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Proposed Regulations
Proposed 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 110-20-320).

Statutory Authority:  Chapters 24 (§ 54.1-2400 et seq.) and 33 (§ 54.1-3300 et seq.) of Title 54.1 of the Code of Virginia.
Public Hearing Date:  June 7, 2005 - 9 a.m.
Public comments may be submitted until July 29, 2005.

(See Calendar of Events section

for additional information)

Agency Contact:  Elizabeth Scott Russell, RPh, Executive Director, Board of Pharmacy, 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:  Chapter 24 (§ 54.1-2400 et seq.) of Title 54.1 of the Code of Virginia establishes the general powers and duties of health regulatory boards including the responsibility to promulgate regulations in accordance with the Administrative Process Act. The specific statutory authority for the Board of Pharmacy to regulate the practice of pharmacy including the dispensing of controlled substances is found in § 54.1-3307 of the Code of Virginia.

Purpose:  The board is amending regulations because the current rule is in conflict with the policy of all third-party insurance companies that require prescriptions to be renewed annually in order to be reimbursed and with the rules of all surrounding states. Approximately 85% of all prescriptions are covered by Medicaid or some other third-party payer. The disparity in requirements causes confusion on the part of patients who believe they have refills remaining, but the pharmacy cannot refill the prescription if third-party reimbursement is involved.
In addition, the pharmacist has no assurance that a prescription written more than one year ago continues to be valid based on a bona fide practitioner-patient-pharmacist relationship as required in § 54.1-3303 of the Code of Virginia. Continuity of care is necessary for patient health and safety, including at least a yearly reexamination of the prescription options for treatment of a particular disease or condition.

Pharmacists attempting to verify with the prescriber that the prescription is still valid after a year or more often find an invalid practitioner-patient relationship due to relocations, changes in primary care physicians and other reasons. Transfers of prescriptions from state to state are also confusing since Virginia’s rule is inconsistent with many other states.

The amended regulation would provide that the “default” limit would be one year if a prescriber indicates PRN on the prescription. However, if, in the judgment of a prescriber, a prescription could safely be written for a period longer than one year, he can indicate the number of refills to cover a time not to exceed a two-year limitation for dispensing or refilling.

Substance:  The proposed amendment changes the limit of time for dispensing or refilling Schedule VI drugs from two years from the date of issuance to one year from date of issuance, unless the prescriber specifies a longer period, not exceeding two years.
Issues:  The primary advantage to the public is consistency in the refill requirements so prescriptions can be filled and dispensed without undue confusion and delay. As private businesses, pharmacies may have fewer prescriptions that exceed the one year for refilling and necessitate contact with the prescriber who may not have seen the patient in recent months and be reluctant to grant a refill request over the phone.

For consumers that do not have prescription coverage by a third-party payer, the additional amendment proposed by the board will allow a prescription to continue to be valid for two years if a prescriber does not believe it is necessary for a patient to be seen during that period for the disease or condition being treated by the drug. While the pharmacy can usually get authorization to refill an expired prescription without the patient being seen by the prescriber, some are reluctant to continue a patient on a medication without a reevaluation of the condition for which the prescription was written.

There are no disadvantages to the agency.  There may be a slight advantage in having a regulation that is consistent with the vast majority of other states and all third-party payers in that there would be less confusion.

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 prohibit dispensing and refilling of Schedule VI drugs more than one year after the date on which the prescription was issued, unless the prescriber specifically authorizes dispensing or refilling for a longer period of time not to exceed two years.

Estimated economic impact.  The current regulations limit the dispensing and refilling of Schedule VI prescriptions to not more than two years after the date on which the prescription was issued. The board proposes to reduce the time limit to not more than one year after the date on which the prescription was issued unless the prescriber specifically authorizes dispensing or refilling for a longer period not to exceed two years.

Approximately 85% of all prescriptions are covered by Medicaid or some other third-party payer.1  All or most third-party insurance payers require prescriptions to be renewed annually in order to be reimbursed.2  If the possessors of such third-party insurance try to fill or refill a prescription that was issued more than one year ago, the pharmacist will inform the patient that his insurance will not pay for the fill or refill.  In most cases the pharmacist will then call the prescriber and request a new prescription.3
In practice, confusion can arise for patients, particularly concerning refills. For example, a physician may write out a prescription with enough doses per bottle to last a month, along with the notation PRN. PRN (pro renata) effectively indicates that the prescription may be repeatedly refilled as long as the law allows.4  Under the current regulations, this prescription in the example could potentially be refilled 24 times (once a month over two years). The standard software currently commonly used by pharmacists will then indicate on the prescription label that the prescription may be refilled 24 times.5  As indicated above, all or most third-party health insurance will only pay for refills of prescriptions that were issued within the previous 12 months. Thus, it is common for patients to believe that they may refill their prescription because the label indicates that refills remain, when their insurance will not pay for any more refills on that prescription. The board has indicated that it is time consuming for pharmacists to explain the situation to confused patients, and that at times animosity occurs due to the confusion.

If the proposed amendment becomes law, then the prescription with the notation of PRN in the example could only potentially be refilled 12 times (once a month over one year). The standard pharmacist software will then indicate on the prescription label that the prescription may be refilled 12 times. If the patient requests refills once a month, then there will be no occasion for the patient to request a refill that will not be covered by insurance.6  On the other hand, if the patient takes more than a month at some point to request a refill, less than the 12 refills mentioned on the label will be eligible for insurance coverage. Nevertheless, there will be fewer incidences of patients believing that they may refill their prescription because the label indicates that refills remain, when their insurance will not pay for any more refills on that prescription. Fewer incidences of confusion will result in less time spent by pharmacists and their staff explaining the situation to patients, and fewer cases of developing animosity. This is clearly beneficial for pharmacists. Reduced wasted time will benefit affected patients as well.

Prior to the current proposal, the board proposed to limit the dispensing and refilling of Schedule VI prescriptions to not more than one year after the date on which the prescription was issued, but did not propose to allow the dispensing of Schedule VI prescriptions for up to two years if specified by the prescriber. This earlier proposal was costly to the patients with the approximate 15% of prescriptions that are not covered by a third-party payer. For these patients the end of insurance coverage not coinciding with the end of refills legally permitted is not relevant. Some of these patients may have physicians or other prescribers who prefer that their patients be able to refill prescriptions over one year after the initial prescription. This is particular true for patients with conditions that will not go away with time. The Board of Medicine indicated by memorandum that it opposed the proposed amendment. In the memorandum the executive director of the Board of Medicine stated that "Many patients who require refills of prescriptions are on maintenance drugs and under the continuous care of a physician. To require that a prescription be re-written once a year is an inconvenience to patients …"

The current proposed regulations do permit the dispensing of Schedule VI prescriptions for up to two years if specified by the prescriber. Thus, unlike the earlier proposal, the current proposed regulations are not costly to patients who have physicians or other prescribers who prefer that their patients be able to refill prescriptions over one year after the initial prescription. Since the proposed amendment produces benefits and no significant costs, the proposal produces a net benefit.

Businesses and entities affected.  The proposed amendment affects the 7,675 actively licensed pharmacists, 1,517 permitted pharmacies, and their patients. Additionally, the amendment affects the 29,106 doctors of medicine, 1,085 doctors of osteopathic medicine, podiatrists, 2,750 interns and residents, 885 physician assistants, 4,825 nurse practitioners, 5,320 dentists, and 2,185 veterinarians that write prescriptions.

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

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

Effects on the use and value of private property.  The proposed amendment will reduce the time that pharmacists and their staff spend explaining to confused patients that their insurance does not cover requested Schedule VI prescription fills or refills more than one year after the date on which it was originally issued by their prescriber. Reduced time spent on this activity will allow pharmacists and their staff to use their time more productively.

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 the proposed regulation, 18 VAC 110-20, Regulations Governing the Practice of Pharmacy, relating to the limitation of the time for dispensing or refilling a Schedule VI prescription.

Summary:

The amendment limits the time for dispensing or refilling Schedule VI drugs to one year from date of issuance unless the prescriber specifies a longer period, not to exceed two years.

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 one year after the date on which it was issued unless the prescriber specifically authorizes dispensing or refilling for a longer period of time not to exceed two years.

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 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.
NOTICE:  The forms used in administering 18 VAC 110-20, Regulations Governing the Practice of Pharmacy, are not being published due to the large number; however, the name of each form is listed below. The forms are available for public inspection at the Department of Health Professions, 6603 West Broad Street, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
FORMS

Application for Registration as a Pharmacy Intern (rev. 6/04).

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

Application for Licensure as a Pharmacist by Examination (rev. 10/02).

Instructions for Reinstating or Reactivating a Pharmacist License (rev. 4/05).

Application to Reinstate or Reactivate a Pharmacist License (rev. 10/02 4/05).

Application for Approval of a Continuing Education Program (rev. 11/02).

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

Application for License to Dispense Drugs (permitted physician) (rev. 10/02 8/04).

Application for a Pharmacy Permit (rev. 11/02 8/04).

Application for a Nonresident Pharmacy Registration (rev. 10/02 8/04).

Application for a Permit as a Medical Equipment Supplier (rev. 10/02 8/04).

Application for a Permit as a Restricted Manufacturer (rev. 10/02 8/04).

Application for a Permit as a Nonrestricted Manufacturer (rev. 10/02 8/04).

Application for a Permit as a Warehouser (rev. 10/02 8/04).

Application for a License as a Wholesale Distributor (rev. 10/02 8/04).

Application for a Nonresident Wholesale Distributor Registration (rev. 10/02 8/04).

Application for a Controlled Substances Registration Certificate (rev. 10/02 8/04).

Renewal Notice (rev. 4/05).

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Application for a Permit as a Humane Society (rev. 10/02 8/04).

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College of Pharmacy (rev. 6/04).

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

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

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

Application for Approval of an Innovative (Pilot) Program (rev. 11/02 8/04).

Application for Registration as a Pharmacy Technician (12/02 6/04).

Instructions for Reinstating a Pharmacy Technician Registration (rev. 4/05).

Application to Reinstate a Pharmacy Technician Registration (rev. 4/05).

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

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

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

VA.R. Doc. No. R04-3; Filed May 4, 2005, 9:50 a.m.

1 Source: Department of Health Professions
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6 This of course assumes that no situation unrelated to the issue at hand that jeopardizes insurance coverage (for example, expiration of health insurance) occurs.





Volume 21, Issue 19
Virginia Register of Regulations

            Monday, May 30, 2005

1
Volume 21, Issue 19
Virginia Register of Regulations

            Monday, May 30, 2005

4
Volume 21, Issue 19
Virginia Register of Regulations

            Monday, May 30, 2005

3

