FAST-TRACK REGULATIONS

Section 2.2-4012.1 of the Code of Virginia provides an exemption from certain provisions of the Administrative Process Act for agency regulations deemed by the Governor to be noncontroversial.  To use this process, Governor's concurrence is required and advance notice must be provided to certain legislative committees.  Fast-track regulations will become effective on the date noted in the regulatory action if no objections to using the process are filed in accordance with § 2.2-4012.1.

Fast-Track Regulations
Fast-Track Regulations

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 110-20-275 and 18 VAC 110-20-710).

Statutory Authority:  §§ 54.1-2400 and 54.1-3307 of the Code of Virginia.
Public Hearing Date:  N/A -- Public comments may be submitted until August 25, 2006.
(See Calendar of Events section

for additional information)

Effective Date:  September 10, 2006.
Agency Contact:  Elizabeth Scott Russell, RPh, Executive Director, Department of Health Professions, 6603 West Broad Street, 5th Floor, Richmond, VA 23230-1712, telephone (804) 662-9911, FAX (804) 662-9313, or e-mail elizabeth.russell@dhp.virginia.gov.

Basis:  Section 54.1-2400 of the Code of Virginia provides the Board of Pharmacy the authority to promulgate regulations to administer the regulatory system.  The specific authority for the board to establish requirements for the security and integrity of prescription drugs is found in § 54.1-3307 of the Code of Virginia.

Purpose:  The proposed regulatory action is necessary to eliminate a costly requirement for certain entities that would otherwise be required to have their facilities fully alarmed in accordance with regulations for drug security.  Since the board does not require licensed pharmacies to maintain prescriptions awaiting delivery in an alarmed area, the requirement for alternate delivery sites to be alarmed, such as community services boards, seemed unnecessary.  These sites are not maintaining a stock of drugs to be dispensed; they are serving as delivery sites for prescriptions that have already been dispensed to a patient.  To enforce the current alarm requirement for community services boards, other alternate delivery sites and humane societies could jeopardize their ability to provide certain services and could be detrimental to the health and safety of the public.  With the proposed rule, the drugs will be secured in a locked room or cabinet and only accessible to the responsible party at the facility or his designee.

Substance:  The proposed amendment will eliminate the requirement for alternate delivery sites and humane societies to have alarm systems provided certain conditions for safety and security are met.

Issues:  The advantage to the public that is served by alternate delivery sites or humane societies is the availability of those services without the additional costs of installing and maintaining an alarm system.  There are no disadvantages to the public; the prescriptions are limited in quantity, awaiting pick-up by a client or a patient, typically Schedule VI drugs without any significant risk for diversion or theft.

The primary advantage to the Commonwealth is the elimination of a requirement that, if enforced, could significantly add to the cost of community services boards and other alternate delivery sites, such as student health centers in colleges and universities.  There are no disadvantages.

Rationale for Using Fast-Track Process:  The elimination of the alarm requirement for alternate delivery sites and humane societies will benefit all such entities and avoid expenditures that could jeopardize their services. The board is satisfied that the requirement to maintain prescriptions awaiting delivery at such sites in a locked area or cabinet with limited access is sufficient to protect the safety and security of the drugs.  Therefore, everyone who has worked on a solution to this dilemma has agreed to the proposed regulation, which needs to be promulgated on a fast-track to eliminate a very burdensome rule.

Department of Planning and Budget's Economic Impact Analysis:  

Summary of the proposed regulation.  The Board of Pharmacy (board) proposes to amend the Board of Pharmacy regulations to exempt certain controlled substances registrants from having to store filled prescriptions in alarmed spaces. Specifically, the board proposes to add humane societies and alternate delivery sites to the list of other registrants, researchers and animal control officers, who are allowed to store small amounts of Schedule II-V drugs in unalarmed buildings so long as other security protocols are followed.

Result of analysis.  The benefits likely exceed the costs for this proposed regulatory change.
Estimated economic impact.  Current Board of Pharmacy regulations require that controlled substances registrants whose facilities are not staffed 24 hours a day store prescription drugs "… in a fixed and secured room, cabinet or area which has a security device for the detection of breaking." The only controlled substances registrants who are currently exempt from this alarm requirement are researchers and animal control officers. The board proposes to extend this exemption to cover humane societies, which store small quantities of drugs for animals, and alternate delivery sites such as campus health centers and after-care pharmacies at local community services boards, where prescriptions that are filled at offsite pharmacies may be held for patient pick-up.

Humane societies have traditionally been allowed to store drugs in their unalarmed facilities but were inadvertently left off of the list of registrants who are exempted from code alarm requirements when this regulation was written. The proposed regulatory change adds them to this list so that they may continue to operate without having to install expensive alarm systems. This change will benefit Virginia’s citizens as it will allow humane societies to use their funds to take care of unwanted animals that might otherwise constitute a public nuisance.

The board also seeks to extend the exemption from alarm requirements to alternate delivery sites that receive filled prescriptions and hold them for patient pick-up. This exemption would allow student health centers to receive students’ prescriptions and hold them in unalarmed buildings so long as these prescriptions are kept in a locked room or cabinet where only authorized personnel can access them. Although this exemption covers storage of Schedule II-V drugs, one would expect most prescriptions held for students would be things like antibiotics and birth control pills that are Schedule V drugs, nonaddictive and unlikely to be abused.  Universities and colleges will certainly benefit from being allowed to have their student health centers in unalarmed buildings. This not only saves the price of an alarm system, but also allows greater flexibility to relocate these centers as necessary or convenient.  Since most held prescriptions are likely to have a low risk of abuse, there is likely to be little risk of increased theft of prescriptions from unalarmed student health centers.

The alarm exemption for alternate delivery sites will allow local community services boards (CSB) to serve as after-care pharmacies for clients of the Department of Mental Health, Mental Retardation and Substance Abuse Services (DMHMRSAS). Like student health centers, CSBs will benefit from the proposed regulation in that they will not have to pay for alarm systems and will have greater flexibility to move their facilities as they see fit. Given the population that DMHMRSAS serves, however, CSBs will likely receive more filled prescriptions of Schedule II-IV drugs that are more addictive and more likely to be abused. Because of this and because part of DMHMRSAS’s, and the CSBs’, target clientele is comprised of substance abusers, CSBs are likely more at risk for increasing drug theft than are student health centers. As drugs will be held in a locked and secure room or cabinet, the risk of theft, though increased, will still be minimal. In any case, the benefits to both the community services boards and their clients, who will be able to choose when and where to pick up their prescriptions, likely outweigh the costs that may arise from drug theft.

Businesses and entities affected.  This proposed regulatory change will affect the 44 humane societies that are located in the Commonwealth as well as all alternate delivery sites such as student health centers and community services boards.

Localities particularly affected.  The proposed regulation will affect all localities in the Commonwealth.

Projected impact on employment.  The proposed regulation is unlikely to affect employment.

Effects on the use and value of private property.  The proposed regulation will allow affected entities greater flexibility in how they use their property and will increase the value of that property by an amount equal to the cost of the now unnecessary alarm system.

Small businesses: costs and other effects.  To the extent that affected entities are small colleges that are for-profit and have student health centers, the proposed regulation will lower costs for affected small businesses.
Small businesses: alternative method that minimizes adverse impact.  The proposed regulation will decrease the compliance burden on the regulated community.

Legal mandate.  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.  Further, if the proposed regulation has an adverse effect on small businesses, § 2.2-4007 H requires that such economic impact analyses include (i) an identification and estimate of the number of small businesses subject to the regulation; (ii) the projected reporting, recordkeeping, and other administrative costs required for small businesses to comply with the regulation, including the type of professional skills necessary for preparing required reports and other documents; (iii) a statement of the probable effect of the regulation on affected small businesses; and (iv) a description of any less intrusive or less costly alternative methods of achieving the purpose of the regulation.  The analysis presented above represents DPB’s best estimate of these economic impacts.
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 (DPB) for amendments to 18 VAC 110-20, related to elimination of certain alternate delivery sites to have an alarm system.

Summary:

The proposed amendments eliminate the requirement for an alarm system for alternate sites for delivery of dispensed prescriptions provided the prescriptions are held in a locked room or device with access limited to the practitioner or responsible party listed on an application for a controlled substance registration or his designee.

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 a lockable room or lockable cabinet, cart, or other device that cannot be easily moved and that shall be locked at all times when not in use.  Access shall be restricted to the licensed practitioner of the healing arts or the responsible party listed on the application for the controlled substances registration, or either person's designee.

18 VAC 110-20-710. Requirements for storage and security for controlled substances registrants.

A. Drugs shall be stored under conditions which meet USP-NF specifications or manufacturers' suggested storage for each drug.

B. Any drug which has exceeded the expiration date shall not be administered; it shall be separated from the stock used for administration and maintained in a separate, locked area until properly disposed.

C. If a controlled substances registrant wishes to dispose of unwanted or expired Schedule II through VI drugs, he shall transfer the drugs to another person or entity authorized to possess and to provide for proper disposal of such drugs.

D. Drugs shall be maintained in a lockable cabinet, cart, device or other area which shall be locked at all times when not in use.  The keys or access code shall be restricted to the supervising practitioner and persons designated access in accordance with 18 VAC 110-20-700 C.

E. In a facility not staffed 24 hours a day, the drugs shall be stored in a fixed and secured room, cabinet or area which has a security device for the detection of breaking which meets the following conditions:

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

2. The installation shall be hard wired and both the installation and device shall be based on accepted burglar alarm industry standards.

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

4. The device shall fully protect all areas where prescription drugs are stored and shall be capable of detecting breaking by any means when activated.

5. Access to the alarm system shall be restricted to only designated and necessary persons, and the system shall be activated whenever the drug storage areas are closed for business.

6. An alarm system is not required for researchers or, animal control officers, humane societies, or alternate delivery sites as provided in 18 VAC 110-20-275.
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