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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 110-20-20 and 18 VAC 110-20-270; adding 18 VAC 110-20-101 through 18 VAC 110-20-106, and 18 VAC 110-20-111).

Statutory Authority: §§ 54.1-2400, 54.1-3321, and 54.1-3322 of the Code of Virginia.
Public Hearing Date: September 30, 2002 - 9 a.m.
Public comments may be submitted until November 8, 2002.

(See Calendar of Events section

for additional information)

Agency Contact: Elizabeth Scott Russell, Executive Director, Board of Pharmacy, 6606 W. Broad Street, Richmond, VA 23230, telephone (804) 662-9911, FAX (804) 662-9114 or e-mail scotti.russell@dhp.state.va.us.
Basis: Section 54.1-2400 of the Code of Virginia establishes the general powers and duties of health regulatory boards including the responsibility to promulgate regulations, levy fees, administer a licensure and renewal program, and discipline regulated professionals.

The specific statutory mandate for registration of pharmacy technicians is found in § 54.1-3321 of the Code of Virginia.

Purpose: While certain aspects of regulating the new occupation are already set in the Code of Virginia, amendments to 18 VAC 110-20 are necessary to establish the educational and testing criteria for registration of technicians that are essential to ensure that technicians are competent to work with the preparation of prescription drugs. While the pharmacist remains responsible for the work of technicians under his supervision, the board has an obligation to develop criteria for technician registration that are sufficient to provide for the health, safety and welfare of the public dependent on the accuracy and integrity of prescription drugs. Therefore, an applicant for registration is required to be trained in the knowledge and skills necessary to perform the technician tasks permitted by law and to pass an examination establishing minimal competence in that core knowledge area.

While the Code of Virginia permits persons enrolled in a pharmacy technician training program to engage in the acts restricted to a registered technician for the purpose of gaining practical experience, the regulations set a limitation on the length of time a person may work within a training program. The Code of Virginia also requires that regulations address continued competency for renewal of registration, so amendments were necessary to specify the number of hours of continuing education and the approved providers. Amendments to fees charged by the board were promulgated to provide an application fee, renewal fee and other miscellaneous fees as necessary to cover the anticipated administrative and disciplinary functions related to registration and practice of pharmacy technicians.

Substance: The substantive provisions in the amended regulations primarily involve setting criteria for training, examination and utilization of pharmacy technicians registered by the board. An applicant for registration must either provide evidence of current certification by the Pharmacy Technician Certification Board (PTCB) or complete a board-approved training program and pass a board-approved examination. To establish an approved training program, an entity must apply to the board and provide evidence that the curriculum will instruct in the applicable laws and regulations and in the tasks restricted to pharmacy technicians. Instructors are required to be licensed pharmacists, pharmacy technicians with one year of experience who are registered in Virginia or certified by PTCB, or other persons approved by the board. Pharmacies may permit a person to perform tasks that are restricted to registered technicians while that person is in a training program for no more than nine months without having that person registered. A pharmacist may monitor no more than two trainees at any one time and supervise no more than four persons, including both technicians and trainees.

Every pharmacy that employs technicians is required to maintain a site-specific training program and manual to teach such functions as proper use of equipment and computers and performing pharmacy calculations consistent with the pharmacy’s practice. The examination must test entry-level competence, meet recognized test measurement standards, and be administered by an independent third party.

For renewal of registration, the technician must attest to having five contact hours of continuing education in an approved CE program. Provisions are made for extensions and exemptions of requirements and for maintenance of documentation. Fees are set at $25 for an application or annual renewal and $150 for approval of a training program.

Issues: The primary advantages and disadvantages to the public, such as individual private citizens or businesses, of implementing the new or amended provisions: There are numerous factors that have increased workload and stress in pharmacies today including a significant increase in prescription volume, shortages in the pharmacist work pool, shrinking reimbursement for dispensed prescriptions, increased workload in processing prescriptions due to increased steps in processing insurance claims and increased numbers of patients participating in prescription payment plans, increased numbers of drugs in inventory, and greatly increased numbers of drugs in pharmacy inventories. These pressures have exposed many pharmacists to excessive workloads with greater risks for making dispensing errors. In a small percentage of pharmacies, new technology and robotics have been useful in addressing the problem, but in the vast majority of situations, especially retail pharmacies, the pharmacy is using the pharmacy technician to assist the pharmacist with the workload. In response to this need to handle the increasing workload, the board several years ago increased the ratio of pharmacist to technicians from 1:1 to 1:3, provided the technician held a national credential as assurance of minimal competence. It is estimated that as many as a third to a half of the technicians now hold that credential (PTCB). While this did prove helpful in some settings, there are not enough PTCB certified technicians to meet the demand. The PTCB examination is only administered three times a year and is a relatively difficult examination.

While there was a recognition of the need to allow pharmacists to supervise more technicians to handle workload, there was also a serious concern about the lack of training for some technicians and the absence of criteria for minimal competence as well as lack of accountability for the technician. Pharmacists were then and remain responsible for checking the final prescription product before it is dispensed, but a number of dispensing errors have been made by technicians and not caught by the checking pharmacist prior to dispensing.

For this reason, the General Assembly amended the Code of Virginia to require registration of technicians and mandated the board to establish educational, training and examination qualifications. The amended rules have set minimal criteria for training in an approved program and for passage of an examination in order to make registration accessible to most persons currently working in the pharmacy. There are several advantages to the public. By requiring registration, the board will have the ability to hold the technician accountable for his actions and will be able to take action against the registration if warranted which will keep a technician who is impaired, incompetent, or otherwise not authorized to perform technician tasks from leaving one pharmacy and becoming employed by another. There will be consistent standards for training and testing providing greater assurance to the public that the persons working in the prescription department are knowledgeable in their tasks. Because of the pharmacist shortage and low reimbursements, hiring additional pharmacists is usually not an option for pharmacies with excessive workload. Pharmacies will benefit from being able to have one pharmacist supervise up to four technicians, thus increasing the capacity to provide quality pharmacy services without hiring additional pharmacists.

As with any restrictions in the ability to perform certain tasks, those restrictions may create temporary shortages in the workforce. A disadvantage to pharmacies may be higher wages demanded by registered technicians although most pharmacies already offer incentive programs with higher wages to a technician who obtains PTCB certification, because performance and retention improves. Pharmacies may have employees who are currently performing technician tasks who are not able to qualify for registration or who choose not to meet criteria for registration. These employees will not be able to continue to perform technician duties, but may be retained to perform clerical tasks. Pharmacies may have some expenses associated with costs of training personnel to meet criteria for registration, or in recruiting persons who already meet requirements.

The primary advantages and disadvantages to the agency or the Commonwealth: There are no discernable advantages or disadvantages to the agency or the Commonwealth.

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 G of the Administrative Process Act and Executive Order Number 25 (98). Section 2.2-4007 G 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. Pursuant to §§ 54.1-3321 and 54.1-2400 of the Code of Virginia, the Board of Pharmacy proposes to establish (i) requirements for pharmacy technician registration, (ii) pharmacy technician registration fees, and (iii) criteria for approval of pharmacy technician training programs.

Estimated economic impact. According to the Department of Health Professions (department), in recent years various pressures1 have significantly added to pharmacists’ workloads. Most pharmacies use pharmacy technicians to assist pharmacists with their increasing responsibilities. Under current regulations, pharmacy technicians are not required to obtain registration, certification, licensure, or any other similar sanctioning from the Commonwealth. Concerns about the risks of dispensing errors, which can cause serious adverse health outcomes,2 spurred the General Assembly to amend the Code to require pharmacy technician registration to help assure minimum competency. Section 54.1-3321 of the Code of Virginia states “No person shall perform the duties of a pharmacy technician without first being registered as a pharmacy technician with the Board.” The Code further details what constitutes the duties of a pharmacy technician. The board proposes to establish requirements for pharmacy technician registration, pharmacy technician registration fees, and criteria for approval of pharmacy technician training programs in order to comply with the Code.

The proposed regulations require that in order to be registered as a pharmacy technician, applicants must either hold current certification from the national Pharmacy Technician Certification Board (PTCB) or complete a board-approved training program and pass a board-approved examination. The department estimates that from one third to one half of technicians currently hold the PTCB certification. To obtain PTCB certification, a comprehensive examination must be passed. According to the department, the exam includes some difficult subject matter that may be of interest to pharmacy technicians, but which may not be necessary to perform the tasks that pharmacy technicians are permitted to conduct under Virginia law. The PTCB exam has a $105 fee. In order to maintain certification, technicians must complete 20 hours of continuing education every two years with one hour in pharmacy law and pay a re-certification fee of $25.

Major retail pharmacy chains already offer formalized training to their employees.3 According to the department, most or all of these training programs are likely to be approved by the board. Other pharmacies may also choose to put together an in-house training program for approval before the board. The application fee for board approval of a training program is $150. Individuals wishing to obtain the training required for the Virginia pharmacy technician registration may also obtain training from pharmacy schools or community colleges. For example, J. Sargeant Reynolds offers 19 hours of course work for pharmacy technicians at a cost of $42 per hour. Since there are no requirements for a prescribed number of educational hours in the proposed regulations, it may not be necessary to take all 19 hours; but if a student chose to do so, the total cost would be $798. The exam fee will depend on future contracts developed for administration by one or more outside vendors, but is anticipated by the board to be less than the $105 fee charged for the PTCB exam.

Both the initial registration fee and annual renewal fees are $25. Pursuant to § 54.1-3321 of the Code of Virginia, the board also proposes to establish continuing education requirements as a condition of registration renewal. Specifically, technicians must complete a minimum of five contact hours of approved continuing education for each annual renewal registration. According to the department, numerous free classes pertaining to pharmacy technicians already exist and would be accepted for continuing education credit. Some of the courses are online and thus would save on transportation costs.

The costs of the proposed registration requirements include the annual registration fees, exam fees, training expenses, and the training program approval fees described above. Time spent on continuing education will also be a new required expense for technicians. In addition, the prohibition against individuals working as pharmacy technicians without Virginia registration will decrease the supply of individuals legally qualified to work as pharmacy technicians. The decreased supply will likely increase the market wages for technicians, increasing costs for pharmacies. The reduced supply may also lead to reduced staffing, which may increase dispensing errors due to rushed or tired staff.

The benefits of the proposed registration requirements include a potential decrease in the probability that dispensing errors are made. Though it does seem likely that prohibiting individuals from working as technicians who fail to prove knowledgeable in areas deemed necessary for safe dispensing will reduce the probability of dispensing errors, no evidence or research has been provided to demonstrate to what extent, if any, that dispensing mistakes will be reduced. Thus, without any data reflecting the impact of registration requirements on dispensing errors, an accurate determination on whether the potential benefits of the registration requirements exceed the costs cannot be made.

Under the current regulations a pharmacist may supervise up to three technicians if all three have PTCB certification; otherwise, the pharmacist may only work with one technician at a time. Under the proposed regulations a pharmacist may work with up to four technicians at a time. Of course, all four will need to hold Virginia registration. According to the department, it is very unusual for pharmacies to require four technicians at one time. Thus, increasing the maximum number of technicians per pharmacist will have little affect. But, to the extent that obtaining registration through completing a board-approved training program and passing a board-approved examination is easier than obtaining PTCB certification, it may become easier for pharmacies to find legally qualified individuals to fill technician positions when two or three are desired per pharmacist.

It appears that when one technician per pharmacist is desired, the supply of legally qualified technicians is reduced under the proposed regulations. (Registration is required under the proposed regulations, but not the current regulations.) When two, three, or four technicians per pharmacist are desired, to the extent that obtaining registration through completing a board-approved training program and passing a board-approved examination is easier than obtaining PTCB certification, the supply of legally qualified technicians is increased under the proposed regulations. Considering that according to current estimates (see next section) the number of technicians in the Commonwealth is less than the number of pharmacists, the one technician per pharmacist is likely most relevant. Thus, the net effect of the proposed changes will likely be a constriction of supply of technicians with resulting upward pressure on wages.

Businesses and entities affected. The proposed regulations affect the 1,525 pharmacies, 5,485 pharmacists, and 5,000 pharmacy technicians in the Commonwealth,4 as well as consumers of pharmaceuticals.

Localities particularly affected. The proposed regulations affect all Virginia localities.

Projected impact on employment. As explained above, the proposed regulations will likely reduce the supply of legally qualified technicians and increase the market wages of those that remain or enter the profession.

Effects on the use and value of private property. The proposed regulations will to varying degrees, depending on current technician hiring practices, increase costs for pharmacies. The increased costs will have some negative impact on the value of those businesses. In most cases the impact will be relatively small compared to the overall business valuation.

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 18 VAC 110-20 for registration of pharmacy technicians.

Summary:

The proposed changes add miscellaneous licensing fees for pharmacy technicians. Other amendments establish criteria for the training program, examination and evidence of continued competency for registration of technicians. Further, amendments specify that current certification from the Pharmacy Technician Certification Board qualifies a person for registration.

18 VAC 110-20‑20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Fee for initial pharmacist licensure.

1. The application fee for a pharmacist license shall be $50.

2. The fees for taking all required examinations shall be paid directly to the examination service as specified by the board.

3. The application fee for a person whose license has been revoked or suspended indefinitely shall be $300.

C. Renewal of pharmacist license.

1. The annual fee for renewal of a pharmacist license shall be $50.

2. The annual fee for renewal of an inactive pharmacist license shall be $35.

3. If a pharmacist fails to renew his license within the Commonwealth by the renewal date, he must pay the back renewal fee and a $25 late fee within 60 days of expiration.

4. Failure to renew a pharmacist license within 60 days following expiration shall cause the license to lapse and shall require the submission of a reinstatement application, payment of all unpaid renewal fees, and a delinquent fee of $50.

D. Other licenses or permits.

1. The following fees shall be required upon submission of a new facility application, change of ownership of an existing facility, or annual renewal:

a. Pharmacy permit
$200

b. Permitted physician to dispense drugs
$200

c. Nonrestricted manufacturing permit
$200

d. Restricted manufacturing permit
$150

e. Wholesale distributor license
$200

f. Warehouser permit
$200

g. Medical equipment supplier permit
$150

h. Licensed humane society permit
$10

2. The following fees shall be required for facility changes:

a. Application for a change of the pharmacist‑in‑charge
$25

b. Application for a change of location or a remodeling which requires an inspection
$100

3. The following fees shall be required for late renewals or reinstatement.

a. If a licensee fails to renew a required license or permit prior to the expiration date, a $25 late fee shall be assessed.

b. If a required license or permit is not renewed within 60 days after its expiration, the license or permit shall lapse, and continued practice or operation of business with a lapsed license or permit shall be illegal. Thereafter, reinstatement shall be at the discretion of the board upon submission of an application accompanied by all unpaid renewal fees and a delinquent fee of $50.

E. Controlled substances registration.

1. The annual fee for a controlled substances registration as required by § 54.1‑3422 of the Code of Virginia shall be $20.

2. If a registration is not renewed within 60 days of the expiration date, the back renewal fee and a $10 late fee shall be paid prior to renewal.

3. If a controlled substance registration has been allowed to lapse for more than 60 days, all back renewal fees and a $25 delinquent fee must be paid before a current registration will be issued. Engaging in activities requiring a controlled substance registration without holding a current registration is illegal and may subject the registrant to disciplinary action by the board. Reinstatement of a lapsed registration is at the discretion of the board and may be granted by the executive director of the board upon completion of an application and payment of all fees.

F. Other fees.

1. A request for a duplicate wall certificate shall be accompanied by a fee of $25.

2. The fee for a returned check shall be $15.

3. The fee for board approval of an individual CE program is $100.

4. The fee for board approval of a robotic pharmacy system shall be $150.

5. The fee for a board‑required inspection of a robotic pharmacy system shall be $150.

G. Approval of new process or procedure in pharmacy.

1. The fee for filing an application for board review of a new process, procedure or pilot project in pharmacy pursuant to § 54.1-3407.2 of the Code of Virginia shall be $250. The initial application shall specify each pharmacy location in which the pilot is to be implemented.

2. The fee for an inspection of a pilot process or procedure, if required by the informal conference committee, shall be $150 per location.

3. If the board determines that a technical consultant is required in order to make a decision on approval, any consultant fee, not to exceed the actual cost, shall be paid by the applicant.

4. The fee for a change in the name of the pharmacist responsible for the pilot program shall be $25.

5. Continued approval.

a. In the initial order granting approval, the informal conference committee shall also set an approval period with a schedule for submission of reports and outcome data. The frequency for submission of required reports shall not exceed four times per year.

b. The committee shall determine the appropriate fee for continued approval, which shall be based on the requirements for review and monitoring but which shall not exceed $200 per approval period.

H. Pharmacy technicians.

1. The application fee for initial registration as a pharmacy technician is $25.

2. The application fee for a person whose registration has been suspended or revoked is $125.

3. The annual fee for renewal of a pharmacy technician registration is $25.

4. If a pharmacy technician fails to renew his registration within the Commonwealth by the renewal date, he must pay the back renewal fee and a $10 late fee within 60 days of expiration.

5. Failure to renew a pharmacy technician registration within 60 days following expiration shall cause the registration to lapse and shall require the submission of a reinstatement application, payment of all unpaid renewal fees, and a delinquent fee of $25.

6. The application fee for approval of a training program for pharmacy technicians shall be $150.

PART III.
REQUIREMENTS FOR PHARMACY TECHNICIAN REGISTRATION.

18 VAC 110-20-101. Application for registration as a pharmacy technician.

A. Any person wishing to apply for registration as a pharmacy technician shall submit the application fee and an application on a form approved by the board.

B. In order to be registered as a pharmacy technician, an applicant shall provide evidence of the following:

1. Satisfactory completion of an approved training program, and

2. A passing score on a board-approved examination.

C. In lieu of the requirements of subsection B of this section, an applicant may provide evidence of current PTCB certification.

18 VAC 110-20-102. Criteria for approval for training programs.

A. Any person wishing to apply for approval of a pharmacy technician training program shall submit the application fee and an application on a form approved by the board and meet the criteria established in this section.

B. The curriculum of a training program for pharmacy technicians shall include instruction in applicable laws and regulations and in the tasks that may be performed by a pharmacy technician to include the following or any other task restricted to pharmacy technicians in regulation:

1. The entry of prescription information and drug history into a data system or other recordkeeping system;

2. The preparation of prescription labels or patient information;

3. The removal of the drug to be dispensed from inventory;

4. The counting, measuring, or compounding of the drug to be dispensed;

5. The packaging and labeling of the drug to be dispensed and the repackaging thereof;

6. The stocking or loading of automated dispensing devices or other devices used in the dispensing process; and

7. The acceptance of refill authorization from a prescriber or his authorized agent provided there is no change to the original prescription.

C. Instructors shall be either (i) a pharmacist with a current unrestricted license in any jurisdiction in the United States; (ii) a pharmacy technician with at least one year of experience performing technician tasks who holds a current unrestricted registration in Virginia or a current PTCB certification; or (iii) other person approved and deemed qualified by the board to be an instructor.

D. The length of the program shall be sufficient to prepare a program participant to sit for the board-approved examination and demonstrate entry-level competency.

E. The program shall maintain records of program participants either on-site or at another location where the records are readily retrievable upon request for inspection. Records shall be maintained for two years from date of completion or termination of program.

18 VAC 110-20-103. Examination.

A. The board shall approve one or more examinations to test entry-level competency for pharmacy technicians. In order to be approved, a competency examination shall be developed in accordance with and meet the recognized acceptable test measurement standards of the Joint Technical Standards for Education and Psychological Testing (American Psychological Association, current edition), and shall be administered by an independent third party.

B. The board may contract with an examination service for the development and administration of a competency examination.

C. The board shall determine the minimum passing standard on the competency examination.

18 VAC 110-20-104. Address of record.

It shall be the duty and responsibility of each pharmacy technician to inform the board of his current address. A pharmacy technician shall notify the board in writing of any change of an address of record within 30 days. All notices required by law or by these rules and regulations are deemed to be legally given when mailed to the address given and shall not relieve the registrant of the obligation to comply.

18 VAC 110-20-105. Renewal and reinstatement of registration.

A. Pharmacy technician registrations expire on December 31 and shall be renewed annu​ally prior to that date by the submission of a renewal fee and renewal form. A pharmacy technician newly registered on or after July 1 shall not be re​quired to renew that registration until December 31 of the following year. Failure to receive the application for renewal shall not relieve the pharmacy technician of the responsibility for renewing the registration by the expiration date.

B. A pharmacy technician who fails to renew his registration by the expiration date has 60 days in which to renew by submission of the renewal and late fee, renewal form, and proof of required continuing education.

C. Failure to renew within the 60 days of expira​tion shall cause his registration to lapse. Reinstatement may be granted by the executive director of the board upon completion of an application for reinstatement of registration, the payment of all back renewal fees and a delinquent fee, and submission of original continuing education certificates. Conducting tasks associated with a pharmacy technician with a lapsed registration shall be illegal and may subject the registrant to disciplinary action by the board.

D. A person who fails to reinstate a pharmacy technician registration within five years of expiration, shall not be eligible for reinstatement and shall repeat an approved training program and repeat and pass the examination, or hold current PTCB certification, before applying to be reregistered.

18 VAC 110-20-106. Requirements for continued competency.

A. A pharmacy technician shall be required to have completed a minimum of 0.5 CEUs or five contact hours of approved continuing education for each annual renewal of registration. Hours in excess of the number required for renewal may not be transferred or credited to another year.

B. An approved continuing education program shall meet the requirements as set forth in subsection B of 18 VAC 110-20-90.

C. Upon written request of a pharmacy technician, the board may grant an extension of up to one year in order for the pharmacy technician to fulfill the continuing education requirements for the period of time in question. The granting of an extension shall not relieve the pharmacy technician from complying with current year requirements. Any subsequent extension shall be granted for good cause shown.

D. Original certificates showing successful completion of continuing education programs shall be maintained by the pharmacy technician for a period of two years following the renewal of his registration. The pharmacy technician shall provide such original certificates to the board upon request in a manner to be determined by the board.

18 VAC 110-20-111. Pharmacy technicians.

A. Every pharmacy that employs or uses pharmacy technicians shall maintain a site-specific training program and manual for training pharmacy technicians to work at that pharmacy. The program shall include training consistent with that specific pharmacy practice to include, but not be limited to, training in proper use of site-specific computer programs and equipment, proper use of other equipment used at the pharmacy in performing technician duties, and pharmacy calculations consistent with the duties at that pharmacy.

B. Every pharmacy shall maintain documentation of successful completion of the site specific training program for each pharmacy technician for the duration of the employment and for a period of two years from date of termination of employment. Documentation for currently employed pharmacy technicians shall be maintained on site or at another location where the records are readily retrievable upon request for inspection. After employment is terminated, such documentation may be maintained at an off-site location where it is retrievable upon request.

C. Every pharmacy that employs or uses a person enrolled in an approved pharmacy technician training program pursuant to § 54.1-3321 D of the Code of Virginia shall allow such person to conduct tasks restricted to pharmacy technicians for no more than nine months without that person becoming registered as a pharmacy technician with the board. Every pharmacy using such a person shall have documentation on site and available for inspection showing that the person is currently enrolled in an approved training program.

PART III IV.
PHARMACIES.

PART IV V.
NUCLEAR PHARMACIES.

PART V VI.
DRUG INVENTORY AND RECORDS.

PART VI VII.
PRESCRIPTION ORDER AND DISPENSING STANDARDS.

18 VAC 110-20-270. Dispensing of prescriptions; acts restricted to pharmacists; certification of completed prescriptions; supervision of pharmacy technicians.

A. The following acts shall be performed by a pharmacist, or by a pharmacy intern provided a method for direct monitoring by the pharmacist of such acts is provided:

1. The evaluation of a prescription for its completeness, validity, safety and appropriateness of drug therapy in conformity with provisions of §§ 54.1-3303, 54.1-3319, 54.1-3408, 54.1-3408.01, 54.1-3408.02, 54.1-3408.1, and 54.1-3410 of the Code of Virginia and to current practices in pharmacy.

2. The receiving of an oral prescription from a practitioner or his authorized agent and the transcribing of such oral or electronically transmitted prescription to hard copy or directly into a data processing system.

3. The personal supervision of the compounding of extemporaneous preparations.

4. The conducting of a prospective drug review as required by § 54.1-3319 of the Code of Virginia prior to the dispensing or refilling of any prescription.

5. The providing of drug information to the public or to a practitioner.

6. The communication with the practitioner regarding any changes in a prescription, substitution of the drug prescribed, drug therapy, or patient information.

7. The direct supervision of those persons assisting the pharmacist in the prescription department under the following conditions:

a. Only one person who is not a pharmacist may be present in the prescription department at any given time with each pharmacist for the purpose of assisting the pharmacist in preparing and packaging of prescriptions or for the purpose of requesting or receiving refill authorization provided there is no change from the original prescription. If the pharmacy is using persons who hold current certification from PTCB or any other nationally recognized certifying body approved by the board, the ratio may be one pharmacist to three assistants.

b. In addition to the person or persons authorized in subdivision 7 a of this subsection, personnel authorized by the pharmacist may be present in the prescription department for the purpose of performing clerical functions, to include data entry of prescription and patient information into a computer system or a manual patient profile system.

A. In addition to the acts restricted to a pharmacist in § 54.1-3320 A of the Code of Virginia, a pharmacist shall provide personal supervision of compounding of extemporaneous preparations by pharmacy technicians.

B. A pharmacist directly monitoring the activities of a person enrolled in an approved pharmacy technician training program who is performing the tasks restricted to a pharmacy technician prior to registration in accordance with § 54.1-3321 D of the Code of Virginia shall not monitor more than two such trainees at the same time, and at no time shall a pharmacist supervise more than four persons performing technician functions to include technicians and trainees.

B. C. After the prescription has been prepared and prior to the delivery of the order, the pharmacist shall inspect the prescription product to verify its accuracy in all respects, and place his initials on the record of dispensing as a certification of the accuracy of, and the responsibility for, the entire transaction.
C. D. If a pharmacist declines to fill a prescription for any reason other than the unavailability of the drug prescribed, he shall record on the back of the prescription the word "declined"; the name, address, and telephone number of the pharmacy; the date filling of the prescription was declined; and the signature of the pharmacist.

PART VII VIII.
LABELING AND PACKAGING STANDARDS FOR PRESCRIPTIONS.

PART VIII IX.
STANDARDS FOR PRESCRIPTION TRANSACTIONS.

PART IX X.
COMPOUNDING STERILE PHARMACEUTICAL PRODUCTS.

PART X XI.
UNIT DOSE DISPENSING SYSTEMS.

PART XI XII.
PHARMACY SERVICES TO HOSPITALS.

PART XII XIII.
PHARMACY SERVICES TO LONG-TERM CARE FACILITIES.

PART XIII XIV.
OTHER INSTITUTIONS AND FACILITIES.

PART XIV XV.
EXEMPTED STIMULANT OR DEPRESSANT DRUGS AND CHEMICAL PREPARATIONS.

PART XV XVI.
MANUFACTURERS, WHOLESALE DISTRIBUTORS, WAREHOUSERS, AND MEDICAL EQUIPMENT SUPPLIERS.

PART XVI XVII.
CONTROLLED SUBSTANCES REGISTRATION FOR OTHER PERSONS OR ENTITIES.

NOTICE: The forms used in administering 18 VAC 110-20, Regulations Governing the Practice of Pharmacy, are not being published due to the number of pages; however, the name of each form is listed below. The forms are available for public inspection at the Board of Pharmacy, 6606 W. 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. 12/98).

Affidavit of Practical Experience, Pharmacy Intern (rev. 12/98).

Application for Licensure as a Pharmacist by Examination (rev. 12/98).

Application to Reactivate Pharmacist License (rev. 12/98).

Application for Approval of a Continuing Education Program (rev. 3/99).

Application for Approval of ACPE Pharmacy School Course(s) for Continuing Education Credit (rev. 10/00).

Application for License to Dispense Drugs (permitted physician) (rev. 11/98).

Application for a Pharmacy Permit (rev. 4/00).

Application for a Non‑Resident Pharmacy Registration (rev. 12/98).

Application for a Permit as a Medical Equipment Supplier (rev. 3/99).

Application for a Permit as a Restricted Manufacturer (rev. 3/99).

Application for a Permit as a Non‑Restricted Manufacturer (rev. 3/99).

Application for a Permit as a Warehouser (rev. 3/99).

Application for a License as a Wholesale Distributor (rev. 4/00).

Application for a Non‑Resident Wholesale Distributor Registration (rev. 3/99).

Application for a Controlled Substances Registration Certificate (rev. 1/99).

Application for Controlled Substances Registration Certificate for Optometrists (eff. 12/98).

License Renewal Notice and Application for Pharmacists (rev. 11/00).

License Renewal Notice and Application for Facilities (rev. 11/00).

Application to Reinstate a Pharmacist License (rev. 3/99).

Application for a Permit as a Humane Society (rev. 3/99).

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College of Pharmacy (rev. 12/98).

Closing of a Pharmacy (rev. 3/99).

Application for Approval of a Robotic Pharmacy System (eff. 8/00).

Notice of Inspection Fee Due for Approval of Robotic Pharmacy System (eff. 8/00).

Application for Approval of an Innovative (Pilot) Program (eff. 1/01).

Application for Registration as a Pharmacy Technician (eff. 8/02).

Application for Approval of a Pharmacy Technician Training Program (eff. 8/02).

VA.R. Doc. No. R02-7; Filed August 7, 2002, 12:14 p.m.

1 The department cites (i) significant increases in prescription volume, (ii) shortages in the pharmacist work pool, (iii) shrinking reimbursement for dispensed prescriptions, (iv) increased workload in processing prescriptions due to increased steps in processing insurance claims, (v) increased numbers of patients participating in prescription payment plans, (vi) increased numbers of drugs in inventory, and (vii) greatly increased numbers of drugs in pharmacy inventories as putting increased pressure on pharmacists and increasing the likelihood of errors.


2 According to the Department of Health Professions, at least one death in Virginia has been linked to a dispensing error by a pharmacy technician.


3 Source: Department of Health Professions.


4 Number estimates provided by the Department of Health Professions.
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