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Brief summary  
 
Please provide a brief summary (no more than 2 short paragraphs) of the proposed new regulation, 
proposed amendments to the existing regulation, or the regulation proposed to be repealed.  Alert the 
reader to all substantive matters or changes.  If applicable, generally describe the existing regulation.  
Also, please include a brief description of changes to the regulation from publication of the proposed 
regulation to the final regulation.   
              
The agency is amending regulations in order to address the numerous questions and 
recommendations that arose from the periodic review conducted by board members and advisors 
from all aspects of pharmacy practice.  In some cases, there is a need for clarification of a rule; in 
others there is a need to amend the regulation to allow the practice of pharmacy to be more 
responsive to patient needs and changing times.   
 
Some of the issues being addressed by amendments to regulations include:  1) Practical 
experience leading up to licensure by allowing interns to count hours within the school 
curriculum and by clearly delineating expiration dates for internships; 2) Oversight of continuing 
education approval by setting expiration dates for courses; 3) Guidance for free clinics to allow 
greater access to areas where drugs are kept; 4) Oversight of pharmacy technician training by 
setting a time limit on work by a person engaged in a program and an expiration for programs 
approved by the Board; and 5) Elimination of board approval of robotic systems by incorporating 
criteria for such systems in regulation.  
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In the adoption of final regulations, the Board made the following changes to the proposed 
language: 1) Removed the phrase “and drugs on hand” in the definition of "perpetual inventory" to 
clarify that pharmacies only have to record receipt and distribution of Schedule II drugs on an 
ongoing basis, with the physical count and reconciliation required at least monthly; 2) Eliminated 
the conflict in subsections D and E of section 110 to clarify that the final inventory by a PIC who 
is leaving is optional; 3) Changed “immediately” to “within 14 days” in the requirement for 
upgrading the alarm system if there is a breaking; 4) Amended section 240 A to require a 
perpetual inventory to be reconciled “monthly” rather than every 30 days: 5) Added a descriptor 
after “by other means” to include “professional judgment” to clarify that the determination that a 
prescription is a forgery may include the judgment of the pharmacist; 6) Specified that humane 
societies and shelters could maintain drugs consistent with § 54.1-3423, which was newly 
enacted in 2009. 
 

Statement of final agency action 
 
Please provide a statement of the final action taken by the agency including (1) the date the action was 
taken, (2) the name of the agency taking the action, and (3) the title of the regulation. 
                
 
On March 11, 2009, the Board of Pharmacy adopted final amendments to 18VAC110-20-10 et 
seq., Regulations Governing the Practice of Pharmacy. 
 

Legal basis 
 
Please identify the state and/or federal legal authority to promulgate this proposed regulation, including  
(1) the most relevant law and/or regulation, including Code of Virginia citation and General Assembly 
chapter numbers, if applicable, and (2) promulgating entity, i.e., agency, board, or person.  Describe the 
legal authority and the extent to which the authority is mandatory or discretionary.   
              
 
Regulations are promulgated under the general authority of Chapter 24 of Title 54.1 of the Code of 
Virginia. Section 54.1-2400, which provides the Board of Pharmacy the authority to promulgate 
regulations to administer the regulatory system: 
 
§ 54.1-2400 -General powers and duties of health regulatory boards  
The general powers and duties of health regulatory boards shall be:  
 … 
6. To promulgate regulations in accordance with the Administrative Process Act (§ 9-6.14:1 et 
seq.) which are reasonable and necessary to administer effectively the regulatory system. Such 
regulations shall not conflict with the purposes and intent of this chapter or of Chapter 1 (§ 54.1-
100 et seq.) and Chapter 25 (§ 54.1-2500 et seq.) of this title. … 
 
The specific authority to issue licenses and permits to pharmacists and pharmacies and to control 
the sale and dispensing of prescription drugs is found in the Code of Virginia in Chapters 33 and 
34 of Title 54.1. 
http://leg1.state.va.us/cgi-bin/legp504.exe?000+cod+TOC5401000 

http://leg1.state.va.us/cgi-bin/legp504.exe?000+cod+TOC5401000
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Purpose  
 
Please explain the need for the new or amended regulation.  Describe the rationale or justification of the 
proposed regulatory action.  Detail the specific reasons it is essential to protect the health, safety or 
welfare of citizens.  Discuss the goals of the proposal and the problems the proposal is intended to solve. 
              
 
Regulations of the Board of Pharmacy are complex and broad in scope and applicability to a 
variety of practice settings.  Periodically, it is necessary to review and revise to clarify existing 
requirements, add new language to address problems that have arisen, delete outmoded 
regulation, or revise requirements to allow for newer technologies. In revising requirements 
adapted to the current practice of pharmacy, the Board has acted to preserve or construct 
appropriate safeguards to help ensure safety in practice and in the efficacy and integrity of the 
drugs being dispensed. 
 
In its promulgation of amended regulations as described in the substance section of this 
document, the Board has incorporated interpretative language now found in several guidance 
documents and included some provisions that have been tested in pilot programs that are 
currently approved.  While guidance statements advise practitioners on policy matters, they are 
not enforceable and cannot be relied upon for compliance.  Therefore, incorporation of guidance 
into regulation will make policies more explicitly clear for licensees.  Likewise, less restricted 
policies in pilot programs that have shown to be effective and efficient without any increased 
risk of medication error have been incorporated in regulations. 
 
The Board identified issues with regulations that restrict practice or inhibit modernization and 
utilization of newer technology, provided the change is within the parameters of law and federal 
rules and provided it is good policy that protects the health, safety and welfare of the public. 
 

Substance 
 
Please identify and explain the new substantive provisions, the substantive changes to existing sections, 
or both where appropriate.  A more detailed discussion is required under the “All changes made in this 
regulatory action” section.   
               
 
The following sections of the regulations have been addressed in the promulgation of amended 
regulations: 
 
18VAC110-20-10. Definitions. 
Several definitions were added to clarify existing or amended regulations.  For example, the 
definition of a correctional facility was added to clarify the term and be more inclusion of all 
types of facilities.  Some terms were defined, such as "chart order," for more flexibility, and 
others, such as "NABP" were defined to enable use of the acronym in regulation. 
 
18VAC110-20-20. Fees. 
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Since there is an expectation that pharmacy technician programs are modified frequently to 
reflect changes in medications and pharmacy practice, the Board is adding a fee of $75 for 
renewal of program approval every two years; there are associated fees for late renewal and 
reinstatement.  
 
18VAC110-20-30. Requirements for practical experience. 
Current requirements of the Board were made consistent with new ACPE standards for 
preceptors and experiential training, so amendments to section 30 conform to national standards 
for pharmaceutical preceptors and practical experience in order to facilitate reciprocity. 
Subsection C requires practical experience can be gained only after completion of the first 
professional year, but it is unclear when first professional year ends as some schools now operate 
year-round rather than in semesters.  The Board has set completion of certain core curricula as 
criteria for practical experience and set time limitations on the credit that can be given. 
 
18VAC110-20-40. Procedure for gaining practical experience. 
Currently, pharmacy intern permits are issued for the period of pharmacy schooling.  The Board 
will consider an extension of that time frame for good cause and with a specified expiration date 
and a limitation of the years of an internship.   
The number of interns that may be supervised may be problematic when the internship programs 
at different pharmacy schools overlap.  The Board eliminated the restriction on supervision of 
one pharmacy intern during the same time period to alleviate a barrier to obtaining a preceptor, 
but retained the principle that the primary assignment of an intern to a preceptor must be one-to-
one.  
 
18VAC110-20-60. Content of the examination and grades required; limitation on admittance to 
examination. 
The current regulation does not require an applicant to wait a certain time period to take the 
jurisprudence exam if he has failed it multiple times.  There is concern with the security of test 
items for computerized testing, so the Board has set a 30-day requirement for retesting. 
Provisions of guidance document 110-39, relating to Americans with Disabilities 
accommodations for taking the NAPLEX and law examination have been incorporated into 
section 60.    
 
18VAC110-20-70. Requirements for foreign-trained applicants. 
The regulations are amended to clarify that an applicant must pass the Foreign Pharmacy 
Graduate Equivalency Examination before becoming an intern. If an applicant cannot pass the 
FPGEE, the years spent in an internship may be wasted and the public may not be well protected.   
 
18VAC110-20-80. Renewal and reinstatement of license. 
The Board added a provision to allow electronic notification when there is a change of address 
and also added a time frame of 14 days for notification, rather than "immediately." 
 
18VAC110-20-90. Requirements for continuing education. 
In subsection A, the date listed is unnecessary and is deleted.  Subsection D is amended to 
require maintenance of CE documentation for three years, if the Board chooses to audit for the 
previous two renewal cycles. 
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18VAC110-20-100. Approval of continuing education programs. 
Amendments will require a Board-approved program to have an expiration date; ACPE has an 
expiration of three years for a written program and one year for a live program. If a live program 
is to be given more than once, all dates must be on the original application or provided in 
advance of the program.  In addition, the requirement for maintenance of records should be 
increased from three years to five years for auditing purposes; ACPE requires approved 
programs to maintain documentation for five years. 
 
18VAC110-20-101. Application for registration as a pharmacy technician. 
An amendment will clarify that an individual enrolled in a Board-approved pharmacy technician 
training program may work for a maximum of 9 months prior to Board registration (would 
include language from 18VAC110-20-111 (C). 
 
18VAC110-20-102. Criteria for approval for training programs. 
There are amendments to further specify a process and requirement for submitting changes to 
programs and to require programs to self-evaluate the currency of a training program and renew 
with the Board every two years.  
 
18VAC110-20-103. Examination. 
Provisions of guidance document 110-39, relating to Americans with Disabilities 
accommodations for taking the pharmacy technician examination were incorporated into section 
103.  
 
18VAC110-20-104. Address of record. 
The current provision allows thirty days for notification of a change of address; the Board added 
a more restrictive requirement (14 days) but not as restrictive as the current requirement for 
pharmacists, which is to notify "immediately."  There should be consistency in the rules.  The 
Board also will allow for electronic communication and will require the technician to maintain a 
copy of current registration at his principal place of practice. 
 
18VAC110-20-106. Requirements for continued competency. 
Subsection B should appropriately reference 18VAC110-20-100, which sets out requirements for 
Board approval of continuing education providers.  The requirement to maintain documentation 
of CE has been changed from 2 years to 3 years to ensure CE certificates are available for Board 
audits. 
 
18VAC110-20-110. Pharmacy permits generally. 
Amendments will delete the requirement for the outgoing PIC to take a final inventory but will 
allow him to do so unless the owner objects and submits written notice to the Board. 
An amendment is added to ensure that a permit can not be issued to operate a pharmacy from a 
private residence or dwelling and that more than one permit may not be issued to operate other 
types of permits out of the same Rx department space; e.g. a pharmacy could not also get a 
second pharmacy permit, or a manufacturer's permit to operate both businesses out of the same 
physical space.  There may be an exception for special or limited-use pharmacy permits. 
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18VAC110-20-111. Pharmacy technicians. 
The Board has added a requirement for a pharmacy to maintain the start date and completion 
date for each pharmacy technician in training; there is a nine month limitation on performing 
pharmacy technician related duties when in training, but inspectors are not readily able to check 
whether the individual is in compliance. 
 
18VAC110-20-120. Special or limited-use pharmacy permits. 
Guidance document 110-22 provides guidelines for granting waivers relating to restricted access 
to a free clinic pharmacy under a special-use permit; the Board has placed the criteria in 
regulation.   
 
18VAC110-20-130. Pharmacy closings; going out of business; change of ownership. 
An amendment is needed to require a closing pharmacy to transfer prescription files somewhere 
where a patient can access. 
 
18VAC110-20-140.  New pharmacies, acquisitions and changs to existing pharmacies. 
Language is added to specify that once a pharmacy permit is issued, drugs cannot be stocked 
earlier than 2 weeks prior to the opening date, and that a pharmacist must be present on a daily 
bases to ensure safety and integrity of the drugs.  If the pharmacy is not ready to open within 2 
weeks, the permit holder must notify the Board. 
 
18VAC110-20-180. Security system. 
The regulation requires all alarms to be monitored in accordance with accepted industry 
standards and be capable of sending a signal to the monitoring entity.    
The Board will require an alarm that was "grandfathered" to be upgraded if there is a break-in 
and loss of drugs. If a pharmacy that is open 24 hours a day changes its hours, it must have an 
alarm system installed before it closes.   
 
18VAC110-20-190. Prescription department enclosures; access to prescription department. 
Subsection A is amended to eliminate the specific requirement for a door to the prescription 
enclosure and provided that the enclosure must be locked and alarmed when the pharmacist is 
not on duty and that it must be capable of being locked whenever the pharmacist is out of the 
prescription department. 
Subsection B is clarified with updated terminology.  Language is added to allow interns, 
technicians and other persons authorized by the pharmacist to possess a means of entry only 
when a pharmacist is on duty. 
 
18VAC110-20-200. Storage of drugs, devices, and controlled paraphernalia; expired drugs. 
There is a clarification of the storage and security of will-call drugs, and the Board has added 
medical devices similar to drug paraphernalia that cannot be displayed outside the Rx 
department. It has also clarified that adulterated or misbranded drugs must be separated from 
other stock used for dispensing. 
 
18VAC110-20-210. Disposal of drugs by pharmacies. 
The Board has added "other board-approved methods" to disposal by incineration, in case other 
methods become DEA or EPA approved. 
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18VAC110-20-240. Manner of maintaining records, prescriptions, inventory records. 
The Board has required a perpetual inventory for Schedule II drugs to include a count-back to 
reconcile count at least monthly.  Electronic monitoring is acceptable provided alerts of 
discrepancies are reviewed at least monthly. 
The Board has clarified that storage of records for Schedule II through V drugs must be at the 
same address as the pharmacy within the building where drugs are located, but amendments 
provide for an electronic database or storage offsite for Schedule VI drugs provided they are 
retrievable within 48 hours of request.  The records are required to be maintained for not less 
than two years from the date of transaction. 
 
18VAC110-20-270. Dispensing of prescriptions; certification of completed prescriptions; 
supervision of pharmacy technicians. 
The Board has eliminated the ratios of pharmacist to technician trainee and pharmacy 
technicians; the pharmacist may determine the number that he can safety and competently 
supervise at any one time. 
In subsection E, the Board added a requirement to retain knowingly forged prescriptions for at 
least 30 days in the event it is needed for an investigation.  
 
18VAC110-20-275. Delivery of dispensed prescriptions. 
A rule is necessary to require that the contract and policy and procedure manual for alternate 
delivery sites be maintained at both pharmacy and the alternate site. 
A controlled substance registration can only be issued for alternate delivery sites if there are 
patient safety reasons not to deliver directly to the consumer and if compliance are not being 
compromised for convenience.  The language "if required by law" will be removed in 
subsections B and C 
 
18VAC110-20-280. Transmission of a prescription order by facsimile machine. 
The rule is clarified to mean that a hospice can be home hospice, and the term "nursing home" 
should be changed to long term care facility.  Amendments will also provide that a nurse may fax 
a verbal order as a prescriber's agent even though the order is not being faxed from prescriber's 
practice location. 
 
18VAC110-20-286.  Chart orders for outpatients 
New language was added to set out conditions from guidance document 110-35 that would allow 
retail pharmacies to use chart orders. 
 
18VAC110-20-320. Refilling of Schedule III through VI prescriptions. 
Subsection D is amended to allow for early refill due to good cause or absence (vacation). 
That subsection is also amended to clarify that the intent is refering to the timing of refills and 
not about the ability to change Rx based on the strength of drug in stock.  
 
18VAC110-20-340. Packaging standards for dispensed prescriptions. 
The Board has included provisions of Guidance Document 110-12 and Guidance Document 110-
23 on packaging. 
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18VAC110-20-350.  Special packaging. 
Amendments eliminate language redundant with the statute and update the language consistent 
with electronic records. 
 
18VAC110-20-355. Pharmacy repackaging of drug; records required; labeling requirements. 
An amendment will require pharmacist's initials to filling record for automated counting devices 
or dispensers to verify process as stated in subsection A. 
Amendments to add language from Guidance Document 110-16 related to returning drugs to 
stock that are dispensed to a patient but not picked up from the pahrmacy. 
 
18VAC110-20-391.  Prescription blanks. 
Language from a Board guidance document related to what can be on the face of a prescription 
blank provided by a pharmacy to a provider is included in regulation.  It prohibits non-essential 
information from being put on the face of the prescription blank. 
 
18VAC110-20-395. Purchase of drugs. 
An amendment is necessary to allow for a non-licensed warehouse to sell to pharmacy through 
intra-company sales. 
 
18VAC110-20-425. Robotic pharmacy systems. 
The Board has eliminated the requirement for an application and approval of a robotic pharmacy 
system and included the requirements for such a system in regulation. Among the rules set out 
are packaging standards for drugs stored in robotics and consistency with USP standards. 
 
18VAC110-20-440. Responsibilities of the pharmacist-in-charge. 
An amendment is for clarity only. 
 
18VAC110-20-450. After-hours access to the pharmacy. 
The rules for after-hours access to pharmacy are now in conflict with JCHAO standards, so the 
Board has revised this section to permit a nurse to have access to drugs maintained by the 
pharmacy outside the pharmacy.  There are also provisions for security of such drugs. 
 
18VAC110-20-460. Floor stock drugs; proof of delivery; distribution records. 
Amendments were added to:  1) require a pharmacist to check drugs before leaving the pharmacy 
to be stocked on the floor; 2) require maintenance of manual or electronic delivery records for at 
least 2 years; and 3) require records to be maintained for Schedule VI, as well as II-V, but allow 
the records to be kept off-site. 
 
18VAC110-20-490. Automated devices for dispensing and administration of drugs. 
The Board tracked the language in 555 (5) related to requiring a pharmacist to check delivery 
orders before they leave the pharmacy.  It requires maintenace of records of filling for Schedule 
VI and auditing records of Schedule VI, but allows pharmacies to keep these records 
electronically or off-site.  There is a clarification of what a "sample of administration" and a 
requirement to retain all records required by this section for 24 months. 
 
18VAC110-20-500. Licensed emergency medical services agencies program. 
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Amendments will: 1) require a pharmacist to check before sealing the drug kit used by EMS 
agencies; and 2) allow for intravenous solutions to be stored outside the drug box.   
 
18VAC110-20-535. Repackaging of already dispensed prescriptions. 
This is a new section that incorporates a Board guidance document into regulation.  This section 
will allow a provider pharmacy for a LTCF to repackage a patient's medications that have been 
dispensed by another pharmacy into unit-dose or compliance packaging to conform to the system 
used in the LTCF under certain conditions.   
 
18VAC110-20-536.  Prescription drugs sent outside the facility. 
This new section, which incorporates language from a Board guidance document into regulation, 
allows a long term care facility to send a patient's medication out on pass with the patient, 
provided the medication is appropriately packaged and labeled for outpatient use. 
 
18VAC110-20-540.  Emergency drug kit and 18VAC110-20-550. Stat-drug box. 
These section was amended by incorporating language from guidance document 110-11 to 
clarify that emergency drug kits and stat-drug boxes may only be provided to those facilities that 
have licensed individuals to access the drugs, so assisted living facilities that use med aides to 
administer could have a stat-drug box, if they have a nurse on duty for accessing the box.   
 
18VAC110-20-555. Use of automated dispensing devices. 
Amendments allow the device in nursing homes to be use to house drugs that would be in the 
emergency kit and be accessed prior to receiving electronic authorization from the pharmacy 
reviewer.  They also require that the device be able to produce a record of each distribution from 
the device.  This is consistent with hospital language for these devices. 
 
18VAC110-20-570. Drugs in infirmaries/first aid rooms. 
Subsection D was deleted as it pertains to administration of over-the-counter drugs, which are 
not regulated by the Board of Pharmacy. 
 
18VAC110-20-580. Humane societies and animal shelters. 
An amendment specifies that the record of training for persons at a humane society or animal 
shelter should be maintained at the facility and retained for two years.  It is also clarified that 
drugs authorized by Code must be stored and administered at permitted facility. 
 
18VAC110-20-590. Drugs in correctional institutions. 
Amendments allow for the use of other types of forms to accompany returned drugs to the 
pharmacy; it is currently restricted to drug administration record and facilities to stock certain 
prescription drugs, including vaccines, with a controlled substances registration. 
 
18VAC110-20-690. Persons or entities authorized or required to obtain a controlled substances 
registration. 
Amendments conform requirements for inspection to other pharmacy types and clearly specify 
who can be a responsible party for a controlled substance registration (CSR).  
 
18VAC110-20-700. Requirements for supervision for controlled substances registrants. 
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The Board has amended to: 
• Require the responsible party to inform the board of a change within 14 days and submit 

a new application naming the responsible party for the CSR. 
• Allow pharmacy techs to have access to the controlled substances to perform certain 

tasks.  
• Clarify who may qualify as supervising practitioner to include all practitioners with 

prescriptive authority.  
 
18VAC110-20-710.  Requirements for storage and security for controlled substances registrants. 
Changes were made to the requirements for the security system to mirror the language for 
pharmacies. 
 

Issues  

 
Please identify the issues associated with the proposed regulatory action, including:  
1) the primary advantages and disadvantages to the public, such as individual private citizens or 
businesses, of implementing the new or amended provisions;  
2) the primary advantages and disadvantages to the agency or the Commonwealth; and  
3) other pertinent matters of interest to the regulated community, government officials, and the public.   
If there are no disadvantages to the public or the Commonwealth, please indicate.    
              
  
There are no particular advantages or disadvantages to the public or the Commonwealth.  
Amendments that clarify the requirements for regulants may reduce non-compliance.  
Amendments that facilitate the use of technology, such as those for robotic pharmacy systems, 
may improve access and accuracy in the dispensing process. 
 

Changes made since the proposed stage 

 
Please describe all changes made to the text of the proposed regulation since the publication of the 
proposed stage. For the Registrar’s office, please put an asterisk next to any substantive changes.   
              
 
Section 
number 

Requirement at  
proposed stage 

What has changed  Rationale for change 

10 New definition for 
“perpetual inventory” 

Removed “and drugs on 
hand” from the definition. 

The Board was concerned that there 
may be confusion as to whether the 
monthly reconciliation had to be done 
even if a physical count and 
reconciliation is conducted each time a 
Schedule II drug is dispensed, or if 
based on the definition the physical 
count had to be done with each 
dispensing.  For this reason, the Board 
did make a slight change to the 
definition of "perpetual inventory" in 
section 10, to remove the phrase "and 
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drugs on hand".  This should clarify that 
pharmacies only have to record receipt 
and distribution of Schedule II drugs on 
an ongoing basis, with the physical 
count and reconciliation required at 
least monthly.     

110 D 
& E 

Requirement for an 
inventory by a 
pharmacist-in charge 
(PIC) 

Eliminated the conflict in 
subsections to clarify that 
the final inventory by a PIC 
who is leaving is optional 

The Board has made the needed change 
in E to eliminate the conflict. 
 

180 Requirement for 
upgrade of 
“grandfathered” 
security system 
immediately if there 
was a breaking 

Changed from immediately 
to “within 14 days” 

In response to comment, the Board 
decided to change the requirement for 
upgrading the alarm system from 
"immediately" to within 14 days.  The 
Board considers that most upgrades can 
be made within this time frame based on 
its experience, and that the security of 
the drug stock is important enough not 
to allow further delays.   

240 A Requirement for 
perpetual inventory to 
be reconciled every 30 
days 

Reconciliation amended 
from 30 days to “monthly” 

 For consistency in the regulation and 
ease of compliance since not all months 
have 30 days. 

270 E Requirement that a 
forged prescription 
not be returned to the 
patient/customer 

Added a descriptor after 
“by other means” to include 
professional judgment” 

To clarify that determination that a 
prescription is a forgery by "other 
means" included using the professional 
judgment of the pharmacist.   
 

530 Requirement for 
destruction or return 
of unused drugs in 
long term care 

Changed the word 
“without” to “within” 

The word was correct on DHP copies 
of regulations but not in the official 
VAC. 

580 Clarification that only  
drugs used for 
euthanasia could be 
maintained at the 
permitted address of a 
humane society or 
shelter 

Specified that humane 
societies and shelters could 
maintain drugs consistent 
with § 54.1-3423, which 
was newly enacted in 2009.   

The 2009 General Assembly passed a 
law with an emergency provision to 
allow humane societies and animal 
shelters to purchase and possess 
certain Schedule VI controlled 
substances approved by the 
supervising veterinarian to prevent and 
treat certain diseases that would be 
transmitted to the shelter population.  
Based on this statute change the 
language in 580 has been revised to 
reflect this change in law. 

 

Public comment 
 
Please summarize all comments received during the public comment period following the publication of 
the proposed stage, and provide the agency response.  If no comment was received, please so indicate.  
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Proposed regulations were published in the Virginia Register of Regulations on October 13, 2008.  
Public comment was requested for a 60-day period ending December 12, 2008.  The following 
written comment was received: 
 

The Board received 62 written comments from persons who believed changes to section 580, 
stating the current law on drugs in animal shelters and humane societies, was a change in 
authorization to possess and administer certain controlled substances and a new limitation on 
their facilities.  Since the regulation only echoed the limitation on drugs in the law, HB2097 and 
SB897 were introduced in the General Assembly to change the law effective on March 6, 2009, 
the date the Governor signed the legislation. 
 
A Public Hearing before the Board was held on December 10, 2008, at which there was one 
comment from Kevin Kilgore, representing the Virginia Animal Control Association.  He 
explained the work of humane societies and animal control and intensive health problems in 
their facilities.  He did not have a problem with the proposed regulation. 
Response: 
The 2009 General Assembly passed a law with an emergency provision to allow humane 
societies and animal shelters to purchase and possess certain Schedule VI controlled 
substances approved by the supervising veterinarian to prevent and treat certain diseases 
that would be transmitted to the shelter population.  Based on this statute change the 
language in 580 has been revised to reflect this change in law. 

 
The Board received the following comments from the National Association of Chain Drugs Stores 
(NACDS):   
 

NACDS Comment 1: 
Section 30D – Requirements for pharmacy practical experience. 
Supports proposal to set the maximum hours for pharmacy practical experience at 50 hours per 
week but expressed concern that the minimum of 20 hours per week might be problematic for 
pharmacy students.  A clarification that pharmacy students will not need any practical hours 
outside the school program eliminated that objection from NACDS. 
Response: 
The Board did not make any changes to this section as a result of this comment.  NACDS stated 
that it no longer had any objection to this change based on the explanation by Board staff that 
students would not be affected.  
 
NACDS Comment 2: 
Section 40D – Procedure for gaining practical experience. 
Supports proposal to eliminate the prohibition on a pharmacist supervising more than one 
pharmacy intern during the same time period. 
Response: 
The Board thanks NACDS for supporting this change. 
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NACDS Comment 3: 
Section 80 – Renewal and reinstatement of license. 
Supports proposal to allow a licensee 14 days to notify the Board of a change of address. 
Response: 
The Board thanks NACDS for supporting this change. 
 
NACDS Comment 4:  
Section 102 H – Criteria for approval for training programs. 
Questions two-year expiration for approved technician training programs as unnecessary 
burden. 
Response:  
The Board made no changes as a result of this comment.  The Board considers that a renewal 
process is necessary for maintaining a current list of approved programs, assuring that 
programs are updated periodically to reflect changes in pharmacy practice and laws and 
regulations, and ensuring that instructors for the programs meet the criteria established in 
regulations.  The Board considers that two years is a reasonable time period for approval of an 
educational program before needing to conduct some type of review to establish that the 
program still meets criteria for approval.   
 
NACDS Comment 5: 
Section 104 B – Address of record; maintenance of certificate. 
Asks for clarification of proposed rule requiring a technician to have registration certificate 
available for inspection upon request.   
Response:   
The Board made no changes to the regulation as a result of this comment.  The Board had 
originally wanted to require posting the registration certificate for public view for all pharmacy 
technicians, as it does currently for pharmacists.  As a result of a request from NACDS during 
the NOIRA stage requesting that the Board not require posting, as there is limited wall space 
close to the pharmacy, the Board agreed to not require posting, but instead require that the 
certificate be maintained at the principal place of practice for inspection.  This will assist 
pharmacy inspectors in verifying current registration of persons working in the pharmacy.  If on 
an inspection, a technician is not at his or her principal place of practice, which will probably 
be fairly rare, and does not have the wallet copy of the registration, the inspector does have the 
capability of contacting the Board office for verification.  However, this is time-consuming for 
both the inspector and Board staff.  Additionally, the Board's hope is that the new requirement 
should prompt the pharmacist in charge to request the current registration for pharmacy 
technicians after each renewal period and significantly reduce the number of cases for 
pharmacy technicians practicing on an expired license.   
 
NACDS Comment 6: 
Section 110 D – Pharmacy permits generally. 
Supports the proposal to allow but not mandate an outgoing pharmacist-in-charge to complete a 
Schedule II – V inventory. 
Response: 
The Board thanks NACDS for supporting this change. 
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NACDS Comment 7: 
Section 180 B – Security system 
Asks for reconsideration of the requirement for an immediate upgrade of an alarm system upon 
discovery of a break-in with loss.  Also asks for clarification of “accepted industry standards.”   
Response:   
The Board considered the comment and decided to change the requirement for upgrading the 
alarm system from "immediately" to within 14 days.  The Board considers that most upgrades 
can be made within this time frame based on its experience, and that the security of the drug 
stock is important enough not to allow further delays.  With respect to clarification of "accepted 
industry standards" for monitoring, this is the current language already in current regulation 
related to the alarm system itself.  The Board is hesitant to further define this term as its current 
meaning may become obsolete based on new technologies.  The current expectation is that there 
is constant monitoring by either the alarm company or a 24 hour security service at all times 
when activated.  However, new technology may be available in the future which would make 
automatic calls 911, for example, or some other acceptable system that we cannot anticipate.   
 
NACDS Comment 8: 
Section 190 A – Prescription department enclosures 
Supports the proposal to allow more flexibility in the design of prescription department 
enclosures. 
Response: 
The Board thanks NACDS for supporting this change. 
 
NACDS Comment 9: 
Section 240 A – Manner of maintaining records 
Asks for reconsideration of proposal to require a perpetual inventory of all Schedule II drugs 
that is reconciled every 30 days.  Concerned that it would be labor intensive without much 
benefit. 
Response:   
The Board considered the comment and based on experience, knows that many cases of 
diversion are detected when a pharmacy reconciles a perpetual inventory, which all hospital 
pharmacies, and most chain pharmacies currently maintain.  The Board had wanted to include 
hydrocodone (Schedule III and the most diverted drug in Virginia) as well as Schedule II drugs, 
but at the request of NACDS during the NOIRA stage, backed away from the requiring the 
perpetual inventory on hydrocodone because this would cause a significant increased burden.  
The Board worked with representatives of chain pharmacies on the language of the proposed 
regulation and does not believe that it creates any additional burden on the majority of 
pharmacies, particularly chains, and that if most pharmacies are already maintaining a 
perpetual inventory, it will not be that difficult a requirement for the remaining pharmacies to 
incorporate.  For consistency in the regulation and ease of compliance, the 30-day 
reconciliation was amended to “monthly.” 
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NACDS Comment 10: 
Section 270 B – Dispensing of prescriptions 
Supports the proposal to eliminate the 4:1 technician ratio and allow the pharmacist to determine 
how many interns, technicians and trainees he can safely and competently supervise at any one 
time. 
Response: 
The Board thanks NACDS for supporting this change. 
 
NACDS Comment 11:  
Section 270 E – Dispensing of prescriptions 
Expresses concern about the proposed prohibition on returning a forged prescription to the 
person presenting it, as it may place the pharmacy personnel in danger.   
Response: 
The Board considered the comment, and does not believe this will place the pharmacy 
personnel in any additional harm, and that the benefit of preventing the person from taking the 
prescription to another pharmacy to fill is very important in deterring forgeries.  The regulation 
only comes into play if the pharmacist determines that the prescription is a forgery.  If there is 
an error, and it is later determined that it was not actually a forgery, the pharmacist can then 
fill it or give it back to the patient to take elsewhere.  There is a requirement that it be 
maintained 30 days which should provide ample retention time in the event there is an error.  
The Board made no change as a result of this comment.  The Board did make a slight 
amendment to this regulation to clarify that determination that a prescription is a forgery by 
"other means" included the professional judgment of the pharmacist.   
 
NACDS Comment 12: 
Section 320 D – Refilling of Schedule III-VI prescriptions 
Thanks the Board for specifying in rule that an authorized refill may be dispensed early for a 
valid reason and supports this change. 
Response: 
The Board thanks NACDS for supporting this change. 

 
The Board received the following comments from Angela Brittle, Wellness Concepts: 
 

Angela Brittle, Comment 1: 
Section 240 A – Manner of maintaining records 
Expresses concerns about the proposed requirement to reconcile a perpetual inventory of 
Schedule II drugs every 30 days, but states that they are currently reconciling every time a 
Schedule II is received or dispensed, and is concerned that for drugs not dispensed very often, 
this may create an additional burden.   
Response: 
The Board considered the response, and feels that having a perpetual inventory is not helpful 
unless someone actually compares the quantity on hand to the quantity listed on the inventory 
periodically.  The Board did make a change to section 240 to change at least "every 30 days" to 
"monthly" to cover those months that may have a different number of days than 30.  "Monthly" 
is the standard frequency of all other required audits/reconciliations of the Board, such as 
audits of floor-stock drugs and those in automated dispensing devices. While the Board 
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recognizes that there may be some Schedule II drugs on hand that are not dispensed that 
frequently, it considered that monthly was a reasonable requirement for a pharmacy to have to 
do a reconciliation of a Schedule II drug to ensure that it has not been diverted, and that this 
would not create an undue burden on pharmacies.   
 
The Board was concerned that there may be confusion as to whether the monthly reconciliation 
had to be done even if a physical count and reconciliation is conducted each time a Schedule II 
drug is dispensed, or if based on the definition the physical count had to be done with each 
dispensing.  For this reason, the Board did make a slight change to the definition of "perpetual 
inventory" in section 10, to remove the phrase "and drugs on hand".  This should clarify that 
pharmacies only have to record receipt and distribution of Schedule II drugs on an ongoing 
basis, with the physical count and reconciliation required at least monthly.     
 
Angela Brittle, Comment 2: 
Section 110 D and E - Pharmacy permits generally: 
States that the change in  D creates a conflict with the E related to the responsibility of the 
outgoing PIC to take an inventory. 
Response: 
The Board has made the needed change in E to eliminate the conflict. 
 
Angela Brittle, Comment 3: 
Section 530 7 d 
Pointed out a typographical error in current language in which the term "without" should be 
changed to "within". 
Response: 
The Board has corrected this error in the VAC. 

 

All changes made in this regulatory action 
 
Please detail all changes that are being proposed and the consequences of the proposed changes.  
Detail new provisions and/or all changes to existing sections.     
              
 
� In all sections where appropriate, the term "controlled substances" is replaced with the term 

"prescription drugs".  Both terms are defined in §54.1-3401. 
� In all sections where appropriate, record-keeping requirements are made more uniform and to 

allow for off-site or electronic storage if retrievable within 48 hours and if such storage is 
allowed under federal law and regulation.  Currently DEA does not always allow such storage 
for Schedule II-V records. 

 
Current 
section 
number 

Proposed 
new 

section 
number, if 
applicable 

Current requirement Proposed change and rationale 

10 n/a Sets out definitions of 
terms and words used 

Definitions are added for clarification purposes for 
"alternate delivery site" and "chart order",   because 
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in regulations the terms are used in several places in the regulations, 
but were not previously defined.   
 
Definitions are added for "correctional facility", 
"NABP", "FPGEC certificate", "forgery", "perpetual 
inventory", and "pharmacy technician trainee" 
because the terms are new terms used in the proposed 
revisions to the regulations.   
 In final adoption, the Board removed the phrase "and 
drugs on hand" in the definition of “perpetual 
inventory” to clarify that pharmacies only have to 
record receipt and distribution of Schedule II drugs on 
an ongoing basis, with the physical count and 
reconciliation required at least monthly.     

20 n/a Establishes fees 
charged to licensees 
and applicants 

Language was removed from subsections C and I that 
related to a one-time fee reduction for renewal fees in 
2005 and 2006 and a 2006 controlled substances 
application fee reduction that is now expired.   
 
The fee for a robotic pharmacy system approval is 
removed as the requirement for approval is removed 
in the proposed revisions 
 
Renewal fees, late fees, and reinstatement fees are 
established for approval of pharmacy technician 
training programs due to a revision of regulations 
related to the expiration of such programs every two 
years.   

30 & 40 n/a Establishes 
requirements  and 
procedures for gaining 
practical experience for 
licensure in pharmacy 

• Because of changes in the curriculum for U.S. 
colleges of pharmacy and new standards of the 
accrediting organization for such colleges 
(ACPE), requirements for practical experience 
are revised.  The new standards in place in 2007 
require students to obtain at least 1700 hours 
practical experience as part of the college 
curriculum.   For this reason, the Board, which 
has previously required 1500 hours with 300 of 
the hours being gained outside the school 
program is proposing to allow all 1500 hours to 
be gained within the school program. The current 
requirement for 300 hours outside the school 
curriculum was removed. 

• The current regulations require 1000 hours for 
graduates of colleges of pharmacy prior to 
1/1/2003 and graduates after 1/1/2003 1500 
hours.  This split was put in place when the 
Board first moved to 1500 hours so that students 
currently enrolled in colleges of pharmacy that 
may not have obtained enough hours would not 
be penalized.  However, because all U.S. students 
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now have enough hours, the Board is proposing 
to remove the 1000 hour allowance for graduates 
prior to 2003.  The Board considers that someone 
who graduated prior to 2003, but has not yet been 
licensed in the U.S. probably needs at least 1500 
hours of practical experience in order to ensure 
minimum competency, particularly foreign 
graduates who have graduated that long ago. 
Pharmacists reciprocating from another state who 
may not have had that many pre-licensure hours, 
may use hours worked as a pharmacist in the 
other state toward the requirement.  Removing 
the 1000-hour exception will make requirements 
equal for any new applicant.   

• Sections 30 and 40 were reorganized for clarity 
and better flow, so much of the struck through 
language is just moved to another section. 

• The Board currently does not allow a person to 
gain more than 50 hours practical experience in 
one week and this requirement was retained, but 
in the revisions the Board also established a 
minimum number of hours on average (20 hours 
per week averaged over a month) which are 
required for credit.  The Board does not consider 
that a pharmacy intern receives full benefit of 
pharmacy experience for anything over 50 hours 
a week, or anything much under 20 hours per 
week. The Board has had problems with 
particularly foreign graduates who are in the U.S. 
working a primary job elsewhere, e.g. research, 
but will want to work 5 hours a week in a 
pharmacy, or work one weekend a month.  The 
Board does not consider that this provides for 
meaningful practical experience.   

• In order to gain practical experience, a person 
must first register with the Board for a pharmacy 
intern registration.  The proposed regulations 
clarify the requirements for eligibility for 
registration as a pharmacy intern for the purpose 
of gaining practical experience and put the 
eligibility requirements in one place.  This will 
provide Board staff with clear guidance for 
assigning an expiration date to pharmacy intern 
registrations.  This will also address problems the 
Board has had in the past with pharmacy school 
students who obtain a registration and then are 
removed or voluntarily remove themselves from 
school temporarily or permanently but do not 
surrender the registration by making the 
registration invalid if this happens.  It will also 
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make it clear that the intern registration is only 
valid for the period of time needed to gain the 
required practical experience. 

50 n/a Sets the minimum 
educational 
requirements  

The allowance for graduation from a three-year 
course of study for those persons who graduated prior 
to 1936 was removed, because the Board now 
considered this obsolete.   Any person who graduated 
prior to 1936 would most likely be over 92 years old.  
The Board has not had any reciprocity requests for 
this type of degree for a number of years. 

60 n/a Sets the content of the 
examination and grades 
required & a limitation 
on admittance to 
examination 

• The changes reorder the regulation for clarity 
with the requirements for the competence 
examination being together before the law 
examination.   

• The change establishes a 30-day waiting period 
to retake the law exam after failing it.  This is 
necessary to protect the integrity of the 
computerized examination.  The law exam is a 
computer based examination that applicants may 
schedule to take at their convenience year-round.  
Allowing a candidate to retake an examination 
too quickly leads to greater ability to compromise 
the examination by allowing the candidate to 
more easily memorize questions.  A one-month 
wait time is the shortest period of time test 
developers recommend before allowing a re-take.  
There have been several instances of 
compromised examinations nationally with 
pharmacy examinations.  Approximately five 
years ago the foreign pharmacy equivalency 
examination was compromised by students 
memorizing items (test questions) and posting 
them on a website.  That examination had to be 
completely re-written and is now a paper and 
pencil examination given only twice a year, 
which is very inconvenient for applicants.  Last 
August, NAPLEX, the national competency 
examination used by all 50 states and DC, as well 
as the Georgia pharmacy law examination, had to 
be suspended because of a security breach in 
which students taking a particular review course 
were memorizing items and providing them to 
the person teaching that course for his database.  
Over half the items being used on the various 
computerized test forms were made available for 
this review course which was widely available.  
As a result of the suspension, the examination 
was not available for pharmacist applicants to 
take for approximately two months while the test 
forms were being refurbished with new 
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questions. This affected a number of persons 
waiting to take NAPLEX for the first time or 
person who were retaking it because of failing.  
Fortunately, in this case the computerized 
examination was able to be reinstated relatively 
quickly because there were enough unused items 
in the bank that could be shifted onto forms.  If 
there is another breach, NAPLEX will most 
likely have to move back to paper and pencil 
format as well.  NAPLEX currently has a 3-
month waiting period for re-takes after failing.  
Paper and pencil examinations can only be given 
several times a year which greatly 
inconveniences persons waiting to be licensed 
and costs them pharmacist salary while waiting.  
Before the Board went to computerized testing, 
the law examination was given only twice a year 
along with the paper and pencil NAPLEX.   

• Language of a current guidance document related 
to testing accommodations under the ADA was 
included in regulation. 

70 n/a Sets requirements for 
foreign-trained 
applicants. 
 

This section was re-worded to clarify and simplify 
the requirements for foreign graduates.  There had 
been some confusion as to the sequence of testing 
and practical experience and the re-written section 
clarifies this in conformity with the statute. 

80  n/a Sets requirements for 
renewal and 
reinstatement 

New language allows electronic notification of 
address of record changes and provides for 14 days 
for such notification. 

90 n/a Sets requirements for 
continuing education 

• The statute citation was corrected. 
• An amendment requires pharmacists to maintain 

CE records for three years instead of two because 
the Board usually audits for the past two renewal 
cycles.  At the time of the audit, the CE records 
for the first renewal cycle audited may be over 
two years old. 

100 n/a Sets criteria for 
approval of continuing 
education programs 

• New language requires an assignment of and 
expiration date for approved CE programs not to 
exceed two years.  Nationally-recognized CE 
pharmacy programs are not approved for more 
that two years.  Most of the live programs 
approved are given on a one-time basis, but stay 
on the Board's active database because they don't 
expire.  After two years, the content of the 
program will most likely have changed and even 
if the sponsor wants to give the program again, it 
will need to be updated for new content, probably 
new speakers, etc.  With self-study programs, 
after two years, the material may be obsolete and 
need to be reviewed and updated.   



Town Hall Agency Background Document     Form: TH-03 
 
 

 21 

• New language allows a sponsor to give a live 
approved program more than once during the 
approved time frame, by so notifying the Board 
of the dates and locations of the program. 

101 n/a Sets requirements for 
applying for 
registration as a 
pharmacy technician 

Language that allows a person to work in a training 
capacity as a pharmacy technician for no more than 
nine months was copied from 111 to this section.  
The Board's original intention with the current 
language was that a person could be engaged in on-
the-job training for up to nine months before having 
to meet requirements and be registered.  The problem 
with the current placement is that this person could 
work at one pharmacy for up to nine months, then go 
to another pharmacy and work up to nine months, 
and continue to do this without being registered.  By 
repeating it in this section, the nine-month limitation 
is also on the person performing technician tasks, as 
well as on the pharmacy that employs the technician. 

102 n/a Sets criteria for 
approval of training 
program 

• New language requires that each program have a 
"program director".  This has been required in the 
past via the application form, but not specified in 
the regulation.   

• Current regulations require instructors to either 
be pharmacists or pharmacy techs with current 
unrestricted licenses.  New language allows for 
the director and the instructors to possibly be on 
probation or have some restriction, and still be 
affiliated with a program as long as they are not 
suspended or revoked.  The Board had some 
pharmacists who were on probation want to teach 
in a training program, who were otherwise very 
qualified.   

• New language clarifies that programs are 
required to provide some type of certificate of 
successful completion to the participant or to the 
Board upon request. 

• New language requires programs to report major 
changes in personnel, address, name, program 
content, etc within 14 days. 

• New language requires program approvals to 
expire after two years, with ability to renew 
every two years.  Currently, any approved 
program stays in the board's active database of 
approved programs and is listed on the web.  
There have been issues with programs that go out 
of business, programs that change personnel 
without notifying the Board, and programs 
teaching out-of-date information.  The renewal 
requirement will include a self-evaluation for the 
program to ensure that personnel and curriculum 
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meet current requirements.  This language is 
modeled after regulations relating to certain 
training programs approved by the Board of 
Nursing. 

103 n/a Sets criteria for 
examination for 
pharmacy techs 

New language for pharmacy techs references the new 
language related to ADA accommodations for 
pharmacists. 

104 n/a Sets requirements for 
addresses & 
maintenance of 
certification 

• New language, that conforms to requirements for 
pharmacists, allows for submitting address of 
record changes electronically within 14 days of 
such change. 

• New language requires a pharmacy technician to 
maintain his registration certificate at his 
principal place of business, or if none, at his 
address of residence.  The NOIRA had 
contemplated requiring posting of the 
registration, but comment from NACDS stated 
that wall space is limited in some pharmacies and 
posting would be a hardship.  

106 n/a Sets requirements for 
continuing education 
for techs 

A section reference is corrected. 
New language requires records to be kept for three 
years, for the same reasons as pharmacists in 90. 

110 n/a Sets general 
requirements for 
pharmacy permits 

• Changes in C and new D remove the requirement 
for an outgoing PIC to take an inventory, but do 
give him the right to do so unless the owner 
provides notice showing good cause why he 
should not be allowed to do so.  The current 
requirement for taking an outgoing inventory was 
for protection of the outgoing PIC, so that 
diversions subsequent to his leaving, but before 
the incoming PIC's inventory could not be 
attributed to him.  However, this "protection" has 
resulted in many citations during inspections of 
not having these inventories that are difficult to 
prove in that the former PIC will say that he took 
the inventory and left it at the pharmacy, and 
does not know what happened to it because he is 
no longer there to make sure it is maintained.  
The Board considered that the taking of the 
outgoing PIC inventory should be allowed but 
not required.  It did recognize that there would be 
situations in which an owner did not want to 
allow it, e.g. termination due to violence, etc.  

• New G clarifies in regulation long-standing 
Board interpretation that only one pharmacy 
permit would be issued to a designated 
prescription department space.  The Board has 
been asked in the past to issue two pharmacy 
permits to a single operation, or a pharmacy 
permit and a wholesale distributor license to a 
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single operation.  The Board does not consider 
this to be in the best interest of maintaining 
accountability and security of controlled 
substances.  Usually the request has related to a 
single pharmacy's desire to represent themselves 
to be a "closed shop pharmacy" to a wholesale 
distributor for the purpose of obtaining 
preferential pricing, when in fact, the operation is 
a retail operation that does some long-term care 
facility business as well.  The fact that a 
distributor requires two separate licenses is some 
indication that it expects the two operations to be 
separate, and that preferentially priced drugs for 
nursing home patients, for example, will not be 
intermingled and inadvertently or deliberately 
dispensed to retail patients.  There are federal 
laws prohibiting this type of diversion.   

• New H prohibits operating a pharmacy from a 
private residence.  There is already a prohibition 
from operating other types of facilities licensed 
by the Board of Pharmacy from a private 
residence, but currently not pharmacies.  This 
had never been an issue until about two years ago 
when a person applied to operate a pharmacy 
from her garage in a residential subdivision.  
Local laws and ordinances did not prohibit this as 
long as she didn't use delivery trucks over a 
certain weight limit, and the Board had nothing 
to prohibit it, so was forced to issue the permit, 
although it considers the operation of a pharmacy 
and maintenance of a stock of controlled 
substances in one's private dwelling, not 
conducive to maintaining security and 
accountability of the drugs.  There is only one 
pharmacy in Virginia currently operating from a 
private dwelling, and this one will be 
"grandfathered" by the provision. 

In final adoption of regulation, the Board eliminated 
the requirement for the outgoing PIC to take a final 
inventory in subsection E because that conflicted with 
the amended provisions of subsection D. 

111 n/a Sets requirements for 
use of pharmacy 
technicians 

Clarifies that pharmacies have to maintain the start 
date for technicians in training to assist in identifying 
technicians who have exceeded the 9-month rule. 

120 n/a Sets requirements for 
special or limited-use 
permits 

Language was taken from the current guidance 
document allowing non-pharmacist access to free-
clinic pharmacies under certain strict conditions for 
certain limited reasons, such as securing a drug order.  
This has been necessary because many free-clinic 
pharmacies are only open a few hours a week, and 
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may not be at times that drugs are delivered or 
maintenance work needs to be done, etc. 

130 n/a Sets rules for closing a 
pharmacy or a change 
of ownership 

New language specifies that a pharmacy that closes 
must transfer prescription records with active refills 
to another pharmacy for access by the patient.  Until 
recently this has not been a problem because 
prescription files are usually a salable asset.  There 
have been a couple of situations in which a pharmacy 
was forced to close by a landlord against his will, and 
the pharmacy owner refused to transfer the records. 

140 n/a Sets rules for new 
pharmacies, 
acquisitions or changes 
to existing pharmacies 

New language in E incorporates a Board guidance 
document into regulation relating to the amount of 
time a drug stock can sit in a new pharmacy prior to 
the pharmacy opening for business and under what 
conditions.  This is to address a recent problem with 
pharmacies applying for a permit weeks and 
sometimes months in advance of opening in order to 
get other needed licenses such as DEA registration 
and third-party contracts.  In some cases a pharmacy 
opened, stocked some prescription drugs that sat for 
over a year, and the pharmacy never opened.  This 
amounts to an abandoned stock of prescriptions drugs 
with no oversight.  Under the new rule, the Board 
will allow a permit to be issued well in advance of 
opening for paperwork purposes, but not allow drugs 
to be stocked until within two weeks of the 
designated opening date, and requires a pharmacist 
be present daily once the drugs are stocked. 

180 n/a Sets the rules for 
security systems 

• Changes reorganize and clarify requirements for 
the alarm system on pharmacies. 

• A change was made for 24-hour pharmacies that 
were approved without an alarm system, but for 
some reason have to close.  Currently, a 
pharmacy is allowed 72 hours for the pharmacy 
to install a security system.  New language 
requires this be done prior to closing.  The Board 
considered that it was not safe for a stock of 
prescription drugs to be without a security system 
when closed for business at any time. 

In final adoption, the Board changed the requirement 
for a security system upgrade after a breaking with 
loss of drugs from ”immediately” to “within 14 
days” of the breaking. 

190 n/a Sets rules for 
prescription department 
enclosures and access 
to the department 

• This section was rewritten and reorganized to 
remove any specific requirement for structural 
enclosures, such as counter height, gap between 
the door and floor, etc.  Instead new language 
requires that the enclosure be sufficient to protect 
the drug stock from diversion whether or not a 
pharmacist is on duty, leaving the details up to 



Town Hall Agency Background Document     Form: TH-03 
 
 

 25 

the pharmacy, provided upon inspection, security 
can be demonstrated.   

• Language reference "keys" is updated to include 
other means of access. 

• New language makes the pharmacist on duty 
responsible for the security of the pharmacy 
during the time he is on duty. 

200 n/a Sets requirements for 
storage of drugs, etc. 

• The regulation was amended to clarify who could 
have access to already filled prescriptions after 
hours, to include any individual designated by the 
pharmacist. Current language refers to 
"designated clerical assistants" when in reality, if 
necessary to leave filled prescriptions, it is 
usually with a member of management. 

• Language was added to clarify that Schedule VI 
medical devices do not have to be in the 
pharmacy, but may be stored in restricted areas 
similar to controlled paraphernalia. 

• Language was added to include a requirement for 
otherwise adulterated or misbranded drugs be 
maintained in the pharmacy like expired drugs, 
but separated from working stock. 

210 n/a Sets rules for disposal 
of drugs 

An amendment added "or other board-approved 
method" to the incineration as a means of destroying 
unwanted drugs.  New methods are being developed 
to address this problem and the Board wanted the 
ability to approve them if sound. 

240 n/a Establishes rules for 
maintaining records, 
etc. 

• There is a new requirement for pharmacies to 
maintain a perpetual inventory of Schedule II 
controlled substances for quicker detection of 
diversion of these substances.  This has been a 
problem in the past in which tens of thousands of 
dosage units of these drugs were diverted without 
detection for a year or more in some cases.  This 
requirement is for at least monthly monitoring of 
this record to detect missing amounts of drug 
more quickly.  All hospital pharmacies and most 
chain pharmacies already maintain these records, 
but may not really review them for discrepancies 
routinely.  This is not expected to create any 
additional workload for most pharmacies.   

• Struck-through language in A4 was thought to be 
confusing and not necessary as inventory 
requirements are already elsewhere in statute or 
regulation.  

• New language in 5 allows scanned or electronic 
images of records of Schedule VI drugs. 

• Clarifies that records must be maintained for two 
years.  This is not a new requirement, but 
considered that it should be repeated here. 
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In the final adoption, the Board clarified the 
requirement for reconciliation of a perpetual 
inventory of Schedule II drugs to state it must occur 
“monthly” rather than every “30 days.” 

270 n/a Sets requirements for 
dispensing of 
prescriptions, 
certification of 
completed 
prescriptions and 
supervision of techs 

• New language removes the established ratios of 
pharmacists to pharmacy technicians and leaves 
it to the pharmacist on duty to determine the 
number of pharmacy interns, pharmacy 
technicians, and pharmacy technician trainees he 
can safely supervise at one time.  18 other states 
have no ratio, and report no safety issues.   

• New language clarifies that records showing that 
the pharmacist verified the accuracy of a 
dispensed prescription must be maintained for 
two years unless otherwise specified.  This has 
always been understood and was never a problem 
except in the case of some hospitals that were 
having pharmacists initial the label of 
compounded IV solutions when they checked 
them.  Then the used solution bags were 
discarded after use, and there was no other record 
showing which pharmacist had checked the 
product.  This has been problematic in 
determining the responsible party in dispensing 
error cases.   

• New language requires that prescriptions that are 
determined to be forgeries are not returned to the 
person presenting it, and are retained at least 30 
days by the pharmacy in the event they are 
needed by law enforcement or for some other 
legitimate purpose. 

275 n/a Sets requirements for 
delivery of dispensed 
prescriptions 

• New language in D clarifies that required 
contracts, agreements, and policy and procedure 
manuals be kept by both the pharmacy and the 
alternate delivery site. 

• New language in E clarifies that the Board will 
only issue a CSR for an alternate delivery site 
without a pharmacist or prescriber present at all 
times when open, if there is a legitimate health 
and safety reason to do so.  For example, 
community services boards are alternate delivery 
sites for mental health patients in the community 
who may not have reliable addresses or who need 
close monitoring of their medication use.   The 
Board has had issues with pharmacies, 
particularly non-resident pharmacies wanting this 
ability for their own convenience or to save 
money in mailing or delivery costs.  The Board 
has security, integrity, and accountability 
concerns about multiple patient's prescriptions 
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being delivered to a single site where they will 
accumulate, that is not controlled by a pharmacist 
or someone with prescriptive authority (and 
therefore authority to possess drugs), and feels 
that this should only be allowed when the 
alternative of delivery directly to the patient is 
more risky for some reason. 

280 n/a Sets requirements for 
transmission of a 
prescription order by 
fax 

• New language allows a long term care facility to 
fax an oral or written prescription to a pharmacy 
provided the original is obtained by the pharmacy 
within 7 days.  This has been a problem in 
assisted living facilities where residents may go 
out to a physician office visit and come back to 
the facility with a written prescription.  
Previously the facility could not fax the 
prescription to the pharmacy because it was not 
faxed from the prescriber's practice location, and 
getting the hard copy to the pharmacy before 
dispensing may cause a delay in therapy.   

• Changes were made to change the term "nursing 
home" to "long term care facility" consistent with 
the statute. 

Language was added to clarify that hospice includes 
home hospice. 

n/a 286 Sets requirements for 
chart orders for 
outpatients 

This new section incorporates a Board guidance 
document into regulation.  Many patients are now 
being discharged from hospitals with their discharge 
orders being written on a chart order.  This regulation 
allows a community pharmacy to dispense pursuant 
to these chart orders provided all necessary 
information is included and the pharmacist has 
knowledge that the chart order is intended to be the 
discharge orders. 

320 n/a Sets requirements for 
refilling Schedule III 
through VI drugs 

New language in D clarifies that this paragraph 
relates to the timing of dispensing refills, and 
authorizes early refills provided the pharmacist 
documents a valid reason necessitating the early 
refill, such as the patient is going on an extended 
vacation. 

340 n/a Sets standards for 
packaging drugs 

New language specifies some of the USP-NF 
requirements for labeling of compliance packaging 
for easy reference for the regulated.  The 
requirements are already in place in current language, 
but the repackager would need to refer to the USP-
NF reference. 

350 n/a Sets standards for 
special and non-special 
packaging 

Amendments eliminate language redundant with the 
statute and update the language consistent with 
electronic records. 

355 n/a Sets requirements for 
repackaging of drugs 

• New language clarifies that certain record 
requirements of A also apply to C when 
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automated counting machines are used to include 
length of time to keep the record, and that date of 
filling and pharmacist checking are to be 
recorded.   

• New language in D incorporates a Board 
guidance document related to returning drugs to 
stock that are dispensed to a patient but never 
picked up from the pharmacy. 

n/a 391 Sets standards for 
prescription blanks 

This new section puts a Board guidance document 
into regulation related to what can be on the face of a 
prescription blank provided by a pharmacy to a 
provider.  It prohibits non-essential information from 
being put on the face. 

395 n/a Sets rules for purchase 
of drugs 

Warehouser is added to the persons from whom a 
pharmacy may purchase drugs.  Many chain drug 
store distribution centers are licensed as warehousers 
if they only engage in intracompany sales. 

410 n/a Sets requirements for 
permitted physicians 

The term "pharmacy" was added to this section as it 
was inadvertently left out of the previous revision. 

425 n/a Sets requirements for 
robotic pharmacy 
systems 

New language removes the requirement for Board 
approval of these systems, and incorporates the terms 
of the Board orders under which all the systems 
currently approved are operating.  The Board 
considers that it has enough experience with these 
systems after several years of approvals and 
monitoring to be able to put requirements in 
regulations and not have to make each entity wanting 
to use one of these devices apply, go through an 
informal conference, and operate under an order. 

440 n/a Sets out the 
responsibilities of a 
pharmacist-in-charge 

Language delineating the things to be included in a 
drug review was eliminated and a reference made to 
the statute that addresses drug reviews.  This was a 
request from hospital pharmacists who did not think 
the list was comprehensive and recommended its 
deletion. 

450 n/a Sets the requirements 
for after-hours access 
to a pharmacy 

• New language removes the ability of an 
authorized nurse to access the entire pharmacy, 
but allows the pharmacy to establish a stock of 
drugs elsewhere that may be accessed when the 
pharmacy is closed.  This was also a request from 
hospital pharmacist, as Joint Commission 
(JACHO) no longer approves of the after-hours 
entry into the pharmacy by nursing staff.   

• New language also specifies that if this after-
hours pharmacy stock is in an area of the hospital 
that is not continuously staffed, such as a nursing 
unit or ER, it needs to be alarmed. 

460 n/a Sets requirements for 
floor stock drugs 

• New language clarifies that a pharmacist must 
check for accuracy the drugs being delivered as 
floor-stock prior to them leaving the pharmacy 
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and that a record of such check be kept. 
• New language allows for maintenance of records 

off-site, or electronically provided they can be 
available in 48 hours and provided this is 
consistent with federal law. 

490 n/a Sets requirements for 
automated devices 

• Subsection A was amended to match the new 
requirement for pharmacist check for floor stock 
in 460. 

• Hospital pharmacists have complained that this 
section is too confusing as to the requirements for 
audits and record-keeping.  Clarifying language 
was added to 5 to clearly describe the expectation 
for the monthly audit.   

• Language was removed from several places in 
this section that related to records, and put into a 
new #10 which addresses record-keeping.  Again, 
off-site or electronic records are allowed 
provided they are retrievable within 48 hours, 
and such storage is consistent with federal law.   

500 n/a Sets requirements for 
licensed EMS agencies 

• Language was added to clarify the requirement 
for a pharmacist to check the drug kit after filling 
and make a record of this check.  This is 
consistent with other requirements for dispensing 
floor-stock and other kits.   

• Because it is not possible to "preclude any 
possibility" of theft, language was changed to 
sealed to deter and aid detection. 

• New language was added to allow the storage of 
IV solutions, which are prescription drugs, 
outside the sealed kit. 

520 n/a Sets rules for drugs in 
long-term care 
facilities 

The term "drugs" was changed to "prescription 
drugs" to allow non-prescription drugs to be floor-
stocked.  

530 n/a Establishes the 
pharmacy’s 
responsibilities 

Minor clarifications were made to state that unwanted 
drugs could be properly disposed of, and not 
destroyed.  

n/a 535 Sets standards for 
repackaging dispensed 
prescriptions 

• This is a new section incorporates a Board 
guidance document into regulation.  It will allow 
a provider pharmacy for a LTCF to repackage a 
patient's medications that have been dispensed by 
another pharmacy into unit-dose or compliance 
packaging to conform to the system used in the 
LTCF under certain conditions.   

• This has been requested by primarily assisted 
living facilities that may have residents, such as 
VA residents who can get their medications at no 
cost from a VA facility, but come in multidose 
vials.  The Board recognized the problems with 
having a second pharmacy repackage these 
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medications, but felt that the risk of inaccuracies 
in administering the medications were greater 
than those associated with repackaging.  Some of 
the problems with such repackaging are that the 
provider pharmacy does not have the original 
prescription or order, cannot verify that the 
original pharmacy dispensed the drug accurately, 
and is relying on that pharmacy's labeling and 
product selection.   

• The regulation does not want to compel a 
pharmacy to engage in this practice, so the new 
regulation clearly states that this is not a 
requirement of a provider pharmacy, as the Board 
is cognizant that pharmacist may not want to take 
on this liability.   

n/a 536 Establishes rules for 
prescription drugs sent 
outside the facility 

• This new section also incorporates a Board 
guidance document into regulation.  It allows a 
long term care facility to send a patient's 
medication out with the patient on pass, provided 
the medication is appropriately packaged and 
labeled for outpatient use. 

• For patients whose medication is in compliance 
packaging, this allows the facility to send only 
those individual containers of medication with 
the patient provided the patient is given 
appropriate instructions for use and other 
required labeling, if all required labeling is not on 
the individual containers. 

540 & 
550 

n/a Sets requirements for 
emergency drug kits 
and stat boxes 

• New language clarifies that these kits may be 
used in long term care facilities that use 
mediation aides to administer medications 
provided the aides do not have access to the kits, 
and only licensed nurses, pharmacists, or 
prescribers may access or administer form the kit. 

• New language in 550 removes the requirement 
that a signed order, obtained within 72 hours, 
must cover any drug used from the stat-drug box, 
and instead just requires that a valid prescription 
or order of a prescriber must exist prior to the 
removal of a drug from the stat-drug box.  This 
allows verbal order to be used. 

555 n/a Sets requirements for 
automated dispensing 
devices 

• New language allows the device in nursing 
homes to be use to house drugs that would be in 
the emergency kit and be accessed prior to 
receiving electronic authorization from the 
pharmacy reviewer. 

• New language requires that the device be able to 
product a record of each distribution from the 
device.  This is consistent with hospital language 
for these devices. 
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• The same audit language was included that was 
used in the hospital section (490) 

• Record-keeping requirements were removed 
from several sections and put in new 13 as in the 
hospital section (490). 

570 n/a Sets rules for drugs in 
infirmaries/first aid 
rooms 

Language in D was deleted in that there is no 
prohibition in law from anyone providing non-
prescription drugs.  

580 n/a Sets rules for drugs in 
humane societies and 
shelters 

• New language makes it clear that drugs in a 
humane society should be maintained at the 
permitted address.  There is no reason for 
employees of a humane society to remove drugs 
from the location, but because this was not 
clearly stated, there has been some confusion 
about whether humane society employees could 
remove the drugs from the permitted location and 
use them elsewhere.   

• There is a new requirement for certificates of 
training to be maintained at the facility location.  
There has always been a requirement that persons 
administering the euthanasia drugs have the 
required training, but it has sometimes been 
difficult for inspectors to ensure that only trained 
persons are administering if the certificates were 
not available for inspection.  The two-year 
requirement is consistent with the length of time 
inspectors would be auditing drug administration 
records. 

In the adoption of final amendments, section 580 was 
revised for consistency with a law passed by the 2009 
General Assembly to allow humane societies and 
animal shelters to purchase and possess certain 
Schedule VI controlled substances approved by the 
supervising veterinarian to prevent and treat certain 
diseases that would be transmitted to the shelter 
population.   

590 n/a Sets rules for drugs in 
correctional facilities 

• New language was added to allow for a copy of 
the medication administration record or 
alternative record to be returned to the pharmacy 
with any unused or discontinued drugs.  This was 
requested by the Department of Corrections as 
the original record is usually retained at the 
correctional facility. 

• Clarifying language was added to C at the request 
of the Department of Corrections due to some 
confusion as to what could be floor-stocked at 
medical clinics in correctional facilities. 

610, 620, 
621, 622 

n/a Sets rules for exempted 
chemical preparations, 
prescription products, 

These sections were amended to clarify that the 
referenced federal regulations do not actually contain 
the list of exempted or excluded drug product 
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anabolic steroid 
products and veterinary 
products 

anymore, but the list is maintained by the DEA 
administrator. 

680 n/a Establishes 
requirements for 
medical equipment 
suppliers 

Amendment conforms record-keeping language to 
allow off-site and electronic storage. 

690 n/a Sets out rules for 
persons or entities 
authorized to obtain 
controlled substance 
registration 

• Alternate delivery sites are specifically added to 
the types of entities for which a CSR may be 
issued to conform this section to 275.   

• New language was added to conform the 
inspection requirement for new, change of 
location, or structural changes to CSR locations 
to that of pharmacies and other licensed or 
permitted facilities. 

• New language clearly designates who can be a 
responsible party for a CSR.  This is to put in 
regulation what was already required by 
application form.  It is actually a clarification of 
who had been allowed by the Board to be the 
responsible party based on who had authority to 
be in possession of prescriptions drugs in 
accordance with the Drug Control Act.  
Additionally, pharmacy technicians were added 
as persons authorized to be the responsible party 
for alternate delivery sites, and on a case by case 
basis other appropriate persons. 

700 n/a Sets requirements for 
supervision of CSR’s. 

• Language is clarified and simplified in A from a 
list of various types of medical practitioners and 
pharmacists, to "prescribers", which encompasses 
the list, and pharmacists. 

• In C, new language allows pharmacy technicians 
to have access to controlled substances for the 
purposes of stocking, delivering, and assisting 
with inventories and record-keeping. 

• New language in E requires that a CSR notify the 
Board within 14 days of any change of 
responsible party of supervising practitioner. 

710 n/a Sets requirements for 
storage and security for 
CSR’s 

Changes were made to the requirements for the 
security system to mirror the language for 
pharmacies. 

 

Regulatory flexibility analysis 
 
Please describe the agency’s analysis of alternative regulatory methods, consistent with health, safety, 
environmental, and economic welfare, that will accomplish the objectives of applicable law while 
minimizing the adverse impact on small business.  Alternative regulatory methods include, at a minimum: 
1) the establishment of less stringent compliance or reporting requirements; 2) the establishment of less 
stringent schedules or deadlines for compliance or reporting requirements; 3) the consolidation or 
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simplification of compliance or reporting requirements; 4) the establishment of performance standards for 
small businesses to replace design or operational standards required in the proposed regulation; and 5) 
the exemption of small businesses from all or any part of the requirements contained in the proposed 
regulation. 
               
In order to conduct a thorough review of pharmacy regulations, the Board assigned the task to an 
Ad Hoc Committee on Regulatory Review to recommend changes for clarity and consistency 
with changes in pharmacy education and practice.  Board members comprising the committee 
were joined by representatives of chain drug stores, pharmacy schools, the Virginia Pharmacists 
Association, hospital pharmacies, correctional institutions, EMS agencies, pharmaceutical 
manufactures, and a consumer organization – all of whom were invited to participate in the 
discussion of each regulation and to provide suggested changes.   
 
In its announcement of periodic review, the Board requested comment on whether there is a need 
for amendments for consistency with changes in pharmacy practice and patient care.  In order to 
address issues that have been raised and to clarify current regulations, the Board issued a Notice 
of Intended Regulatory Action to accomplish the purpose of its periodic review of regulations 
and has responded to comments received on the NOIRA.   
 
In its adoption of proposed regulations, the Board authorized the division of Chapter 20 to 
establish one set of rules for pharmacists and pharmacy technicians and another for pharmacies.  
Since the amendments proposed in this action are fairly extensive, it was decided to retain all 
sections in one chapter in order to make the changes clear to the regulated public.  After 
completion of this action, the agency may separate the sections, so the underlined and overstruck 
language will only reflect the technical division rather than actual amendments.  
 

Family impact 

 
Please assess the impact of the proposed regulatory action on the institution of the family and family 
stability including to what extent the regulatory action will: 1) strengthen or erode the authority and rights 
of parents in the education, nurturing, and supervision of their children; 2) encourage or discourage 
economic self-sufficiency, self-pride, and the assumption of responsibility for oneself, one’s spouse, and 
one’s children and/or elderly parents; 3) strengthen or erode the marital commitment; and 4) increase or 
decrease disposable family income.  
 
              
 
There is no impact of the proposed regulatory action on the institution of the family and family 
stability. 
 


