs is well lighted, of sufficient size to permit storage without crowding, and is maintained at appropriate temperature.

6. Ensure that poison and drugs for "external use only" are kept in a cabinet and separate from other medications.

7. Provide for the disposition of discontinued drugs under the following conditions:

a. Discontinued drugs may be returned to the pharmacy for resale or transferred to another pharmacy for redispensing to the indigent if authorized by § 54.1-3411.1 and 18 VAC 110‑20‑400, or destroyed by appropriate means in compliance with any applicable local, state, and federal laws and regulations.

b. Drug destruction at the pharmacy shall be witnessed by the pharmacist‑in‑charge and by another pharmacy employee. Drug destruction at the facility shall be witnessed by the director of nursing or, if there is no director, then by the facility administrator and by a pharmacist providing pharmacy services to the facility or by another employee authorized to administer medication.

c. A complete and accurate record of the drugs returned or destroyed or both shall be made. The original of the record of destruction shall be signed and dated by the persons witnessing the destruction and maintained at the long‑term care facility for a period of two years. A copy of the destruction record shall be maintained at the provider pharmacy for a period of two years.

d. All destruction of the drugs shall be done without 30 days of the time the drug was discontinued.

8. Ensure that appropriate drug reference materials are available in the facility units.

9. Ensure that a monthly review of drug therapy by a pharmacist is conducted for each patient in long‑term care facilities except those licensed under Title 63.1 of the Code of Virginia. Such review shall be used to determine any irregularities, which may include but not be limited to drug therapy, drug interactions, drug administration or transcription errors. The pharmacist shall sign and date the notation of the review. All significant irregularities shall be brought to the attention of the attending practitioner or other party having authority to correct the potential problem.

18 VAC 110-20-730. Requirements for practitioner of medicine or osteopathy in free clinics.

A. Any practitioner of medicine or osteopathy who provides controlled substances that have been donated pursuant to subdivision 11 of § 54.1-3301 of the Code of Virginia shall apply for a controlled substances registration.

B. A practitioner in a free clinic may only accept donated drugs pursuant to this registration if they are donated by an entity or practitioner who holds a current active license, permit, or registration issued by the board authorizing the dispensing or distribution of drugs.

C. A practitioner shall store such donated drugs for dispensing in compliance with the storage and security requirements set forth in 18 VAC 110-20-710, and a drug that has exceeded its expiration date shall not be dispensed. A practitioner shall be responsible for maintaining and complying with a written procedure for reviewing inventory for the purpose of removing expired drugs.

D. A practitioner shall package any dispensed drugs in accordance with the provisions of §§ 54.1-3426 and 54.1-3427 of the Code of Virginia and 18 VAC 110-20-340 and 18 VAC 110-20-350.

E. A practitioner shall label any dispensed drugs in accordance with the provisions of §§ 54.1-3410 and 54.1-3463 of the Code of Virginia and 18 VAC 110-20-330 to include the free clinic name and address; name of the prescriber; patient name; date of dispensing; drug name to include the generic name if the drug has a single active ingredient; drug strength, if applicable; quantity; and directions for use. 

F. A practitioner shall comply with all recordkeeping requirements of § 54.1-3404 of the Code of Virginia and shall also maintain a chronological record of all Schedule II through VI drugs dispensed showing patient name and address; date of dispensing; drug name, strength, and quantity dispensed; and name or initials of the dispensing practitioner.

G. A practitioner under this section may enter into a contract or written agreement with a pharmacy whereby the pharmacy maintains all or part of the donated stock, dispenses the prescription pursuant to a written prescription by a prescriber at the free clinic, and delivers the dispensed prescription to the free clinic for pick up by the patient in accordance with subsection C of 18 VAC 110-20-275.

VA.R. Doc. No. R02-280; Filed January 14, 2003, 11:33 a.m.

1 The controlled substances must be provided without charge.


2 If the controlled substances are donated by a pharmaceutical manufacturer as described in subdivision 10 of Chapters 666 and 707 of the 2002 Acts of Assembly, then registration is not required.
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