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VIRGINIA BOARD OF PHARMACY

MINUTES OF REGULATION COMMITTEE

	May 6, 2002

Fifth Floor

Conference Room 2
	
	Department of Health Professions

6606 West Broad Street

Richmond, Virginia  23230

	
	
	

	CALL TO ORDER:
	
	A meeting of the regulation committee of the Board of Pharmacy was called to order at 9:10 AM.

	
	
	

	PRESIDING:
	
	Michael C. Maloney, Board Chairman

	
	
	

	MEMBERS PRESENT:
	
	Michael J. Ayotte

Sonny Currin

John Selph

Mark Szalwinski (arrived 9:20)

	
	
	

	STAFF PRESENT:
	
	Elizabeth Scott Russell, Executive Director

Ralph A. Orr, Deputy Executive Director

Elaine J. Yeatts, Senior Regulatory Analyst

Howard M. Casway, Assistant Attorney General

	
	
	

	DRAFT EMERGENCY REGULATIONS:
	
	The committee reviewed and amended prepared draft emergency regulations required by legislative action of the 2002 General Assembly.  The regulations affected are 18 VAC 110-20-75, 18 VAC 110-20-240, 18 VAC 110-20-255, 18 VAC 110-20-275, 18 VAC 110-20-320, 18 VAC 110-20-400, 18 VAC 110-20-530, and 18 VAC 110-20-730.  Mr. Ayotte moved and the committee voted unanimously to approve the draft regulations with amendments (Attachment 1) for adoption at the next full Board meeting on June 5, 2002.

	
	
	

	GUIDANCE REQUEST FOR MEDICAL GASES AND IV SOLUTION STORAGE IN HOSPITALS
	
	Ms. Russell explained that there has been some confusion as to how IV solutions and medical gases must be stored in a hospital and who is responsible for them.  Most hospital pharmacies do not order or store these items although by definition they are Schedule VI controlled substances and according to regulations, the PIC is responsible for the proper storage of all drugs in the hospital.  The pharmacy inspectors are citing deficiencies for improper storage of these items, and there has been a disciplinary case in which nitrous oxide was stolen due to unsecured storage of the tanks.  There was a request for the regulation committee to develop a guidance document related to the responsibility for medical gases and IV fluids in hospitals.  The same issue applies to other items such as contrast media used by radiology.  The committee determined that rather than needing a guidance document, pharmacists needed to be educated as to their responsibilities for the proper storage and security of these items.  Mr. Szalwinski with assistance from Theresa Gregson, representing the Virginia Society of Health Systems Pharmacists, will assist staff in the development of an article on this matter and in disseminating the information to hospital pharmacists.

	
	
	

	REQUESTS FOR LEGISLATIVE ACTION
	
	The committee discussed possible legislative proposals which would need to be adopted by the Board at the next meeting in order to be considered for inclusion in the administration's package for the 2003 General Assembly session.  The committee determined that the emergency authority legislative proposal which it had adopted the previous year be put forward again.  The committee also discussed whether the Board should move for a legislative change which would allow the Board to go to a biennial renewal cycle if it benefited the department in terms of efficiencies.  

	
	
	

	REVIEW OF SUBCOMMITTEE REPORTS FOR REGULATION REVIEW
	
	The committee reviewed comments from the different subcommittees for regulation review.  Specifically, 18 VAC 110-20-30 through 18 VAC 110-20-160.  Due to a scheduled formal hearing, the Chair continued the remainder of the agenda until Thursday, May 30, 2002 at 9AM.

	
	
	

	ADJOURN:
	
	The meeting was adjourned at 1PM.  

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	Elizabeth Scott Russell

Executive Director

	
	
	

	
	
	

	
	
	

	
	
	

	Michael C. Maloney, Board Chair
	
	

	
	
	

	
	
	

	Date
	
	


18 VAC 110-20-75.  Registration for voluntary practice by out-of-state licenses.

Any pharmacist who seeks registration to practice on a voluntary basis pursuant to §54.1-3301 (12) under the auspices of a publicly supported all volunteer, nonprofit organization with no paid employees that sponsors the provision of health care to populations of underserved people throughout the world shall:

1.
File an application for registration on a form provided by the board at least 30 days prior to engaging in such practice;

2.
Provide a complete list of each state in which he has held a pharmacist license and a copy of any current license;

3.
Provide the name of the nonprofit organization and the dates and location of the voluntary provision of services;

4.
Pay a registration fee of $10; and 

5.
Provide a notarized statement from a representative of the nonprofit organization attesting to its compliance with provisions of § 54.1-3301 (12) of the Code of Virginia.

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 Sched​ules I and II shall be maintained separately from all other records of the pharmacy.



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



3.
All records of Schedule II through V drugs shall be maintained at the same loca​tion as the stock of drugs to which the records per​tain except that records maintained in an off-site data base 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 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 chronologi​cally.


B.
Prescriptions.



1.
A hard copy prescription shall be placed on file for every ini​tial prescription dispensed and be maintained for two years from the date of last refill.  All prescriptions shall be filed chro​nologically 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 sepa​rate 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 chart order contains an order for a Schedule II drug and an order for a drug in another schedule, the order must be filed with records 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, 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), 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 which 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 such a practitioner or other authorized person provided there is 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 re​filled 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 pharma​cist 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 dispens​ing does not exceed the total quantity pre​scribed; 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 practi​tioner.  If no such authorization is given, the pre​scription shall not be refilled, except as provided in § 54.1-3410 C or subdivision § 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 record-keeping requirements provided for in subsections A and B of this section, an auto​mated 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 infor​mation for pre​scription 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 author​ized 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, distrib​uted, or dispensed provided such drug or devices are in the manufactur​er's original sealed containers or in 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. in accordance with the provisions of §54.1-3411.1.  Devices may be accepted for return or exchange provided the device is in manufacturer's original sealed packaging. 

B.
Any pharmacy accepting drugs returned from nursing homes for the purpose of re-dispensing 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)  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 re-dispensing to include assurance that the drugs have been stored according to official compendial standards; and

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

18 VAC 110-20-430.  Chart order.


A chart order for a drug to be dispensed for administration to an in-patient in a hospital shall be exempt from the requirement of including all elements of a prescription as set forth in § 54.1-3408 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 author​ized personnel.


5.
Ensure that the storage area for patients’ drugs is well lighted, of sufficient size to permit storage without crowding, and is main​tained 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 re-dispensing 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 wit​nessed by the pharmacist-in-charge and by another pharmacy em​ployee.  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 and/or destroyed 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 within 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 a 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, which have been donated pursuant to §54.1-3301 (11) of the Code of Virginia shall apply for a controlled substances registration and inform the board of all sources of the donated drugs for this purpose on a form provided by the board.

B.
A practitioner shall comply with the storage and security requirements set forth in 18 VAC 110-20-710.  A practitioner shall maintain and comply with a written procedure for at least monthly inventory reviews for the removal of expired drugs.

C.
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 sections 18 VAC 110-20-340 and 18 VAC 110-20-350.

D.
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 section 18 VAC 110-20-330 to include the free clinic name and address, name of the prescriber, patient name and address, 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. 

E.
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-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.

F.
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 in the prescription department segregated from its regular inventory, 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.
