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(VAC) Chapter citation(s)  
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VAC Chapter title(s) Regulations Governing the Practice of Pharmacy 

Action title Incorporation of allowances from pilot programs 

Date this document prepared 3/24/22 

This information is required for executive branch review and the Virginia Registrar of Regulations, pursuant to the 
Virginia Administrative Process Act (APA), Executive Order 14 (as amended, July 16, 2018), the Regulations for 
Filing and Publishing Agency Regulations (1VAC7-10), and the Form and Style Requirements for the Virginia 
Register of Regulations and Virginia Administrative Code. 

 
 

Brief Summary 
[RIS1] 

 

Provide a brief summary (preferably no more than 2 or 3 paragraphs) of this regulatory change (i.e., new 
regulation, amendments to an existing regulation, or repeal of an existing regulation). Alert the reader to 
all substantive matters. If applicable, generally describe the existing regulation. 
              

 

The Board has incorporated into regulations certain allowances for use of technology that have 

been approved for implementation and safely used by innovative pilot programs in several 

hospital systems which create efficiencies in storing, dispensing, and distributing drug inventory. 

In lieu of requiring individual hospitals to apply for an innovative pilot program, amendments 

are proposed for section 425 on robotic pharmacy systems to allow any interested hospital to use 

technology commonly referred to as medication carousels to store and guide the selection of 

drugs to be dispensed or removed from the pharmacy.  A pharmacist will not be required to 

manually check the accuracy of a drug removed from the carousel by a pharmacy technician 

when the technology is used, in compliance with the regulation, to verify accuracy.  Because 

medication carousels rely on the use of barcode scanning to verify drug accuracy, certain 

safeguards are adopted to include a verification check by a pharmacist for the accuracy of the 

barcode assignment to an individual drug.  



Town Hall Agency Background Document     Form: TH-03 
 

 

 2

A new section (505) is added to incorporate another technology already approved for innovative 

pilot programs – the use of radio-frequency identification to verify the accuracy of drugs placed 

into a kit for licensed emergency medical services personnel or other kits used as floor stock 

throughout a hospital. The regulations specify the responsibilities of a pharmacist and the duties 

of a pharmacy technician in the use of RFID technology. 

 
[RIS2] 

Acronyms and Definitions  
 

 

Define all acronyms used in this form, and any technical terms that are not also defined in the 
“Definitions” section of the regulation. 
              

 

 

RFID = radio-frequency identification 
 
 

 

Statement of Final Agency Action 
 

 

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 15, 2022, the Board of Pharmacy amended 18VAC110-20-10 et seq., Regulations 

Governing the Practice of Pharmacy. 

 
 

Mandate and Impetus  
 

 

List all changes to the information reported on the Agency Background Document submitted for the 
previous stage regarding the mandate for this regulatory change, and any other impetus that specifically 
prompted its initiation. If there are no changes to previously reported information, include a specific 
statement to that effect. 
              

 

The impetus for the change is updating of regulations to facilitate new technologies in the 

practice of pharmacy. Since the technologies have already been approved for innovative pilot 

programs in several hospital systems and have shown to be safe and effective, the Board’s 

decision was to incorporate the allowances into regulation so other hospitals can utilize the 

technology without having to apply for a pilot program. 

 
 

Legal Basis 
 

 

Identify (1) the promulgating agency, and (2) the state and/or federal legal authority for the regulatory 
change, including the most relevant citations to the Code of Virginia and Acts of Assembly chapter 
number(s), if applicable. Your citation must include a specific provision, if any, authorizing the 
promulgating agency to regulate this specific subject or program, as well as a reference to the agency’s 
overall regulatory authority.    
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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 (§ 2.2-4000 et 

seq.) that are reasonable and necessary to administer effectively the regulatory system, which 

shall include provisions for the satisfaction of board-required continuing education for 

individuals registered, certified, licensed, or issued a multistate licensure privilege by a health 

regulatory board through delivery of health care services, without compensation, to low-income 

individuals receiving health services through a local health department or a free clinic 

organized in whole or primarily for the delivery of those health services. 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.). 

The specific authority for the Board to regulate the dispensing of prescription drugs is found in: 

 

§ 54.1-3307. Specific powers and duties of Board.  

A. The Board shall regulate the practice of pharmacy and the manufacturing, dispensing, selling, 

distributing, processing, compounding, or disposal of drugs and devices. The Board shall also 

control the character and standard of all drugs, cosmetics and devices within the 

Commonwealth, investigate all complaints as to the quality and strength of all drugs, cosmetics, 

and devices and take such action as may be necessary to prevent the manufacturing, dispensing, 

selling, distributing, processing, compounding and disposal of such drugs, cosmetics and devices 

that do not conform to the requirements of law. 

The Board's regulations shall include criteria for: 

1. Maintenance of the quality, quantity, integrity, safety and efficacy of drugs or devices 

distributed, dispensed or administered. 

2. Compliance with the prescriber's instructions regarding the drug, its quantity, quality and 

directions for use. 

3. Controls and safeguards against diversion of drugs or devices. 

4. Maintenance of the integrity of, and public confidence in, the profession and improving the 

delivery of quality pharmaceutical services to the citizens of Virginia. 

5. Maintenance of complete records of the nature, quantity or quality of drugs or substances 

distributed or dispensed, and of all transactions involving controlled substances or drugs or 

devices so as to provide adequate information to the patient, the practitioner or the Board. 

6. Control of factors contributing to abuse of legitimately obtained drugs, devices, or controlled 

substances. 

7. Promotion of scientific or technical advances in the practice of pharmacy and the 

manufacture and distribution of controlled drugs, devices or substances. 

8. Impact on costs to the public and within the health care industry through the modification of 

mandatory practices and procedures not essential to meeting the criteria set out in subdivisions 

1 through 7 of this section. 

http://law.lis.virginia.gov/vacode/2.2-4000/
http://law.lis.virginia.gov/vacode/54.1-100/
http://law.lis.virginia.gov/vacode/54.1-2500/
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9. Such other factors as may be relevant to, and consistent with, the public health and safety and 

the cost of rendering pharmacy services. 

B. The Board may collect and examine specimens of drugs, devices and cosmetics that are 

manufactured, distributed, stored or dispensed in the Commonwealth. 

 
 

Purpose  
 

 

Explain the need for the regulatory change, including a description of: (1) the rationale or justification, (2) 
the specific reasons the regulatory change is essential to protect the health, safety or welfare of citizens, 
and (3) the goals of the regulatory change and the problems it’s intended to solve. 
              

 

The regulation will allow an interested hospital to utilize these newer and proven technologies 

that facilitate efficiencies in the management and dispensing of drugs without the cost and 

burden of applying for an innovative pilot program, allow these proven technologies to be used 

to verify drug accuracy which decreases risk of human error associated with manual pharmacist 

verifications, and allow pharmacists more time to focus on patient-centered clinical activities.   

 

The purpose of this regulatory action is to update regulations for utilization of newer 

technologies in the practice of pharmacy in a hospital system and for facilitating time for 

pharmacists to be more involved in direct patient care. Technologies such as medication 

carousels and RFID components of a robotic pharmacy system have already been approved for 

use as innovative pilot programs and have been shown to protect the health and safety of the 

drug supply and patients in hospitals. 

 
 

Substance 
 

Briefly identify and explain the new substantive provisions, the substantive changes to existing sections, 
or both. A more detailed discussion is provided in the “Detail of Changes” section below.   
              

 

 

Amendments are proposed for section 425 on robotic pharmacy systems to allow for medication 

carousels used in a hospital to store and guide the selection of drugs to be dispensed or removed 

from the pharmacy.  A pharmacist will not be required to manually check the accuracy of a drug 

removed from the carousel by a pharmacy technician when the technology is used, in compliance 

with the regulation, to verify accuracy.  Because medication carousels rely on the use of barcode 

scanning to verify drug accuracy, certain safeguards are adopted to include a verification check 

by a pharmacist for the accuracy of the barcode assignment to an individual drug.  

 

A new section (505) is added to incorporate another technology already approved for innovative 

pilot programs – the use of radio-frequency identification to verify the accuracy of drugs placed 

into a kit for licensed emergency medical services personnel or other kits used as floor stock 

throughout a hospital. The regulations specify the responsibilities of a pharmacist and the duties 

of a pharmacy technician in the use of RFID technology. 
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Issues  
 

 

Identify the issues associated with the regulatory change, 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, include a specific statement to that 
effect.    
              

 

1) The advantage to the public and the hospital systems is the use of new technology that 

accurately and efficiently prepares medications for dispensing from a pharmacy to patients on 

the floor or to persons receiving emergency services by EMS agencies. There are no 

disadvantages; there are ample safeguards to ensure the accuracy and integrity of the drugs 

dispensed through use of medication carousels or RFID technology.  

2) There are no advantages or disadvantages to this agency or the Commonwealth. 

 

3) The Director of the Department of Health Professions has reviewed the proposal and 

performed a competitive impact analysis.  The Board is authorized under § 54.1-2400 to 

promulgate regulations in accordance with the Administrative Process Act (§ 2.2-4000 et seq.) 

that 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.)  This proposal is consistent with the agency’s 

statutory responsibility to protect public health and safety and to protect the integrity and safety 

of prescription drugs in the Commonwealth. 

 
[RIS10] 

Requirements More Restrictive than Federal 
 

 

Identify and describe any requirement of the regulatory change which is more restrictive than applicable 
federal requirements. Include a specific citation for each applicable federal requirement, and a rationale 
for the need for the more restrictive requirements. If there are no applicable federal requirements, or no 
requirements that exceed applicable federal requirements, include a specific statement to that effect. 
              

 

There are no applicable federal requirements. 

 
 

Agencies, Localities, and Other Entities Particularly Affected 
 

 

Identify any other state agencies, localities, or other entities particularly affected by the regulatory change. 
“Particularly affected” are those that are likely to bear any identified disproportionate material impact 
which would not be experienced by other agencies, localities, or entities. “Locality” can refer to either local 
governments or the locations in the Commonwealth where the activities relevant to the regulation or 
regulatory change are most likely to occur. If no agency, locality, or entity is particularly affected, include a 
specific statement to that effect.  
              

 

Other State Agencies Particularly Affected - None 
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Localities Particularly Affected - None 

 

Other Entities Particularly Affected - None 

 
 

Public Comment 
 

 

Summarize all comments received during the public comment period following the publication of the 
previous stage, and provide the agency response. Include all comments submitted: including those 
received on Town Hall, in a public hearing, or submitted directly to the agency. If no comment was 
received, enter a specific statement to that effect.  
              

 

A public comment period was open between 8/16/21 and 10/15/21. A public hearing was 

conducted on 9/24/21; there was a written comment in a handout for the Board. 
Commenter at 
public hearing 

Comment  Agency response 

Mark Hickman 
Va. Society of 
Health-System 
Pharmacists 

Information was provided on the 
use of carousel technology, and 
VSHP made 3 requests: 
 
1) Replace requirement that the 
nurse or other person scan each 
drug unit prior to administration 
use bar code technology with a 
requirement that such nurse or 
other person “verify the accuracy 
of the drug prior to 
administration…according to their 
scope of practice.” 
2) Make an allowance for a 
hospital that does not have the 
capability for each drug unit to be 
scanned by a pharmacy technician 
to have a 2nd technician check by 
performing a visual inspection. The 
request was to “encourage” rather 
than require use of bar code 
technology. 
3) Add additional language for 
quality assurance over and above 
the requirement for a pharmacist to 
perform a daily random check for 
verification of the accuracy of 5% 
of drugs prepared that day utilizing 
medication carousel technology if 
the Board agreed to the first 
request. 
  

 
 
 
 
1) The Board did not amend section 425 
accordingly; the proposed language would 
not offer the same level of patient protection 
as the use of bar code technology. The Board 
did amend section 425 to waive the 
requirement for bar code scanning in an 
emergency event when a delay would cause 
imminent harm to a patient. 
 
2) The Board amended section 425 (C 3 and 
4) to allow for a two-technician verification 
process if the hospital does not have the 
capacity for the drug to be verified for 
accuracy by scanning each drug unit. 
 
The Board did not amend to “encourage use 
of bar code technology rather than “require” it. 
 
3) The Board did not fully adopt the request to 
replace the requirement for a nurse to use bar 
code technology to verify the accuracy of the 
drug. Therefore, it decided that the proposed 
language in #5 (daily random check of 5% by 
a pharmacist) was adequate. 
 
 
 
 
 
 

Commenters on 
Townhall 

Comment Agency response 
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Tyler Martinson 
Sentara Hospital 

Fully supports this regulation 
change to allow the use of both 
technologies.  

The Board appreciates the support. 

Catherine Floroff 
Sentara Hospital 

Fully supports; is in line with the 
skills of our technician staff. 
 
 

The Board appreciates the support. 

 

At its meeting on December 7, 2021, and in response to comments on proposed regulations from 

the Virginia Society of Hospital Pharmacists, the Board adopted two amendments to regulations 

for medication carousels. 

 

In order to allow for comment on the two proposed amendments, the Board extended a 60-day 

comment period from January 3, 2022 to March 4, 2022, posted a General Notice on Townhall, 

and sent notice of the extended comment to interested parties.  

 

Comments received during the extended comment period were included in the Board’s agenda 

package and considered in the adoption of final regulations.    
Commenters on 
the General 
Notice 

Comment Agency response 

Arnold DeWald Allow certain drugs for early 
treatment of COVID 

The comment is unrelated to the regulatory 
action. 

Clinton Atwater 
Carilion Medical  

Suggested several edits to the 
draft 

The Board amended in C3c to use the word 
“capacity” rather than “capability” and 
corrected one typo. 

Natalie Nguyen 
Va. Society of 
Health-System 
Pharmacists 

Supports the current amendments. The Board appreciates the support. 

Brad McDaniel Supports the amendments; will 
enhance the pharmacy 
department’s efficiency without 
sacrificing patient safety. 
 

The Board appreciates the support. 

 

 
 

Detail of Changes Made Since the Previous Stage 
 

 

List all changes made to the text since the previous stage was published in the Virginia Register of 
Regulations and the rationale for the changes. For example, describe the intent of the language and the 
expected impact. Describe the difference between existing requirement(s) and/or agency practice(s) and 
what is being proposed in this regulatory change. Explain the new requirements and what they mean 
rather than merely quoting the text of the regulation. * Put an asterisk next to any substantive changes.   
              

 

Current 
chapter-
section 
number 

Updated new requirement since 
previous stage 

Change, intent, rationale, and likely impact of 
updated requirements 
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425 C 2 Two changes were made: 
1) The requirement for scanning by 
a nurse or person authorized to 
administer is waived in an emergent 
event when a delay would cause 
imminent harm. 
2) If a hospital does not have the 
capacity for the drug to be verified 
for accuracy by scanning each unit, 
the patient-specific drug can be 
verified by two pharmacy 
technicians. Then a nurse or other 
person authorized to administer 
must scan each drug unit prior to 
administration. 

The changes were in response to comments from 
hospital pharmacists who commented on the need 
for amendments consistent with capabilities of 
hospital systems. 

425 C 3 The same change as noted in #2 
above was made in subdivision 3, 
which sets out the provisions for 
verifying the accuracy of drugs 
removed from a medication carousel 
for placement in an automated 
dispensing device. 
 

The change was in response to comments from 
hospital pharmacists who commented on the need 
for amendments consistent with capabilities of 
hospital systems. 

 
 

Detail of All Changes Proposed in this Regulatory Action 
 

 

List all changes proposed in this action and the rationale for the changes. For example, describe the 
intent of the language and the expected impact. Describe the difference between existing requirement(s) 
and/or agency practice(s) and what is being proposed in this regulatory change. Explain the new 
requirements and what they mean rather than merely quoting the text of the regulation. * Put an asterisk 
next to any substantive changes.   
              

 
Table 1: Changes to Existing VAC Chapter(s) 
 

Current 
chapter-
section 
number 

New chapter-
section 
number, if 
applicable 

Current 
requirements in 
VAC 

Change, intent, rationale, and likely impact of 
new requirements 

425  Sets out the 
requirements for use 
of a robotic pharmacy 
system in a hospital 
or long-term care 
facility 

Subsection A is amended to delete #8, the 
requirement for maintenance and storage of 
records. The requirements are moved to 
subsection D to clarify that record-keeping 
requirements are applicable to the entire section. 
 
Subsection C is added to set out the requirements 
for use of a medication carousel. Change from 
draft published with the NOIRA: medication 
carousels are not always a component of a robotic 
pharmacy system in a hospital, so the wording 
was changed to say that medication carousels 
may be utilized if they function with or without a 
robotic system. 
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#1 provides that a pharmacist must enter drug 
information into the barcode database for a 
barcode to be assigned to an individual drug. The 
accuracy of that information is essential to the 
safe delivery of drug or else a pharmacy 
technician may not be able to accurately verify a 
drug when scanning the drug’s barcode.  Thus, a 
pharmacist must verify the accuracy of the 
barcode assignment. 
 
#2 states that it is not necessary for a pharmacist 
to verify the accuracy of a patient-specific drug 
removed from the carousel if: 1) a pharmacist has 
verified the accuracy of entry of the order for a 
patient-specific drug into the dispensing software, 
and 2) each drug unit removed from the carousel 
by a pharmacy technician has been scanned prior 
to dispensing and a nurse has scanned the 
barcode technology to verify the accuracy prior to 
administration to a patient.  Change from draft 
published with the NOIRA: Language in 
subdivision b required technician to scan “each 
intact blister card of each unit dose drug, or each 
unopened manufacturer’s container of each unit 
dose drug.” Comment to the Board indicates that 
this did not accurately describe how a carousel 
system works, so the language was changed to 
require the technician to scan “each drug unit.”  
Scanning each drug unit is consistent with the 
previous board-approved innovative pilot 
programs for use of a medication carousel. 
 
#3 provides that under certain conditions, a 
pharmacist is not required to verify the accuracy 
of a drug removed from the carousel that is to be 
placed in an automated drug dispensing system.  
Change from draft published with the NOIRA: 
Comment to the Board indicated that the drug 
may be distributed to another entity legally 
authorized to possess the drug, such as an off-
site unit away from the main hospital, so that 
provision was added in the proposed regulation. 
The conditions that must exist if the pharmacist is 
not verifying the accuracy of a drug removed are: 
1) the list of drugs to be removed from the 
carousel for loading or replenishing an automated 
dispensing system is electronically transmitted to 
the carousel; and 2) the drugs removed are 
verified for accuracy by a pharmacy technician by 
scanning each drug unit prior to leaving the 
pharmacy and there are additional scans for 
accuracy at the point of dispensing and 
administration.  Changes from draft published with 
the NOIRA: The same changes as described 
above were included in b. 
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#4 requires that a pharmacist must verify the 
accuracy of all drugs prior to dispensing or leaving 
the pharmacy if the drugs are manually removed 
from the carousel by a technician without the use 
of barcode scanning technology. 
 
#5 (added after NOIRA) requires the pharmacist 
to perform a daily random check for verification of 
accuracy of 5% of drugs prepared that day 
utilizing the medication carousel technology. A 
record of that random check information must 
include the date, a description of discrepancies, 
and the initials of the pharmacist.  
The random check is currently required for all 
innovative pilot programs, so it is consistent with 
the process used by hospital system that have 
permission to utilize medication carousel 
technology. 
 
Subsection D is identical to the record-keeping 
requirement that was deleted from #8 in 
subsection A, but it was moved to be inclusive of 
records required in subsection C. 
 

500  Sets out the rules for 
a pharmacy 
preparing drugs for 
EMS agencies 

Subsection A is amended to include the allowance 
for use of RFID in the preparation of a drug kit to 
be used by an EMS agency. A pharmacist is not 
required to check each kit if it is prepared in 
accordance with provisions of section 505. 

 505 Sets out 
requirements for a 
hospital pharmacy in 
the preparation of kits 
for floor stock in the 
hospital or kits for 
EMS agencies 
through the use of 
radio-frequency 
identification (RFID) 

Section 505 authorizes a hospital pharmacy to 
use radio-frequency identification (RFID) to verify 
the accuracy of drugs placed into a kit for licensed 
emergency medical services or other kits used as 
floor stock throughout the hospital if the following 
conditions are met: 
 
#1 delineates the tasks for which a pharmacist is 
responsible for performing and verifying the 
accuracy: 
 a. The addition, modification, or deletion of drug 
information into the RFID database for 
assignment of a RFID tag to an individual drug; 
and 
b. The development of the contents of the kit in 
the RFID database and the associated drug-
specific RFID tags. 
 
#2 specifies that a pharmacy technician may 
place the RFID tag on the drugs, and then a 
pharmacist must verify that all drugs have been 
accurately tagged prior to storing the drugs in the 
pharmacy's inventory. 
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#3 provides that a pharmacy technician may 
remove RFID-tagged drugs from the pharmacy's 
inventory whose RFID tags have been previously 
verified for accuracy by a pharmacist, and place 
the drugs into the kit's container.  A pharmacy 
technician may then place the container into the 
pharmacy's device that reads the RFID tags to 
verify if the correct drugs have been placed into 
the container as compared to the list of the kit's 
contents in the RFID database. 
 
#4 requires that a pharmacist perform a daily 
random check for verification of the accuracy of 
5% of all kits prepared that day utilizing the RFID 
technology. A manual or electronic record from 
which information can be readily retrieved. The 
record must include: 
a. The date of verification; 
b. A description of all discrepancies identified, if 
any; and 
c. The initials of pharmacist verifying the accuracy 
of the process. 
 
#5 allows pharmacies engaged in RFID tagging of 
drugs to be exempt from the requirements in 
subsection C of 18VAC110-20-490, subsection A 
of 18VAC110-20-460, and subsection A of 
18VAC110-20-355. 
 
#6 requires all records to be maintained for a 
period of one year from the date of verification by 
the pharmacist. 
 
This new section was added to incorporate 
another technology already approved for 
innovative pilot programs – the use of radio-
frequency identification to verify the accuracy of 
drugs placed into a kit for licensed emergency 
medical services personnel or other kits used as 
floor stock throughout a hospital. The regulations  
specify the responsibilities of a pharmacist 
and the duties of a pharmacy technician in the use 
of RFID technology. 
There were no changes from the text that was 
published with the NOIRA and with the proposed 
regulation. 


