
COMMONWEALTH OF VIRGINIA 

Meeting of the Board of Pharmacy
Perimeter Center, 9960 Mayland Drive, Third Floor (804) 367-4456 (Tel) 

Henrico, Virginia 23233  

Tentative Agenda of Full Board Meeting 

September 30, 2025 

9AM 

TOPIC 

Call to Order of Public Hearing:  Larry Kocot, JD, Chairman 

• Welcome & Introductions

Public Hearings: 

• Placing Certain Chemicals into Schedule I

• Scheduling of Drugs Consistent with Federal Scheduling Action

• Crisis stabilization services and use of Automated Drug Dispensing Devices/Remote Dispensing

Systems

Adjournment of Public Hearings 

Call to Order of Full Board Meeting:  Larry Kocot, JD, Chairman 

• Approval of Agenda

Approval of Previous Board Meeting Minutes: 

• May 7, 2025, Telephone Conference Call
• May 19, 2025, Full Board Meeting

• May 19, 2025, Public Hearing

• May 19, 2025, Formal Hearing

• June 11, 2025, Telephone Conference Call

• July 2, 2025, Telephone Conference Call

• July 15, 2025, Formal Hearing

• August 11, 2025, Public Hearing

• August 12, 2025, Therapeutic Interchange Work Group

• September 9, 2025, Innovative Pilot Program Committee

Call for Public Comment: The Board will receive public comment at this time.  The Board will not receive 

comment on any regulation process for which a public comment period has closed or any pending disciplinary 

matters.  

DHP Director’s Report: Arne Owens 

Legislative/Regulatory/Guidance: Erin Barrett, JD/Caroline Juran, RPh 

• Chart of Regulatory Actions

• Adopt Exempt Regulatory Action – addition of chemicals to Schedule I

• Adopt Exempt Regulatory Action to Conform to Recent Federal Scheduling Action of Fentanyl

Classification

• Adopt Final Regulations for Allowances for Emergency Drugs by EMS Agencies

• Adopt Fast-Track Regulatory Amendment of 18VAC110-20-590 regarding Correctional Facilities

Possessing Long-acting Medication

• Adopt Proposed Regulations related to Central Fill Pharmacies

• Adopt Proposed Regulations related to Exclusion of Private Dwellings from CSRs

• Initiate periodic review of Chapter 15 regarding Agency Subordinates

PAGES 
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Board of Pharmacy Agenda, September 30, 2025 

• Adopt Exempt Regulatory Amendments regarding Advanced Registered Medication Aides

• Re-Adoption of Guidance Document 110-19, Use of Automated Dispensing Drug Systems and Remote

Dispensing Systems in Certain Facilities

• Adopt Guidance Document110-39 regarding Hospital Centralized Compounding

• Adopt Amendment to Guidance Document 110-8 to Remove Reference to TPA Formulary for

Optometrists due to Legislative Change

• Amend Guidance Document 110-17 regarding TOEFL Scores

Old Business: 

• Review Action Items from Previous Meetings

New Business: 

• Ad Hoc Committees

• Amend Statewide Protocols

Reports: 

• Chairman’s Report –Larry Kocot, JD

• Report on Licensure of Individuals and In-State Facilities – Ryan Logan, RPh

• Report on Nonresident Facilities and Inspection Program – Beth O’Halloran, RPh

• Report on Disciplinary Program – Ellen B. Shinaberry, PharmD

• Executive Director’s Report – Caroline D. Juran, RPh

Consideration of consent orders, summary suspensions, or summary restrictions, if any. 

Adjourn 

**The Board will have a working lunch at approximately 12pm.** 
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(DRAFT/UNAPPROVED) 
 

  86-A  
 

VIRGINIA BOARD OF PHARMACY 
MINUTES OF TELEPHONE CONFERENCE CALL 

 
Wednesday, May 7, 2025  Department of Health Professions 

Perimeter Center 
9960 Mayland Drive, Suite 300 
Henrico, Virginia  23233-1463 

Orders/Consent Orders referred to in these minutes are available upon request 

   
TIME & PURPOSE:  Pursuant to § 54.1-2408.1(A) of the Code of Virginia, a 

telephone conference call of the Virginia Board of 
Pharmacy (“TCC”) was held on May 7, 2025, at 9:00 
AM, to consider summary suspensions in case number 
245229. 

   
PRESIDING:  Cheri Garvin, Chairman 
   
MEMBERS PRESENT:  Kristopher Ratliff 

Kelly Kale 
Derek Webb 
Michelle Hoffer 
Wendy Nash 
Larry Kocot 
 

   
STAFF PRESENT:  Caroline Juran, Executive Director 

Mykl Egan, Discipline Case Manager 
Jim Rutkowski, Senior Assistant Attorney General 
Sean Murphy, Asst. Attorney General 
Jess Weber, DHP Adjudication Specialist 
 

POLLING OF BOARD MEMBERS  The Board members were polled prior to scheduling 
the telephone conference call as to whether they could 
attend the meeting in Richmond.   

   

  With seven (7) members participating, it was 
established that a quorum could not have been 
convened in a regular meeting to consider this matter. 

   
TIMOTHY CHAMBERLAIN 
Registration No. 0230-028935 
 
 
 

 Sean Murphy, Assistant Attorney General, presented a 
summary of the evidence in case no. 245229  regarding 
the pharmacy technician registration of Timothy 
Chamberlain.  Mr. Murphy was assisted by Jess Weber, 
Adjudication Specialist. 
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   86-B 

 
   
CLOSED MEETING:  Upon a motion by Dr. Ratliff, and duly seconded by 

Ms. Kale, the Board voted 7-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Timothy 
Chamberlain.  Additionally, he moved that Mykl Egan, 
Caroline Juran, and Jim Rutkowski attend the closed 
meeting. 

   
RECONVENE:  Having certified that the matters discussed in the 

preceding closed meeting met the requirements of        
§ 2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Ratliff/Kale) 

   
DECISION: 
 
 
 
 
 
 
 
 
 
 

 Upon a motion by Dr. Ratliff and duly seconded by 
Ms. Kale, the Board unanimously voted (7-0) that, with 
the evidence presented, the continued practice of 
Timothy Chamberlain poses a substantial danger to the 
public; and therefore, his pharmacy technician  
registration shall be summarily suspended and with 
the Notice of formal hearing, a Consent Order shall be 
offered in lieu of the formal hearing. 
 
 
 

   

ADJOURN:  9:26   
 
 
 

   
Mykl Egan 
Discipline Case Manager 

  

   
   

Date   
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(DRAFT/UNAPPROVED) 

 

VIRGINIA BOARD OF PHARMACY 

MINUTES OF FULL BOARD MEETING 

 

 

Monday, May 19, 2025 

 

 Department of Health Professions 

Perimeter Center 

9960 Mayland Drive 

Henrico, Virginia 23233 

   

CALL TO ORDER:  A full board meeting was called to order at 9:05 AM.  

     

PRESIDING: 

 

MEMBERS PRESENT: 

 

 

 

 

 

 

 

MEMBERS ABSENT: 

 Cheri Garvin, RPh, Chairman  

 

Shannon Dowdy, PharmD 

Kelly Hasty Kale, RPh 

Larry Kocot, JD 

Wendy Nash, PharmD 

Kristopher Ratliff, DPh 

Derek Webb, PharmD 

Ling Yuan, PharmD, Vice-Chairman 

 

Patricia Richards-Spruill, RPh 

Michelle Hoffer, JD 

   

STAFF PRESENT: 

 

 

 

 

 

 

 

 Jim Rutkowski, JD, Senior Assistant Attorney General 

Erin Barrett, JD, Director of Legislative and Regulatory Affairs, DHP 

Arne Owens, DHP Agency Director (arrived at 9:40 AM) 

Caroline Juran, RPh, Executive Director, Virginia Board of Pharmacy (left 

at 11AM) 

Sorayah Haden, Executive Assistant, Virginia Board of Pharmacy  

Ryan Logan, RPh, Deputy Executive Director, Virginia Board of Pharmacy  

Beth O’Halloran, RPh, Deputy Executive Director, Virginia Board of 

Pharmacy  

Mykl Egan, JD, Discipline Case Manager (Arrived at 12:30 PM) 

 

PHARMACISTS AWARDED 

1-HOUR OF LIVE OR REAL-

TIME INTERACTIVE 

CONTINUING EDUCATION 

FOR ATTENDING MEETING: 

 

 No requests received. 

 

 

 

 

QUORUM:  With 8 members present, a quorum was established. 

 

APPROVAL OF AGENDA:  An amended agenda was provided that included a new agenda item under the 

5



Virginia Board of Pharmacy Minutes 
May 19, 2025 

  

2 

 

 Legislative/Regulatory/Guidance section entitled "Adoption of exempt 

regulatory action/fast-track to conform regulations to HB1582”.  Four 

handouts were also provided: a corrected version of the draft minutes from 

the April 25, 2025 meeting, an additional amendment of Guidance Document 

110-9, information regarding the adoption of regulations to conform to 

HB1582, and written comments submitted by the Virginia Pharmacy 

Association.  Hearing no comment, the amended agenda was approved as 

presented.  

   

APPROVAL OF PREVIOUS 

BOARD MEETING MINUTES 

 

 

 Amendments were offered to the draft minutes included in the agenda packet.  

 

Based on unanimous consent, the Chairman announced that the minutes for 

the meetings held between March 25, 2025 and April 25, 2025 were approved 

as presented and amended as follows: 

• Amending Dr. Kale to state “Ms. Kale” on the second page of the 

Formal Hearing minutes held on April 15, 2025.  

• Inserting an action item into the Educational Forum minutes for Board 

members and staff to develop a list of IT-related needs that are not 

currently met and submit it to relevant agency staff to determine if the 

Evoke software platform to be implemented in 2027/2028 can meet 

those needs.  

 

PUBLIC COMMENT: 

 

 

 

 

 

 Dr. Natalie Nguyen, on behalf of the Virginia Society of Health-System 

Pharmacists (VSHP), thanked the board for its engagement and openness to 

conversation during the 2025 General Assembly session. In addition, she 

recognized the BOP’s role in the EMS Medication Kit transition with being 

recognized as a 2025 PEMS Regional EMS Award Nominee.  Regarding 

draft amendments to guidance document 110-20, she requested that the Board 

clarify how noncompliance with this law can be reported and the Board’s 

authority to enforce this provision. Regarding the 2026 draft legislative 

proposal, she recommended the board provide talking points for how it plans 

to ensure checks and balances are in place to prevent incentivizing more 

disciplinary actions in order to increase collection of fees. 

 

William Wynn, PharmD provided public comment on behalf of Indivior. Dr. 

Winn expressed his gratitude of the Boards’ continued efforts to amend 

Guidance Document 110-44 to ensure other opioid antagonists are included in 

the allowance. He offered himself as a resource to the Board for any medical 

questions or concerns regarding nalmefene.  

   

DHP DIRECTOR’S REPORT:  Arne Owens provided the DHP Director’s Report consisting of the following 

updates: 

• As of July 1, 2025, Beth O’Halloran, BOP Deputy Executive Director, 

will supervise the pharmacist inspectors, instead of the Enforcement 

Division.   

• Mr. Owens reviews the agency’s budget quarterly.    
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• The agency is preparing legislative proposals for the 2026 General 

Assembly session.  

• Plans for disbanding the Board of Health Professions are underway 

based on passed legislation as the Board had outlived its usefulness. 

• An agency efficiency workgroup continues to meet to identify cost-

saving measures. 

NEW BUSINESS 

 

 

REVIEW OF CURRENT 

REVENUE AND 

EXPENDITURES 

 

 

 

 

 

 

 

 

ACTION ITEMS: 

 

 

 

ELECTION OF 2025-2026 

CHAIRMAN 

 

MOTION 

 

 

 

MOTION 

 

 

 

MOTION 

 

 

 

 

ELECTION OF 2025-2026 

VICE-CHAIRMAN 

 

MOTION 

 

 

  

 

 

Ms. Juran provided an overview of the FY 2025 Budget and Current 

Expenditures included in the agenda packet. The overview explained the 

Direct Expenditures consisting of base budget expenses, other budget 

expenses, and salaries and benefits, along with Allocated Expenditures and 

Revenue. Postal services are reported as the largest base budget expense. The 

office building rental fee is reported as the largest other budget expense. As of 

February 2025, the largest allocated expenditures are from the Enforcement 

Division, Data Center, and Administrative Proceedings. In comparison of the 

projected expenses and the actual expenses, the Board is currently operating 

under budget.  

 

There was consensus that staff will ask the agency’s Finance Department 

if they actively negotiate credit card fees and staff will provide a 

summary of revenue and expenditures annually to the board. 

 

Dr. Ratliff nominated Mr. Larry Kocot to serve as the 2025-2026 Chairman of 

the Virginia Board of Pharmacy. 

 

Hearing no additional nominations, the Board voted unanimously to 

close nominations for the election of Chairman. (motion by Webb, 

seconded by Dowdy) 

 

The Board voted unanimously to elect Mr. Larry Kocot to serve as the 

Chairman of the Virginia Board of Pharmacy for the term of July 1, 2025 

through June 30, 2026. 

 

The Board voted unanimously to authorize the Vice-Chairman to 

appoint members to the special conference standing committees until a 

new chairman is elected should Mr. Kocot not be reappointed to serve on 

the Board. 

 

Dr. Yuan nominated Dr. Shannon Dowdy to serve as the 2025-2026 Vice-

Chairman of the Virginia Board of Pharmacy. 

 

Hearing no additional nominations, the Board voted unanimously to 

close nominations for the election of Vice-Chairman. (motion by Kocot, 

seconded by Webb) 
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MOTION 

 

 

 

MOTION 

 

 

The Board voted unanimously to elect Dr. Shannon Dowdy to serve as 

the Vice-Chairman of the Virginia Board of Pharmacy for the term of 

July 1, 2025 through June 30, 2026. 

 

Mr. Kocot moved, and Mr. Webb seconded to thank Ms. Cheri Garvin 

by acclamation for her service as the 2024-2025 Chairman of the Virginia 

Board of Pharmacy.  

LEGISLATIVE/ 

REGULATORY/GUIDANCE 

 

CHART OF REGULATORY 

ACTIONS  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ADOPT FAST-TRACK AND 

EXEMPT REGULATORY 

AMENDMENTS TO 

CHAPTER 20 REGARDING 

OTHER OPIOID 

ANTAGONISTS 

 

MOTION: 

 

 

 

 

AMEND GUIDANCE 

DOCUMENT 110-44, 

NALOXONE OR OTHER 

OPIOID ANTAGONIST 

PROTOCOLS 

  

 

 

Ms. Barrett reviewed the Regulatory Chart included in the agenda packet and 

provided the following updates as of May 19, 2025: 

 

• 18VAC110-20 regarding the amendment to clarify application of 

18VAC110-20-735 has been approved and set for publication as of 

June 16, 2025. The regulatory amendment will become effective July 

31, 2025.  

• 18VAC110-20 regarding the implementation of 2021 Periodic Review 

is currently at Governor’s Office for review.  

• 18VAC110-20 regarding the replacement of analytic lab regulation for 

pharmaceutical processors is currently at the Secretary’s Office for 

review. 

• 18VAC110-20 regarding the allowances for emergency drugs by EMS 

agencies is currently at the Secretary’s Office for review. 

• 18VAC110-20 regarding the crisis stabilization services and use of 

automated dispensing systems and remote dispensing systems is 

currently at the Secretary’s Office for review. 

 

In response to SB 1035, the Board reviewed and discussed the adoption of the 

fast-track regulatory change to include “other opioid antagonists” when only 

naloxone is referenced. Ms. Barrett identified the amendments to state 

“Naloxone or other opioid antagonists” throughout the regulations.  

 

 

 

The Board voted unanimously to adopt the fast-track regulatory changes 

to include “other opioid antagonists” in 18VAC110-20-540, 18VAC110-

20-690, 18VAC110-20-700, 18VAC110-20-710, and 18VAC110-20-735 as 

presented. (motion by Dowdy, seconded by Webb)  

 

In response to SB 1035, the Board reviewed and discussed the adoption of 

amendments to Guidance Document 110-44 to include “other opioid 

antagonists”.   
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MOTION: 

 

 

 

ADOPTION OF GUIDANCE 

DOCUMENT 110-20 TO 

ADDRESS HB2378 

 

MOTION: 

 

 

AMEND GUIDANCE 

DOCUMENT 110-6, 

GUIDANCE FOR 

PHARMACIES WITHIN 

OPIOID TREATMENT 

PROGRAM 

 

MOTION 

 

 

 

 

 

 

EXEMPT REGULATORY 

ACTION TO CONFORM 

REGULATIONS TO HB1582 

 

MOTION 

 

 

ADOPTION OF EXEMPT 

REGULATORY ACTION TO 

CONFORM TO GENERAL 

ASSEMBLY SCHEDULING 

LESGISLATION 

 

MOTION 

 

 

 

 

ADOPTION OF EXEMPT 

REGULATORY ACTION – 

ADDITION OF CHEMICALS 

The Board voted unanimously to adopt the amendments to Guidance 

Documented 110-44 as presented. (motion by Ratliff, seconded by Kocot) 

 

 

In response to the public comment received earlier, Ms. Juran encouraged the 

reporting of non-compliance through the Enforcement Division like any other 

complaint.  

 

The Board voted unanimously to adopt Guidance Document 110-20 as 

presented.  (motion by Ratliff seconded by Dowdy) 

 

The Board reviewed and discussed the proposed amendments to Guidance 

Document 110-6 to inform other opioid treatment programs of how to gain 

approval from the Board to operate a mobile medication unit. 

 

 

 

 

The Board voted unanimously to adopt Guidance Document 110-6 as 

presented and amended by inserting “or other opioid antagonists” under 

the section entitled “Naloxone”. (motion by Yuan seconded by Webb) 

 

Ms. Juran left the meeting to attend an awards ceremony at the Governor’s 

Executive Mansion downtown. 

 

The Board reviewed and discussed the draft changes to 18VAC110-40 

governing collaborative practice agreements. 

 

 

The Board voted unanimously to adopt exempt regulatory changes to 

18VAC110-40 as presented. (motion by Ratliff, seconded by Webb) 

 

The Board reviewed and discussed the draft amended regulatory language to 

remove scheduled drugs and chemicals now in statute. 

 

 

 

 

The Board voted unanimously to adopt exempt regulatory action to 

remove drugs and chemicals from Board 18VAC110-20-322 and 

18VAC110-20-323 that will be scheduled in statute pursuant to HB 1587. 

(motion by Kale, seconded by Ratliff)  

 

The Board reviewed and discussed the addition of the following chemicals to 

Schedule I: 
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TO SHEDULE I 

 

 

 

 

 

 

 

 

 

MOTION 

 

 

 

 

 

 

 

 

 

 

 

 

ADOPT EXEMPT 

REGULATORY 

AMENDMENTS 18VAC110-

21-141 

 

MOTION 

 

 

 

AMEND GUIDANCE 

DOCUMENT 110-34, 

MANUFACTURER, THIRD-

PARTY LOGISTICS 

PROVIDER, WAREHOUSER, 

AND WHOLESALE 

DISTRIBUTOR LICENSURE 

GUIDANCE 

 

MOTION 

 

 

 

 

1. N,N-dipropyl-1H-indole-3-ethanamine (other names: 

Dipropyltryptamine;N,-DPT), its salts, isomers (optical, position and 

geometric), and salts of isomers, whenever the existence of such salts, 

isomers, and salts of isomers is possible within the specific chemical 

designation. 

2. N-(1-amino-3-methyl-1-oxobutan-2-yl)-3-(dimethylsulfamoyl)-4-

methylbenzamide (other name: AB-MDMSBA), its salts, isomers, and 

salts of isomers whenever the existence of such salts, isomers, and 

salts of isomers is possible within the specific chemical designation.  

 

The Board voted unanimously to adopt the exempt regulatory change to 

18VAC110-20-322 to add the following chemicals to Schedule I: 

- N,N-dipropyl-1H-indole-3-ethanamine (other names: 

Dipropyltryptamine;N,-DPT), its salts, isomers (optical, position 

and geometric), and salts of isomers, whenever the existence of 

such salts, isomers, and salts of isomers is possible within the 

specific chemical designation. 

- N-(1-amino-3-methyl-1-oxobutan-2-yl)-3-(dimethylsulfamoyl)-4-

methylbenzamide (other name: AB-MDMSBA), its salts, isomers, 

and salts of isomers whenever the existence of such salts, isomers, 

and salts of isomers is possible within the specific chemical 

designation.  (motion by Ratliff, seconded by Kocot) 

 

The Board reviewed and discussed the draft regulatory changes to 

18VAC110-21-41 and HB2307 which expanded training opportunities for 

pharmacy technician trainees. 

 

 

The Board voted unanimously to adopt the exempt regulatory change to 

18VAC110-21-41 as presented.  (motion by Dowdy, seconded by Webb) 

 

The Board reviewed and discussed the adoption of amendments to Guidance 

Document 110-34 to align with current practices. 

 

 

 

 

 

 

 

The Board voted unanimously to adopt amendments to Guidance 

Document 110-34 as presented. (motion by Dowdy, seconded by Webb) 
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AMEND GUIDANCE 

DOCUMENT 110-9, 

PHARMACY INSPECTION 

DEFICIENCY MONETARY 

PENALTY GUIDE 

 

MOTION 

 

 

REVIEW 2026 LEGISLATIVE 

PROPOSALS REGARDING 

FINANCES AND FEES OF 

THE AGENCY  

 

The Board reviewed and discussed the amendments of Guidance Document 

110-9, Pharmacy Inspection Deficiency Monetary Penalty Guide regarding 

deficiencies 111, 138, and 139 to conform with new laws and regulations. 

 

 

 

The Board voted unanimously to adopt Guidance Document 110-9 as 

presented. (motion by Webb, seconded by Ratliff)  

 

Ms. Barrett provided an overview of the potential legislative requests of the 

agency regarding fees and finances. The Board reviewed draft legislation 

allowing recovery of costs related to investigation and disciplinary 

proceedings. Additionally, the Board reviewed draft legislation amending the 

Callahan Act to allow fee actions to be implemented by exempt regulatory 

actions and allow the Department to request general funds for discrete costs. 

REPORTS: 

 

CHAIRMAN’S REPORT 

 

 

NABP ANNUAL MEETING 

 

 

 

 

 

 

 

LICENSURE PROGRAM 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

The Chairman confirmed that she did not have any updates to report since the 

last Full Board Meeting. 

 

Dr. Webb provided an overview of his experience at the recent NABP Annual 

Meeting held in Fort Lauderdale, FL, along with Ms. Juran and Ms. 

O’Halloran. He informed the Board the annual meeting consisted of a full 

schedule with many of the topics covering AI implementation throughout the 

Pharmacy industry. He stated the Board received a lot of positive feedback 

from the other states. Attendance at future annual meetings is highly 

encouraged. 

 

Mr. Logan provided an overview of the Licensure Program consisting of 

licensing data of Individuals and Facility licensees from Q2 of 2022 through 

Q3 of 2025. The overview included the following current license count: 

• Pharmacist – 16,452 

• Pharmacy Technician – 12,933 

• Pharmacy Technician Trainee – 7,785 

• Pharmacy Intern – 969 

• Resident Pharmacies – 1,727 

• Non-Resident Pharmacies – 977 

He reviewed the new pharmacy permit to pharmacy permit closure ratios. As 

of Q3, the Board has a record of 10 pharmacy permits issued and 11 

pharmacy permits closed. The Board requested to have more detailed license 

statistics such as practice types and locations of pharmacy openings and 

closures provided at the next Full Board Meeting (Nash). The Board 

requested staff to conduct further research of the Rite-Aid closings and their 

potential effects on pharmacies and manufacturers. (Kale, Kocot) 
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INSPECTION PROGRAM 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

DISCIPLINARY PROGRAM 

 

EXECUTIVE DIRECTOR’S 

REPORT 

 

Ms. O’Halloran provided an overview of the Inspection Program. The 

overview consisted of all inspections conducted during the period of January 

1, 2025, through March 31, 2025. As of March 31, 2025, the Inspections 

Program conducted a total of 435 inspections consisting of 375 in person 

inspections and 60 virtual inspections. The top 5 cited deficiencies reported 

are as follows: 

• Pharmacist-In-Charge in place, inventory taken, but application not 

filed with Board within the required timeframe (cited 18 times) 

• Perpetual inventory not being maintained as required as it does not 

include all schedule II drugs received or dispensed, accurately indicate 

the physical count of each Schedule II drug “on hand” at the time of 

performing the inventory, include a reconciliation of each Schedule II 

drug at least monthly, or include a written explanation of any 

difference between the physical count and theoretical count. Monthly 

perpetual inventory is performed more than 7 days prior or more than 

7 days after designated calendar month for which an inventory is 

required. (cited 17 times) 

• Labels do not include all required information. (cited 15 times) 

• Required compounding/dispensing/distribution records not complete 

and properly maintained. (cited 14 times) 

• Expired drugs in working stock, dispensed drugs being returned to 

stock not in compliance, dispensed drugs returned to stock container 

or automated counting device not in compliance (i.e. appropriate 

expiration date not placed on label of returned drug, mixing lot 

numbers in stock container) (cited 12 times) 

 

The Board reviewed the disciplinary report included in the agenda packet. 

 

The Board reviewed the executive director’s report included in the agenda 

packet. Ms. Kale informed the Board that she attended the Peninsulas 

Emergency Medical Services Council regional awards ceremony at Busch 

Gardens on May 17, 2025 to receive a special recognition award on behalf of 

the Board of Pharmacy for its contributions to the EMS Medication Kit 

Transition Workgroup.  She stated that Beth O’Halloran and Caroline Juran 

received similar recognition. 

 

   

CONSIDERATION OF 

CONSENT ORDERS, 

SUMMARY SUSPENSIONS, 

OR SUMMARY 

RESTRICTIONS 

 

 

CASE #246114: 

  

 

 

 

 

 

 

David Robinson, Assistant Attorney General, and Christine Andreolli, DHP 

12



Virginia Board of Pharmacy Minutes 
May 19, 2025 

  

9 

 

BERDOVER DIAZ 

BERDECIA JR (PHARMACY 

TECHNICIAN TRAINEE 

PERMIT #0245014011) 

 

CLOSED MEETING 

 

 

 

 

 

 

 

RECONVENE 

 

 

 

 

DECISION 

Adjudication Specialist presented information for a possible summary 

suspension regarding Berdover Diaz Berdecia, Jr (Pharmacy Technician 

Trainee Permit #0245014011). 

 

 

Upon a motion by Yuan, and duly seconded by Webb, the Board unanimously 

voted to convene a closed meeting pursuant to §2.2-3711(A)(27) of the Code 

of Virginia (“Code”) to reach a decision regarding the matter Berdover Diaz 

Berdecia Jr (Pharmacy Technician Trainee Permit #0245014011). 

Additionally, she moved that Jim Rutkowski, Sorayah Haden, and Mykl Egan 

attend the closed meeting because their presence is deemed necessary and will 

aid the board in its deliberations. 

 

Upon the motion by Yuan, and duly seconded by Kale, having certified that 

the matters discussed in the closed meeting met the requirements of §2.2-

3712 of the Code, the Board reconvened an open meeting and announced the 

decision. 

 

Upon a motion by Dowdy, and duly seconded by Kale, the Board 

unanimously voted to summarily suspend the Pharmacy Technician Trainee 

Permit of Berdover Diaz Berdecia, Jr and offer a pre-hearing consent order 

for revocation in lieu of a Formal Hearing. 

 

MEETING ADJOURNED:  1:05 PM 

 

   

   

________________________________ 

Caroline Juran, RPh 

Executive Director 

 

  

 

___________________________ 

DATE: 
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(DRAFT/UNAPPROVED) 

VIRGINIA BOARD OF PHARMACY 

MINUTES OF PUBLIC HEARING TO PLACE CERTAIN CHEMICALS INTO 

SCHEDULE I 

Monday, May 19, 2025 

 

 Department of Health Professions 

Perimeter Center 

9960 Mayland Drive 

Henrico, Virginia 23233 

   

CALL TO ORDER:  A public hearing was called to order at 9:00 AM.  

     

PRESIDING: 

 

MEMBERS PRESENT: 

 

 

 

 

 

 

 

MEMBERS ABSENT: 

 Cheri Garvin, RPh, Chairman  

 

Shannon Dowdy, PharmD 

Kelly Hasty Kale, RPh 

Larry Kocot, JD 

Wendy Nash, PharmD 

Kristopher Ratliff, DPh 

Derek Webb, PharmD 

Ling Yuan, PharmD, Vice-Chairman 

 

Patricia Richards-Spruill, RPh 

Michelle Hoffer, JD 

   

STAFF PRESENT: 

 

 

 

 

 Jim Rutkowski, JD, Senior Assistant Attorney General 

Erin Barrett, JD, Director of Legislative and Regulatory Affairs, DHP 

Caroline Juran, RPh, Executive Director, Virginia Board of Pharmacy  

Sorayah Haden, Executive Assistant, Virginia Board of Pharmacy  

Ryan Logan, Deputy Executive Director, Virginia Board of Pharmacy  

Beth O’Halloran, Deputy Executive Director, Virginia Board of Pharmacy 

   

QUORUM:  With 8 members present, a quorum was established. 

 

PLACING CERTAIN 

CHEMCIALS INTO 

SCHEDULE I  

 

PUBLIC COMMENT: 

  

 

 

 

The Chairman indicated public comment may be received on the placement of 

the following chemicals into Schedule I: 

1. The following compound expected to have hallucinogenic properties: 

N,N-dipropyl-1H­indole-3-ethanamine (other names: 

Dipropyltryptamine; N,N-DPT), its salts, isomers (optical, position, 

and geometric), and salts of isomers, whenever the existence of such 

salts, isomers, and salts of isomers is possible within the specific 
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chemical designation; and 

 

2. The following cannabimimetic agent: N-(1-amino-3-methyl-1-oxobutan-

2-yl)-3-(dimethylsulfamoyl)-4-methylbenzamide (other name: AB-

MDMSBA), its salts, isomers, and salts of isomers whenever the existence 

of such salts, isomers, and salts of isomers is possible within the specific 

chemical designation. 

 

No public comments were offered on the subject. 

 

MEETING ADJOURNED:  9:05 AM 

 

________________________________ 

Caroline Juran, RPh 

Executive Director 

 

  

___________________________ 

DATE: 
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VIRGINIA BOARD OF PHARMACY 
FORMAL HEARING 

 
Monday, May 19, 2025 
Commonwealth Conference Center 
Second Floor 
Board Room 4 

 Department of Health Professions 
Perimeter Center 

9960 Mayland Drive 
Henrico, Virginia  23233 

Orders/Consent Orders referred to in these minutes are available upon request 
   

CALL TO ORDER:  A meeting of a panel of the Board of Pharmacy 
(“Board”) was called to order at 1:15 PM for the 
purpose of convening a formal hearing. 

   
PRESIDING:  Cheri Garvin, Chairwoman 
   
MEMBERS PRESENT:  Dr. Ling Yuan, Vice Chair 

Ms. Kelly Hasty Kale 
Dr. Derek Webb 
Dr. Wendy Nash 
Dr. Shannon Dowdy 
Dr. Kris Ratliff 
Mr. Larry Kocot 

   
STAFF PRESENT:  Mykl D. Egan, Discipline Case Manager 

James Rutkowski, Sr. Assistant Attorney General 
Sorayah Haden, Executive Assistant 

   
QUORUM:  With eight (8) members of the Board present, a panel 

of the board was established. 
 
ALISON D. ARMBRISTER 
Reg. no. 0230-028935 

  
A formal hearing was held in the matter of Alison 
Armbrister, pharmacy technician, to discuss 
allegations that she may have violated certain laws 
and regulations governing the practice of pharmacy 
technicians in Virginia as provided in the notice dated 
March 11, 2025, and continued by notice dated March 
31, 2025.  

   
  Jess Weber, Adjudication Specialist, presented the case 

for the Commonwealth.  Ms. Armbrister was not 
present at the hearing and was not represented by 
counsel. 

   
WITNESSES:  Scott Dillon, DHP Senior Investigator testified in 

person on behalf of the Commonwealth. 
 
Joshua Hammett, Pharmacy Director of Express Care 
Pharmacy, testified in person on behalf of the 

16



Commonwealth. 

  CLOSED MEETING: 
 
 
 
 
 
 
 
 
RECONVENE: 
 
 
 
 
 
DECISION: 
 
 
 
 
 
 
 
 
 
 
 
ADJOURNED: 

 Upon a motion by Dr. Yuan, and duly seconded by 
Ms. Kale, the Board voted 8-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Alison 
Armbrister.  Additionally, she moved that Mykl Egan, 
Jim Rutkowski, and Sorayah Haden attend the closed 
meeting. 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Yuan/Dowdy) 
 
Upon a motion by Dr. Dowdy, and duly seconded by 
Dr. Yuan, the Board voted 8-0 to accept the Findings 
of Fact and Conclusions of Law as presented by the 
Commonwealth.  Upon a motion by Dr. Dowdy, and 
duly seconded by Dr. Yuan, the Board voted 8-0 to 
revoke the pharmacy technician registration of Alison 
Armbrister 
 
 
 
 
 
 
1:50 PM 

   
   
   
Mykl D. Egan, Discipline Case 
Manager 

  

   
        
Date   
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VIRGINIA BOARD OF PHARMACY 
MINUTES OF TELEPHONE CONFERENCE CALL 

 
Wednesday, June 11, 2025  Department of Health Professions 

Perimeter Center 
9960 Mayland Drive, Suite 300 
Henrico, Virginia  23233-1463 

Orders/Consent Orders referred to in these minutes are available upon request 
   
TIME & PURPOSE:  Pursuant to § 54.1-2408.1(A) of the Code of Virginia, a 

telephone conference call of the Virginia Board of 
Pharmacy (“TCC”) was held on June 11, 2025, at 10:00 
AM, to consider summary suspensions in case number 
244717. 

   
PRESIDING:  Cheri Garvin, Chairman 
   
MEMBERS PRESENT:  Kristopher Ratliff 

Shannon Dowdy 
Derek Webb 
Michelle Hoffer 
Wendy Nash 
Larry Kocot 
 

   
STAFF PRESENT:  Ellen Shinaberry, Deputy Executive Director 

Caroline Juran, Executive Director 
Mykl Egan, Discipline Case Manager 
Jim Rutkowski, Senior Assistant Attorney General 
David Robinson, Asst. Attorney General 
Rebecca Ribley, DHP Adjudication Specialist 
 

POLLING OF BOARD MEMBERS  The Board members were polled prior to scheduling 
the telephone conference call as to whether they could 
attend the meeting in Richmond.   

   
  With seven (7) members participating, it was 

established that a quorum could not have been 
convened in a regular meeting to consider this matter. 

   
DEREK LESTER MCCOWAN 
License No. 0202-219948 
 
 

 David Robinson, Assistant Attorney General, 
presented a summary of the evidence in case no. 
244717  regarding the pharmacist license of Derek 
Lester McCowan.  Mr. Robinson was assisted by 
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 Rebecca Ribley, Adjudication Specialist. 
 

   
CLOSED MEETING:  Upon a motion by Dr. Dowdy, and duly seconded by 

Dr. Webb, the Board voted 7-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Derek L. 
McCowan.  Additionally, she moved that Ellen 
Shinaberry, Caroline Juran, Mykl Egan and Jim 
Rutkowski attend the closed meeting. 

   
   
   
RECONVENE:  Having certified that the matters discussed in the 

preceding closed meeting met the requirements of        
§ 2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Dowdy/Webb) 

   
DECISION: 
 
 
 
 
 
 
 
 
 
 

 Upon a motion by Mr. Kocot and duly seconded by Dr. 
Dowdy, the Board unanimously voted (7-0) that, with 
the evidence presented, the continued practice of Derek 
L. McCowan poses a substantial danger to the public; 
and therefore, his pharmacist license shall be 
summarily suspended and with the Notice of formal 
hearing, a Consent Order shall be offered in lieu of the 
formal hearing. 
 
 
 

   
ADJOURN:    With all business concluded, the meeting adjourned at 

10:35 AM. 
 

   
Ellen B. Shinaberry, PharmD 
Deputy Executive Director 

  

   
   
Date   
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(DRAFT/UNAPPROVED) 

86-A

VIRGINIA BOARD OF PHARMACY 
MINUTES OF TELEPHONE CONFERENCE CALL 

Wednesday, July 2, 2025 Department of Health Professions 
Perimeter Center 

9960 Mayland Drive, Suite 300 
Henrico, Virginia  23233-1463 

Orders/Consent Orders referred to in these minutes are available upon request 

TIME & PURPOSE: Pursuant to § 54.1-2408.1(A) of the Code of Virginia, a 
telephone conference call of the Virginia Board of 
Pharmacy (“TCC”) was held on July 3, 2025, at 3:00 
PM, to consider summary suspensions in case number 
241716. 

PRESIDING: Larry Kocot, Chairman 

MEMBERS PRESENT: Kristopher Ratliff 
Shannon Dowdy 
Derek Webb 
Kelly Kale 
Wendy Nash 
Patricia Richards-Spruill 
Ling Yuan 

STAFF PRESENT: Ellen Shinaberry, Deputy Executive Director 
Caroline Juran, Executive Director 
Mykl Egan, Discipline Case Manager 
Jim Rutkowski, Senior Assistant Attorney General 
Mandy Wilson, Asst. Attorney General 
Jess Weber, DHP Adjudication Specialist 

POLLING OF BOARD MEMBERS The Board members were polled prior to scheduling 
the telephone conference call as to whether they could 
attend the meeting in Richmond.   

With eight (8) members participating, it was 
established that a quorum could not have been 
convened in a regular meeting to consider this matter. 

DEREK LESTER MCCOWAN 
License No. 0202-219948

Mandy Wilson, Assistant Attorney General, presented 
a summary of the evidence in case no. 241716  
regarding the pharmacy technician registration of 
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Rachel Drinkard.  Ms. Wilson was assisted by Jess 
Weber, Adjudication Specialist. 

CLOSED MEETING: Upon a motion by Dr. Dowdy, and duly seconded by 
Dr. Webb, the Board voted 7-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Rachel 
Drinkard.  Additionally, she moved that Ellen 
Shinaberry, Caroline Juran, Mykl Egan and Jim 
Rutkowski attend the closed meeting. 

RECONVENE: Having certified that the matters discussed in the 
preceding closed meeting met the requirements of 
§ 2.2-3712 of the Code, the Board reconvened an open
meeting and announced the decision.  (Dowdy/Webb)

DECISION: Upon a motion by Ms. Kale and duly seconded by Mrs. 
Patricia Richards-Spruill, the Board unanimously voted 
(8-0) that, with the evidence presented, the continued 
practice of Rachel Drinkard poses a substantial danger 
to the public; and therefore, her pharmacy technician 
registration shall be summarily suspended and with 
the Notice of formal hearing, a Consent Order shall be 
offered in lieu of the formal hearing. 

ADJOURN:  With all business concluded, the meeting adjourned at 
3:56 PM. 

Ellen B. Shinaberry, PharmD 
Deputy Executive Director 

Date 
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(DRAFT/UNAPPROVED) 
VIRGINIA BOARD OF PHARMACY 

FORMAL HEARINGS,  
CONSIDERATION OF CONSENT ORDER and 

 AGENCY SUBORDINATE RECOMMENDATONS 
 

Tuesday, July 15, 2025 
Commonwealth Conference Center 
Second Floor 
Board Room 2 

 Department of Health Professions 
Perimeter Center 

9960 Mayland Drive 
Henrico, Virginia  23233 

Orders/Consent Orders referred to in these minutes are available upon request 

   

CALL TO ORDER:  A meeting of a quorum of the Board of Pharmacy 
(“Board”) was called to order at 9:12 AM for the 
purpose of convening a formal hearing, consideration 
of consent order, and consideration of agency 
subordinate recommendations. 

   
PRESIDING:  Larry Kocot, Chairman 
   
MEMBERS PRESENT:  Dr. Shannon Dowdy, Vice Chair 

Ms. Kelly Hasty Kale 
Dr. Derek Webb 
Dr. Wendy Nash 
Dr. Kris Ratliff 
 

   
STAFF PRESENT:  Ellen Shinabrry, Deputy Executive Director 

James Rutkowski, Sr. Assistant Attorney General 
Sara Blose, Assistant Attorney General 
Sorayah Haden, Executive Assistant 

   

QUORUM:  With six (6) members of the Board present, a panel of 
the board was established. 

 
EDGAR GONZALEZ 
License. no. 0202-007673 

  
A formal hearing was held in the matter of Edgar 
Gonzalez, pharmacist, to discuss allegations that he 
may have violated certain laws and regulations 
governing the practice of pharmacy in Virginia as 
provided in the notice dated February 3, 2025, and 
continued by notice dated March 10, 2025.  

   
  Jess Weber, Adjudication Specialist, presented the case 

for the Commonwealth.  Mr. Gonzalez was present at 
the hearing and was not represented by counsel. 
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WITNESSES:  William Gorwood, DHP Senior Investigator testified 

in person on behalf of the Commonwealth. 
 
Mr. Gonzalez testified on his own behalf. 
 
 

 CLOSED MEETING: 
  
 
 
 
 
 
 
 
 
RECONVENE: 
 
 
 
 
 
CLOSED MEETING: 
 
 
 
 
 
 
 
 
RECONVENE: 
 
 
 
 
DECISION: 
 
 
 
 
 
 
 
 

 Upon a motion by Ms. Kale, and duly seconded by Dr. 
Webb, the Board voted 6-0, to convene a closed 
session pursuant to §2.2-3711(A)(16) of the Code of 
Virginia (“Code”), for the purpose of discussion of 
medical records of Edgar Gonzalez.  Additionally, she 
moved that Ellen Shinaberry, Jim Rutkowski, Sara 
Blose, Jess Weber, Edgar Gonzalez, Sorayah Haden 
and the court reporter attend the closed meeting. 
 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Kale/Webb) 
 
 
Upon a motion by Dr. Dowdy, and duly seconded by 
Ms. Kale, the Board voted 6-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Edgar 
Gonzalez.  Additionally, she moved that Ellen 
Shinaberry, Jim Rutkowski, Sara Blose and Sorayah 
Haden attend the closed meeting. 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Dowdy/Webb) 
 
Upon a motion by Ms. Kale, and duly seconded by Dr. 
Nash, the Board voted 6-0 to accept the Findings of 
Fact and Conclusions of Law as presented by the 
Commonwealth.  Upon a motion by Ms. Kale, and 
duly seconded by Dr. Webb, the Board voted 5-1 
(Nash opposed) to reinstate the pharmacist license of 
Edgar Gonzalez as place him on probation for two 
years with certain terms and conditions. 
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ADDITIONAL STAFF ARRIVAL: 
 
CONSIDERATION OF AGENCY 
SUBORDINATE 
RECOMMENDATION: 
 
DECISION: 
 
 
 
CONSIDERATION OF CONSENT 
ORDER: 
 
DECISION: 
 
 
 
STAFF DEPARTURE: 
 
 
ASHLEY SCOTT 
Registration no. 0230-030693 
 
 
 
 
 
 
 
 
 
 
WITNESSES: 
 

 
Mr. Egan arrived at 12:30 PM. 
 
Dr. Shinaberry presented the agency subordinate 
recommendation for Case. No. 236777. 
 
 
Upon a motion by Ms. Kale, and duly seconded by Dr. 
Ratliff, the Board voted 6-0 to accept the agency 
subordinate recommendation as presented by staff. 
 
Mr. Egan presented a proposed consent order in the 
matter of Case No. 249142. 
 
Upon a motion by Dr. Nash, and duly seconded by 
Dr. Webb, the Board voted 6-0 to offer a consent order 
as presented by staff. 
 
Mr. Egan departed at 12:45. 
 
 
A formal hearing was held in the matter of Ashley 
Scott, pharmacy technician, to discuss allegations that 
she may have violated certain laws and regulations 
governing the practice of pharmacy technicians in 
Virginia as provided in the notice dated March 17, 
2025, and continued by notice dated March 31, 2025. 
 
Rebecca Ribley, Adjudication Specialist, presented the 
case for the Commonwealth.  Ms. Scott was not 
present at the hearing and was not represented by 
counsel. 
 
Steven Shirley, DHP Senior Investigator testified in 
person on behalf of the Commonwealth. 
 

 
CLOSED MEETING: 
 
 
 
 
 
 
 

  
Upon a motion by Dr. Dowdy, and duly seconded by 
Dr. Nash, the Board voted 6-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Ashley Scott.  
Additionally, she moved that Ellen Shinaberry, Jim 
Rutkowski, Sara Blose and Sorayah Haden attend the 
closed meeting. 
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RECONVENE: 
 
 
 
 
 
DECISION: 
 
 
 
 
 
 
 
DEPARTING STAFF: 
 
 
NATHAN LEE 
Registration No.: 0245-015352 
 
 
 
 
 
 
 
 
 
 
WITNESSES: 
 
 
 
 
 
 
CLOSED MEETING: 
 
 
 
 
 

 
 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Dowdy/Kale) 
 
 
Upon a motion by Dr. Rat;off, and duly seconded by 
Dr. Nash, the Board voted 6-0 to accept the Findings 
of Fact and Conclusions of Law as presented by the 
Commonwealth.  Upon a motion by Dr. Ratliff, and 
duly seconded by Dr. Dowdy, the Board voted 6-0 to 
suspend the right to renew the pharmacy technician 
registration of Ashley Scott for not less than two years. 
 
Sara Blose, Assistant Attorney General, departed prior 
to the start of the hearing for Nathan Lee. 
 
A formal hearing was held in the matter of Nathan 
Lee, pharmacy technician trainee, to discuss 
allegations that he may have violated certain laws and 
regulations governing the practice of pharmacy 
technician trainees in Virginia as provided in the 
notice dated April 15, 2025. 
 
Christine Andreoli, Adjudication Specialist, presented 
the case for the Commonwealth.  Mr. Lee was not 
present at the hearing and was not represented by 
counsel. 
 
Brian Horowitz, DHP Senior Investigator, Joy El 
Maalouli, Pharmacy Manager of CVS Pharmacy 
#8288, Abigail Leach, Pharmacy technician at CVS 
Pharmacy #8288, and Daniel Perkins, CVS Asset 
Protection Leader, testified in person on behalf of the 
Commonwealth. 
 
Upon a motion by Dr. Dowdy, and duly seconded by 
Ms. Kale, the Board voted 6-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Nathan Lee.  
Additionally, she moved that Ellen Shinaberry, Jim 
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RECONVENE: 
 
 
 
 
DECISION: 
 
 
 
 
 
STACY ALLEN 
License no. 0202-214581 
 
 
 
 
 
 
 
 
WITNESSES: 
 
 
 
 
 
 
CLOSED MEETING: 
 
 
 
 
 
 
 
 
RECONVENE: 
 
 
 
 

Rutkowski, and Sorayah Haden attend the closed 
meeting. 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Dowdy/Webb) 
 
Upon a motion by Ms. Kale, and duly seconded by Dr. 
Webb, the Board voted 6-0 to accept the Findings of 
Fact and Conclusions of Law as presented by the 
Commonwealth and to revoke the pharmacy 
technician trainee registration of Nathan Lee. 
 
A formal hearing was held in the matter of Stacy 
Allen, pharmacist, to discuss allegations that she may 
have violated certain laws and regulations governing 
the practice of pharmacy in Virginia as provided in 
the notice dated April 15, 2025. 
 
Jess Weber, Adjudication Specialist, presented the case 
for the Commonwealth.  Ms. Allen was present at the 
hearing and was not represented by counsel. 
 
Jennifer Challis, DHP Senior Investigator, and Amy 
Ressler, Program Administrative Director, Healthcare 
Practitioners Monitoring Program, testified in person 
on behalf of the Commonwealth. 
 
Ms. Allen testified on her own behalf. 
 
Upon a motion by Dr. Dowdy, and duly seconded by 
Ms. Kale, the Board voted 6-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Stacy Allen.  
Additionally, she moved that Ellen Shinaberry, Jim 
Rutkowski, and Sorayah Haden attend the closed 
meeting. 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Dowdy/Webb) 
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DECISION: 
 
 
 
 
 
 
 
 
DEPARTING STAFF: 
 
 
TIMOTHY CHAMBERLAIN 
Registration No.: 0230-024789 
 
 
 
 
 
 
 
 
 
WITNESSES: 
 
 
 
 
 
 
 
CLOSED MEETING: 
 
 
 
 
 
 
 
 
RECONVENE: 
 
 
 
 

Upon a motion by Ms. Kale, and duly seconded by Dr. 
Nash, the Board voted 6-0 to accept the Findings of 
Fact and Conclusions of Law as presented by the 
Commonwealth.  Upon a motion by Ms. Kale, and 
duly seconded by Dr. Dowdy, the Board voted 5-1 
(Nash opposed) to continue the suspension of the 
pharmacist license of Stacy Allen, and stay the 
suspension upon certain terms and conditions. 
 
Sorayah Haden departed prior to the start of the 
hearing for Timothy Chamberlain. 
 
A formal hearing was held in the matter of Timothy 
Chamberlain, pharmacy technician, to discuss 
allegations that he may have violated certain laws and 
regulations governing the practice of pharmacy in 
Virginia as provided in the notice dated June 16, 2025. 
 
Jess Weber, Adjudication Specialist, presented the case 
for the Commonwealth.  Mr. Chamberlain was not  
present at the hearing and was not represented by 
counsel. 
 
David Cowras, DHP Senior Investigator, and Amy 
Ressler, Program Administrative Director, Healthcare 
Practitioners Monitoring Program, testified in person 
on behalf of the Commonwealth.  William Heath, 
pharmacist in charge of Kroger Pharmacy #202, 
testified by telephone on behalf of the 
Commonwealth. 
 
Upon a motion by Dr. Dowdy, and duly seconded by 
Dr. Nash, the Board voted 6-0, to convene a closed 
meeting pursuant to §2.2-3711(A)(27) of the Code of 
Virginia (“Code”), for the purpose of deliberation to 
reach a decision regarding the matter of Timothy 
Chamberlain.  Additionally, she moved that Ellen 
Shinaberry and Jim Rutkowski attend the closed 
meeting. 
 
Having certified that the matters discussed in the 
preceding closed meeting met the requirements of § 
2.2-3712 of the Code, the Board reconvened an open 
meeting and announced the decision.  (Dowdy/Nash) 
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DECISION: 

ADJOURNED: 

Ellen B. Shinaberry 
Deputy Executive Director 

Date 

Upon a motion by Dr. Ratliff, and duly seconded by 
Dr. Webb, the Board voted 6-0 to accept the Findings 
of Fact and Conclusions of Law as presented by the 
Commonwealth.  Upon a motion by Dr. Ratliff, and 
duly seconded by Dr. Dowdy, the Board voted 6-0 to 
suspend the pharmacy technician registration of 
Timothy Chamberlain for not less than two years, and 
stay the suspension upon certain terms and 
conditions. 

5:45 PM 
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(DRAFT/UNAPPROVED) 

 

VIRGINIA BOARD OF PHARMACY 

MINUTES OF PUBLIC HEARING ON ALLOWANCES FOR EMERGENCY DRUGS 

BY EMS AGENCIES 

 

 

Monday, August 11, 2025 

 

 Department of Health Professions 

Perimeter Center 

Board Room 3 

9960 Mayland Drive 

Henrico, Virginia 23233 

   

CALL TO ORDER:  A public hearing was convened at 9:00 AM.  

 

STAFF PRESENT: 

 

 

 

  

Matt Novak, Policy and Economic Analyst, DHP 

Caroline Juran, RPh, Executive Director 

 

No public comment was offered. 

   

MEETING ADJOURNED:  9:45AM 

   

   

________________________________ 

Caroline Juran, RPh 

Executive Director 

 

  

 

___________________________ 

DATE: 

 

                          

 

   

   
 

 

 

 

 

 

 
 

29



(DRAFT/UNAPPROVED) 

 

VIRGINIA BOARD OF PHARMACY 

MINUTES OF THERAPEUTIC INTERCHANGE WORK GROUP 

 

 

Tuesday, August 12, 2025 

 

 Department of Health Professions 

Perimeter Center 

Board Room 2 

9960 Mayland Drive 

Henrico, Virginia 23233 

   

CALL TO ORDER:  The meeting was called to order at 1:05 PM.  

     

PRESIDING: 

 

PARTICIPANTS PRESENT: 

 

 

 

 

 

 

 

 

 Larry Kocot, JD, Chairman  

 

• Shannon Dowdy, PharmD, Vice-Chairman, Board of Pharmacy 

• Ling Yuan, PharmD, Member, Board of Pharmacy 

• Derek Webb, PharmD, Member, Board of Pharmacy 

• Bill Hutchens, MD, Member, Board of Medicine 

• Randall Mangrum, DNP, RN, Deputy Executive Director for 

Advanced Practice, Board of Nursing 

• Jennifer Deschenes, JD, MS, Deputy Executive Director, Board of 

Medicine 

• Sharon Gatewood, PharmD, Past-President, Virginia Pharmacy 

Association 

• Joshua Crawford, PharmD, Legislative Committee Co-Chair, Virginia 

Society of Health-System Pharmacists 

• Jason Spouse, PharmD, National Association of Chain Drug Stores 

• Joanne Dial, PharmD, Pharmacy Operations Specialist III, Controls, 

Kaiser Permanente 

• Scott Castro, Senior Director of Health Policy, Medical Society of 

Virginia (replacing Clark Barrineau) 

• Craig Connors, Vice President Payor Relations & Strategy, Virginia 

Hospital and Healthcare Association  

• Laurie Mauthe, PharmD, Pharmacy Account Director, Elevance 

Health (replacing Doug Gray) 

• Johnny Garcia, PharmD, Pharmaceutical Care Management 

Association (virtual participation) 

• Jared Calfee, Associate State Director for Advocacy and Outreach, 

AARP Virginia 

• Jamie Smith, PharmD, Clinical Pharmacy Services Manager, 

Department of Corrections 

• JoeMichael Fusco, PharmD, Pharmacy Operations Manager, 

Department of Medical Assistance Services 
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• Stephanie Wheawill, PharmD, Director, Division of Pharmacy 

Services, Department of Health 

 

   

STAFF PRESENT: 

 

 

 

 

 

WELCOME REMARKS: 

 • Caroline Juran, RPh, Executive Director, Board of Pharmacy 

• Erin Barrett, JD, Director of Legislative and Regulatory Affairs, 

Department of Health Professions 

• Arne Owens, MS, Director, Department of Health Professions 

• Sorayah Haden, Executive Assistant, Board of Pharmacy 

 

Mr. Owens welcomed and thanked everyone for their attendance. 

 

PHARMACISTS AWARDED 

1-HOUR OF LIVE OR REAL-

TIME INTERACTIVE 

CONTINUING EDUCATION 

FOR ATTENDING MEETING: 

 

 No requests received. 

 

 

 

 

APPROVAL OF AGENDA: 

 

 Hearing no comment, the Chairman indicated that the agenda was approved as 

presented.  

   

PUBLIC COMMENT: 

 

 No comments were offered. 

 

REVIEW OF BACKGROUND 

MATERIALS IN AGENDA 

PACKET AND CURRENT 

AUTHORITY FOR 

PHARMACISTS TO INITIATE 

THERAPEUTIC 

INTERCHANGE: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 The Chairman stated that this meeting was convened pursuant to SB 745 which 

was introduced by Senator Favola and passed during the 2025 General 

Assembly session.  He indicated that the charge of the meeting was to (i) review 

and analyze the current authority of pharmacists to initiate therapeutic 

interchange (TI) under all health carriers and plans and health care 

reimbursement methods, including plans covered by the Employee Retirement 

Income Security Act of 1974; (ii) make recommendations to streamline the 

existing TI process in the Commonwealth; and (iii) make recommendations for 

the modernization of such TI authority, particularly in cases of prescription 

drug shortages.  From the discussion, staff will prepare a report of the work 

group’s findings and recommendations which will ultimately be provided to 

the Governor and the Chairs of the House Committee on Health and Human 

Services and the Senate Committee on Education and Health by November 15, 

2025. 

 

Ms. Juran then provided an overview of the remaining information in the 

agenda packet.  She explained that current Virginia law only authorizes a 

pharmacist to dispense a “therapeutically equivalent drug product” as defined 

in § 54.1-3401.  TI, however, generally involves the dispensing of a drug with 

a different chemical structure than the drug prescribed but of the same 

pharmacologic or therapeutic class with usually a similar therapeutic effect 

and adverse-reaction profile when administered in a therapeutically 

equivalent dose.  While it has been common practice for decades for health 
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systems to use multi-disciplinary pharmacy and therapeutic committees to 

establish a formulary system, TI is not specifically addressed in law.  

Furthermore, the chairman questioned if § 54.1-3457 (16-17) prohibits a 

pharmacist from dispensing a drug under TI when a prescriber has not 

authorized the alternate drug to be dispensed.  When reviewing the summary 

of state laws authorizing TI, she reported that some states specifically 

authorize TI in various types of institutions and other states, e.g., Arkansas, 

Idaho, Iowa, Kentucky, New Hampshire, Vermont, and Washington, 

authorize broader authority to include pharmacists practicing outside of 

institutions.   

   

DISCUSSION:  The work group offered the following points during its discussion and review 

of state laws already in effect: 

 

Allowances for Facilities to Perform TI 

• Creating an allowance in law for pharmacists to perform TI consistent 

with a drug formulary established by a facility’s pharmacy and 

therapeutic committee is necessary to support current practices. 

• There was some discussion regarding whether a proposed law should 

be written broadly that is site neutral.  Alternatively, in lieu of Idaho’s 

use of the term “institutional” and to be consistent with existing 

Virginia law, it was noted that a proposed law may need to enumerate 

the specific type of facilities that could perform TI which should 

include pharmacies servicing correctional facilities. 

• It was stated that currently, a health system’s electronic health record 

drives TI at the point of prescribing often reducing the need for 

pharmacists to dispense drugs other than that which was prescribed.  

• Dr. Garcia stated that pharmacy benefit managers usually rely on 

pharmacy and therapeutic committees to develop formularies.  

• Dr. Fusco commented that some drug formularies are based on disease 

or medical condition and not drug class. 

 

Cost and Accessibility 

• Retail/community pharmacies, including the Department of Health 

Pharmacy, could benefit from flexibility to adjust a prescription when 

insurance will not cover a particular drug strength or a particular drug 

product, in lieu of requiring the pharmacist to contact the prescriber 

for authorization and creating patient delay in accessing the drug. 

• It was emphasized that a proposed law on TI should not be mandatory 

and that it should result in a lower cost or be cost-neutral for the 

patient, unless the drug was on shortage. To determine drug shortages, 

it was recommended that a proposed law should reference both the 

United States Food and Drug Administration (FDA) drug shortage list 

and the American Society of Health-System Pharmacists (ASHP) drug 

32



Virginia Board of Pharmacy Minutes 
August 12, 2025 

  

4 

 

shortage list as the ASHP list appears to be updated more frequently.   

• Mr. Calfee commented that Idaho’s law states that the TI must lower 

the cost to the patient or occur during a drug shortage, and that such 

language would appear to address his members’ general concerns with 

affordability and access.  

• There was discussion on requiring pharmacy benefit managers to 

cover the less expensive drug or a non-formulary drug that was 

previously on formulary and the patient was previously on (ref. Va. 

Code § 38.2-3407.9:01 B.3). The work group discussed the 

applicability of utilizing pharmacist TI authority in these cases.   

Those representing health plans commented that they are required to 

cover the less expensive drug, and that otherwise, a process for 

obtaining prior authorization approval exists. 

 

Notification of Prescriber 

• It was recommended that pharmacists should be required to notify the 

prescriber when the pharmacist performs a TI to ensure good 

communication between prescriber and pharmacist, and that the 

period for notification of “within 24 hours” was probably reasonable.  

 

Review of Existing State Laws 

• Idaho’s law regarding TI appears to be a good model. 

• While not directly on-point with the meeting’s charge, the allowances 

in Idaho’s law for a pharmacist to change a prescription quantity, 

dosage form, or package size when not commercially available would 

be beneficial and could be noted in the legislative report as a footnote. 

• A member highlighted Arkansas’ law as being a good model if it was 

amended to also specifically authorize TI in facilities, but that the drug 

class exceptions should not apply to a formulary established by a 

pharmacy and therapeutics committee.  Another member stated that a 

broader law such as Arkansas may result in better utilization by 

retail/community pharmacies. 

• It was also recommended that pharmacists not be authorized to 

interchange drugs included in a statewide protocol or otherwise 

prohibited in a collaborative practice agreement. 

• A few members also highlighted Kentucky’s law wherein the 

prescriber records authorization for the use of TI on the written 

prescription but stated that any proposed language written similarly 

should also accommodate the recording of this information in the 

comments section of an electronic prescription. 

• Dr. Crawford commented that Minnesota had an allowance for TI in 

place during the COVID-19 pandemic and that he would forward the 

verbiage to Ms. Juran. 

 

Authorization for Pharmacist to Adapt/Amend the Prescription  

• The work group confirmed that a pharmacist amends the original 
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prescription through “adaptation”, a term used in some of the state 

laws and does not change the name of the prescriber on the 

prescription.  

   

   

   

MEETING ADJOURNED:  3:10 PM 

 

   

   

________________________________ 

 Caroline Juran, RPh 

 Executive Director 

 

  

 

__________________________ 

DATE: 
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(DRAFT/UNAPPROVED) 

VIRGINIA BOARD OF PHARMACY 

MINUTES OF SPECIAL CONFERENCE COMMITTEE 

 

September 9, 2025 

Commonwealth Conference Center 

Second Floor 

Board Room 1 

 Department of Health Professions 

Perimeter Center 

9960 Mayland Drive, Suite 300 

Henrico, VA  23233 

 

    

CALL TO ORDER:  A meeting of a Special Conference Committee (Innovative 

Pilot) of the Board of Pharmacy was called to order at 9:10 

am. 

 

    

PRESIDING:  Lawrence Kocot, Committee Chairman  

    

MEMBER PRESENT:  Shannon Dowdy, Committee Member  

    

STAFF PRESENT:  Caroline D. Juran, Executive Director  

  Ellen Shinaberry, Deputy Executive Director 

Mykl Egan, Discipline Case Manager 

Christine Andreoli, Esq., Senior Adjudication Specialist 

Tim Reilly, Compliance & Innovative Pilot Program 

Manager 

 

    

Virginia Treatment Center, Inc. dba: 

Lynchburg Treatment Center, Galax 

Treatment Center, LLC dba 

Christiansburg Comprehensive 

Treatment Center, Clinch Valley 

Treatment Center, New River Treatment 

Center, Roanoke Treatment Center, 

Galax Treatment Center, LLC dba 

Winchester Comprehensive Treatment 

Center 

 Robert Mackey Pharmacist in Charge, PharmD, Kelli Tiong 

Pharmacist in Charge, PharmD, and Vikki White Associate 

Regional Director appeared in person to discuss the 

proposed innovative pilot program “PROOF for remote 

verification of take-home doses in Opioid Treatment 

Program (OTP) pharmacies.” as stated in the Notice dated 

August 19, 2025. 

 

    

DISCUSSION:  Representatives of Virginia Treatment Center, Inc. dba: 

Lynchburg Treatment Center, Galax Treatment Center, 

LLC dba Christiansburg Comprehensive Treatment Center, 

Clinch Valley Treatment Center, New River Treatment 

Center, Roanoke Treatment Center, Galax Treatment 

Center, LLC dba Winchester Comprehensive Treatment 

Center presented information related to a request to amend 

current waivers for “PROOF for remote verification of 

take-home doses in Opioid Treatment Program (OTP) 

pharmacies.” 

 

 

DECISION:  Upon a motion by Shannon Dowdy, and duly seconded by 

Lawrence Kocot, the Committee voted unanimously to 

approve in part and deny in part the requests for “PROOF 

for remote verification of take-home doses in Opioid 
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Treatment Program (OTP) pharmacies.” 

   

With all business concluded, the meeting adjourned at 

12:25 pm. 

 

 

    

    

 

 

   

Caroline D. Juran 

Executive Director 

 

 Date  

 

36



Board of Pharmacy 
Current Regulatory Actions 

As of September 17, 2025 
 
In the Governor’s Office 
 

VAC Stage Subject Matter 
Submitted 

from 
agency 

Time in 
current 
location 

Notes 

18VAC110-
20 

Final 

Prohibition 
against incentives 
to transfer 
prescriptions 

3/29/2017 

2674 days; 
8.4 years since 
submission for 
executive 
branch review 

Addresses a 
patient safety 
concern.  

18VAC110-
20 

NOIRA 
Implementation 
of 2021 Periodic 
Review 

3/21/2022 

126 days 
3.4 years since 
submission for 
executive 
branch review 
 

Implementation 
of changes 
identified 
during 2021 
periodic review 
of regulations 
governing the 
practice of 
pharmacy 

 
In the Secretary’s Office 
 

VAC Stage Subject Matter 
Submitted 

from 
agency 

Time in 
current 
location 

Notes 

18VAC110-21 NOIRA 
Implementation 
of 2021 Periodic 
Review 

3/21/2022 

1263 days 
3.4 years 
since 
submission 
for executive 
branch 
review 
 

Implementation 
of changes 
identified during 
2021 periodic 
review of 
regulations 
governing the 
licensure of 
pharmacists and 
registration of 
pharmacy 
technicians 

18VAC110-30 Proposed 
Implementation 
of 2021 periodic 
review 

4/18/2023 754 days 

Implements 
changes 
identified during 
the periodic 
review process 
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In the Department of Planning and Budget 

None. 
 
In the Office of the Attorney General 
 

VAC Stage Subject Matter 
Submitted 

from 
agency 

Time in 
current 
location 

Notes 

18VAC110-
20 

Fast-track 

Inclusion of 
other opioid 
antagonists in 
regulations 
referring to 
naloxone 

5/30/2025 73 days 

Pursuant to 
legislative changes, 
the Board amended 
regulations 
referring to 
naloxone to include 
other opioid 
antagonists. 

 

Recently effective or awaiting publication 

VAC Stage Subject Matter Publication date 
Effective date/ 

next steps 

18VAC110-
20 

Fast-track 
Amendment to clarify 
application of 
18VAC110-20-735 

6/16/2025 
Effective 
7/31/2025 

18VAC110-
20 

NOIRA 
Exclusion of private 
dwellings or 
residences from 

6/2/2025 
Comment period 
ended 7/2/2025. 
Proposed 

18VAC110-20 
18VAC110-21 
18VAC110-30 
18VAC110-50 

Final Increase in fees 3/27/2025 156 days 

Increases fees as 
needed for the 
Board to 
maintain 
operations. 

18VAC110-20 Fast-track 

Replacement of 
analytic lab 
regulation for 
pharmaceutical 
processors 

5/15/2024 131 days 

Replaces the 
former 
18VAC110-60-
300(A) into 
Board of 
Pharmacy 
regulations as 
required by 
Virginia Code § 
4.1-1602 
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operating locations of 
CSRs 

amendments are 
before the Board 
for action. 

18VAC110-
20 

Emergency/ 
NOIRA 

Requirements for use 
of central fill 
pharmacy and remote 
database 

6/30/2025 

Comment period 
ended 7/30/2025. 
Proposed 
regulatory 
amendments are 
before the Board 
for action 

18VAC110-
20 

Proposed 
Allowances for 
emergency drugs by 
EMS agencies 

7/14/2025 

Comment period 
ended 9/12/2025. 
Final regulatory 
amendments are 
before the Board 
for action. 

18VAC110-
20 

Final 
Pharmacy working 
conditions 

7/28/2025 
Effective 
8/27/2025 

18VAC110-
20 

Final 

Centralized 
warehouser or 
wholesale distributor 
verification of 
Schedule VI drugs for 
ADDs in hospitals 

7/28/2025 
Effective 
8/27/2025 

18VAC110-
21 

Final 
2023 pharmacists 
initiating treatment 

8/5/2025 9/24/2025 

18VAC110-
30 

Fast-track 

Name change of nurse 
practitioner to 
advanced practice 
registered nurse 

8/11/2025 
Effective 
9/25/2025 

18VAC110-
20 

Proposed 

Crisis stabilization 
services and use of 
automated dispensing 
systems and remote 
dispensing systems 

8/11/2025 

Comment period 
ends 10/10/2025. 
Final regulatory 
amendments will 
be before the 
December Board 
meeting for 
action. 

18VAC110-
15 

Fast-track 

Amendment to allow 
agency subordinates 
to hear credentials 
cases 

8/25/2025 
Effective 
10/9/2025 

18VAC110-
20 

Final/ 
Exempt 

May 2025 Schedule I 
adds 

9/8/2025 
Effective 
10/8/2025 

18VAC110-
40 

Final/ 
Exempt 

Conforming 
collaborative practice 

10/6/2025 
Effective 
11/5/2025 
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agreements to 
HB1582 of the 2025 
GA 

18VAC110-
21 

Final/ 
Exempt 

Amendment to 
pharmacy technician 
training program 
options pursuant to 
2025 legislation 

10/6/2025 
Effective 
11/5/2025 

18VAC110-
20 

Final/ 
Exempt 

Conformity of Board 
scheduling regulations 
to General Assembly 
action 

10/6/2025 
Effective 
11/5/2025 
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Agenda Item: Adoption of exempt regulatory action – addition of chemicals to Schedule I 
 
Included in your agenda package: 
 

• Recommendation from the Department of Forensic Science to place certain chemicals in 
Schedule I; and   
 

• Amendments to 18VAC110-20-322.    
  

Action needed: 
 

• Motion to adopt exempt changes to 18VAC20-322 to add chemicals to Schedule I.  
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Project 8376 - None 

Board of Pharmacy 

September 2025 scheduling of chemicals in Schedule I 

18VAC110-20-322. Placement of chemicals in Schedule I.  

A. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following in Schedule I of the Drug Control Act: 

1. Synthetic opioid. 

a. N-ethyl-2-[5-nitro-2-[(4-propan-2-yloxyphenyl)methyl]benzimidazol-1-

yl]ethanamine (other name: N-desethyl Isotonitazene), its isomers, esters, ethers, 

salts, and salts of isomers, esters, and ethers, unless specifically excepted, whenever 

the existence of these isomers, esters, ethers and salts is possible within the specific 

chemical designation. 

b. 7-[(3-chloro-6-methyl-5,5-dioxo-11H-benzo[c][2,1]benzothiazepin-11-

yl)amino]heptanoic acid (other name: Tianeptine), its isomers, esters, ethers, salts, 

and salts of isomers, esters, and ethers, unless specifically excepted, whenever the 

existence of these isomers, esters, ethers, and salts is possible within the specific 

chemical designation. 

2. Cannabimimetic agent. Ethyl-3,3-dimethyl-2-[(1-(pent-4-enylindazole-3-

carbonyl)amino]butanoate (other name: EDMB-4en-PINACA), its salts, isomers, and salts 

of isomers whenever the existence of such salts, isomers, and salts of isomers is possible 

within the specific chemical designation. 

The placement of drugs listed in this subsection shall remain in effect until July 31, 2025, 

unless enacted into law in the Drug Control Act. 
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B. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following compounds expected to have hallucinogenic properties in Schedule I of the 

Drug Control Act: 

1. 1-(3,5-Dimethoxy-4-propoxyphenyl)-2-propanamine (other names: 4-propoxy-3,5-

DMA, 3C-P, 1-(3,5-Dimethoxy-4-propoxyphenyl)propan-2-amine), its salts, isomers, and 

salts of isomers whenever the existence of such salts, isomers, and salts of isomers is 

possible within the specific chemical designation. 

2. 2-(5-methoxy-1H-indol-3-yl)ethanamine (other names: 5-methoxytryptamine, 5-MeOT), 

its salts, isomers (optical, position, and geometric), and salts of isomers whenever the 

existence of such salts, isomers, and salts of isomers is possible within the specific 

chemical designation. 

The placement of drugs listed in this subsection shall remain in effect until August 28, 2025, 

unless enacted into law in the Drug Control Act. 

C. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following in Schedule I of the Drug Control Act: 

1. Compounds expected to have hallucinogenic properties: 

a. 1-(1,3-benzodioxol-5-yl)-2-(isobutylamino)-1-pentanone (other name: N-

isobutylpentylone), its salts, isomers, and salts of isomers whenever the existence of 

such salts, isomers, and salts of isomers is possible within the specific chemical 

designation. 

b. 1-(1,3-benzodioxyl-5-yl)-2-(tert-butylamino)-1-pentanone (other name: N-tert-butyl 

pentylone), its salts, isomers (optical, position, and geometric), and salts of isomers 

whenever the existence of such salts, isomers, and salts of isomers is possible within 

the specific chemical designation. 
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c. 1-Phenyl-N-propylcyclohexanamine (other names: N-(1-

phenylcyclohexyl)propanamine, PCPr), its salts, isomers (optical, position, and 

geometric), and salts of isomers whenever the existence of such salts, isomers, and 

salts of isomers is possible within the specific chemical designation. 

2. Compound classified as a cannabimimetic agent. Methyl N-(1H-indazol-3-ylcarbonyl)-

3-methyl-valinate (other name: MDMB-INACA), its salts, isomers, and salts of isomers 

whenever the existence of such salts, isomers, and salts of isomers is possible within the 

specific chemical designation. 

The placement of drugs listed in this subsection shall remain in effect until April 8, 2026, unless 

enacted into law in the Drug Control Act. 

D. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following in Schedule I of the Drug Control Act: 

1. The following compounds expected to have hallucinogenic properties: 

a. 1-[(4-fluorophenyl)methyl]-4-methylpiperazine (other names: 4-fluoro-MBZP, 4-

fluoro methylbenzylpiperazine), its salts, isomers, and salts of isomers whenever the 

existence of such salts, isomers, and salts of isomers is possible within the specific 

chemical designation. 

b. 4-fluoro-alpha-pyrrolidinoisohexiophenone (other name: 4-fluoro-alpha-PiHP), its 

salts, isomers (optical, position, and geometric), and salts of isomers whenever the 

existence of such salts, isomers, and salts of isomers is possible within the specific 

chemical designation. 

c. 8-bromo-1-methyl-6-pyridin-2-yl-4H-[1,2,4]triazolo[4,3-a][1,4]benzodiazepine (other 

name: pyrazolam), its salts, isomers (optical, position, and geometric), and salts of 
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isomers whenever the existence of such salts, isomers, and salts of isomers is 

possible within the specific chemical designation. 

2. The following cannabimimetic agent: Methyl-2-(1-butyl-1H-indazole-3-carboxamido)-

3,3-dimethylbutanoate (other name: MDMB-BUTINACA), its salts, isomers, and salts of 

isomers whenever the existence of such salts, isomers, and salts of isomers is possible 

within the specific chemical designation. 

The placement of drugs listed in this subsection shall remain in effect until April 8, 2026, unless 

enacted into law in the Drug Control Act. 

E. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following in Schedule I of the Drug Control Act: 

1. Compound expected to have depressant properties. 7-Bromo-5-(2-chlorophenyl)-1,3-

dihydro-2H-1,4-benzodiazepin-2-one (other name: phenazepam), its salts, isomers, and 

salts of isomers whenever the existence of such salts, isomers, and salts of isomers is 

possible within the specific chemical designation. 

2. Cannabimimetic agent. Methyl N-[(5-methyl-1H-indazol-3-yl)carbonyl]-3-methyl-

valinate (other name: MDMB-5Me-INACA), its salts, isomers, and salts of isomers 

whenever the existence of such salts, isomers, and salts of isomers is possible within the 

specific chemical designation. 

The placement of drugs listed in this subsection shall remain in effect until November 21, 

2026, unless enacted into law in the Drug Control Act. 

F. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following in Schedule I of the Drug Control Act: 

1. The following compounds classified as synthetic opioids: 
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a. 2-[(4-methoxyphenyl)methyl]-5-nitro-1-(2-pyrrolidin-1-ylethyl)benzimidazole (other 

names: metonitazepyne, N-pyrrolidino metonitazene), its isomers, esters, ethers, 

salts, and salts of isomers, esters, and ethers, unless specifically excepted, whenever 

the existence of these isomers, esters, ethers, and salts is possible within the specific 

chemical designation. 

b. 2-[2-[(4-ethoxyphenyl)methyl]-5-nitrobenzimidazol-1-yl]-N-ethylethanamine (other 

name: N-desethyl etonitazene), its isomers, esters, ethers, salts, and salts of isomers, 

esters, and ethers, unless specifically excepted, whenever the existence of these 

isomers, esters, ethers, and salts is possible within the specific chemical designation. 

c. N-(2-methylphenyl)-N-[1-(2-phenethyl)piperidin-4-yl]propanamide (other name: 

ortho-methylfentanyl), its isomers, esters, ethers, salts, and salts of isomers, esters, 

and ethers, unless specifically excepted, whenever the existence of these isomers, 

esters, ethers, and salts is possible within the specific chemical designation. 

2. The following compounds expected to have hallucinogenic properties: 

a. [3-[2-(diethylamino)ethyl]-1H-indol-4-yl] acetate (other names: 4-acetoxy-N,N-

diethyltryptamine; 4-acetoxy DET; 4-AcO-DET; ethacetin), its salts, isomers, and salts 

of isomers whenever the existence of such salts, isomers, and salts of isomers is 

possible within the specific chemical designation. 

b. 3-[2-(diethylamino)ethyl]-1H-indol-4-ol (other names: 4-hydroxy-N,N-

diethyltryptamine; 4-hydroxy DET; ethocin), its salts, isomers, and salts of isomers 

whenever the existence of such salts, isomers, and salts of isomers is possible within 

the specific chemical designation. 

c. 3-methylmethcathinone (other names: 3-MMC; metaphedrone; 2-(methylamino)-1-

(3-methylphenyl)propan-1-one), its salts, isomers, and salts of isomers whenever the 
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existence of such salts, isomers, and salts of isomers is possible within the specific 

chemical designation. 

3. The following compounds classified as cannabimimetic agents: 

a. N-(1-amino-3,3-dimethyl-1-oxobutan-2-yl)-1H-indazole-3-carboxamide (other 

name: ADB-INACA), its salts, isomers, and salts of isomers whenever the existence 

of such salts, isomers, and salts of isomers is possible within the specific chemical 

designation. 

b. N-cyclohexyl-2-(1-pentylindol-3-yl)acetamide (other names: cyclohexyl-PIATA, CH-

PIACA, CH-PIATA), its salts, isomers, and salts of isomers whenever the existence of 

such salts, isomers, and salts of isomers is possible within the specific chemical 

designation. 

The placement of drugs listed in this subsection shall remain in effect until November 21, 

2026, unless enacted into law in the Drug Control Act. 

G. Pursuant to subsection E of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following compounds into Schedule I of the Drug Control Act to conform to federal 

scheduling changes: 

1. Meta-fluorofentanyl (other name: N-(3-fluorophenyl)-N-(1-phenethylpiperidin-4-

yl)propionamide); 

2. Meta-fluoroisobutyryl fentanyl (other name: N-(3-fluorophenyl)-N-(1-phenethylpiperidin-

4-yl)isobutyramide); 

3. Para-methoxyfuranyl fentanyl (other name: N-(4-methoxyphenyl)-N-(1-

phenethylpiperidin-4-yl)furan-2-carboxamide); 
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4. 3-furanyl fentanyl (other name: N-(1-phenethylpiperidin-4-yl)-N-phenylfuran-3-

carboxamide); 

5. 2′,5′-dimethoxyfentanyl (other name: N-(1-(2,5-dimethoxyphenethyl)piperidin-4-yl)-N-

phenylpropionamide); 

6. Isovaleryl fentanyl (other name: 3-methyl-N-(1-phenethylpiperidin-4-yl)-N-

phenylbutanamide); 

7. Ortho-fluorofuranyl fentanyl (other name: N-(2-fluorophenyl)-N-(1-phenethylpiperidin-4-

yl)furan-2-carboxamide); 

8. Para-methylcyclopropyl fentanyl (other name: N-(4-methylphenyl)-N-(1-

phenethylpiperidin-4-yl)cyclopropanecarboxamide); 

9. Methyl 2-[[1-(4-fluorobutyl)indole-3-carbonyl]amino]-3,3-dimethyl-butanoate (other 

names: 4F-MDMB-BUTICA; 4F-MDMB-BICA); 

10. 5-Pentyl-2-(2-phenylpropan-2-yl)pyrido[4,3-b]indol-1-one (other names: CUMYL-

PEGACLONE; SGT-151); 

11. Ethyl 2-[[1-(5-fluoropentyl)indole-3-carbonyl]amino]-3,3-dimethyl-butanoate (other 

names: 5F-EDMB-PICA; 5F-EDMB-2201); and 

12. 2-(4-ethoxybenzyl)-5-nitro-1-(2-(piperidin-1-yl)ethyl)-1H-benzimidazole (other names: 

N-piperidinyl etonitazene; etonitazepipne). 

H. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy 

places the following in Schedule I of the Drug Control Act: 

1. The following compound classified as a synthetic opioid: N-(2-methylphenyl)-1-(2-

phenylethyl)piperidin-4-amine (other name: Despropionyl o-methylfentanyl), its isomers, 

esters, ethers, salts, and salts of isomers, esters, and ethers, unless specifically excepted, 
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whenever the existence of these isomers, esters, ethers and salts is possible within the 

specific chemical designation. 

2. The following compounds expected to have hallucinogenic properties:  

a. [3-[2-(dimethylamino)ethyl]-1H-indol-4-yl] propanoate (other names: 4-

propionoyloxy-N,N-dimethyltryptamine, 4-propanoyloxy DMT, 4-ProO DMT), its salts, 

isomers (optical, position, and geometric), and salts of isomers, whenever the 

existence of such salts, isomers, and salts of isomers is possible within the specific 

chemical designation. 

b. 1-(1,3-benzodioxol-5-yl)-2-(2-methylpropylamino)propan-1-one (other names: 3,4-

methylenedioxy-N-isobutylcathinone; N-isobutyl methylone; 3,4-methylenedioxy-α-

isobutylaminopropiophenone), its salts, isomers (optical, position, and geometric), and 

salts of isomers, whenever the existence of such salts, isomers, and salts of isomers 

is possible within the specific chemical designation. 

c. 2-bromo-Deschloroketamine (other name: 2-(2-bromophenyl)-2-(methylamino)-

cyclohexanone), its salts, isomers (optical, position, and geometric), and salts of 

isomers, whenever the existence of such salts, isomers, and salts of isomers is 

possible within the specific chemical designation. 

3. The following compound expected to have depressant properties: 1-methyl-8-nitro-6-

phenyl-4H-[1,2,4]triazolo[4,3-a][1,4]benzodiazepine (other name: Nitrazolam), its salts, 

isomers, and salts of isomers whenever the existence of such salts, isomers, and salts of 

isomers is possible within the specific chemical designation. 

4. The following compounds classified as cannabimimetic agents: 

a. Naphthalen-1-yl 3-(dimethylsulfamoyl)-4-methylbenzoate (other names: NMDMSB; 

1-naphthyl 3-(dimethylsulfamoyl)-4-methylbenzoate), its salts, isomers, and salts of 
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isomers whenever the existence of such salts, isomers, and salts of isomers is 

possible within the specific chemical designation. 

b. N-[1-(5-fluoropentyl)-2-hydroxyindol-3-yl]iminobenzamide (other names: 5-fluoro 

BZO-POXIZID, 5-fluoropentyl MDA 19), its salts, isomers, and salts of isomers 

whenever the existence of such salts, isomers, and salts of isomers is possible within 

the specific chemical designation. 

The placement of drugs listed in this subsection shall remain in effect until [June 17, 2027], 

unless enacted into law in the Drug Control Act. 
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Agenda Item: Adoption of final regulatory action for allowances for emergency drugs by 
EMS agencies  
 
Included in your agenda package: 
 

• Draft final language regarding allowances for emergency drugs by EMS agencies.  
  
  

Staff note: The public comment period was ongoing at the time this agenda was prepared. At the 
time of preparation there was no public comment recorded on the action. If any public comment 
is received prior to the close of the comment period on September 12, 2025, that comment will be 
distributed as a hand out. 
 
Action needed: 
 

• Motion to adopt final regulations as presented or amended by the Board.  
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Project 7873 - Final 

Board of Pharmacy 

Allowances for emergency drugs by EMS agencies 

18VAC110-20-10. Definitions.  

In addition to words and terms defined in §§ 54.1-3300 and 54.1-3401 of the Code of Virginia, 

the following words and terms when used in this chapter shall have the following meanings, unless 

the context clearly indicates otherwise: 

"Acquisition" of an existing entity permitted, registered, or licensed by the board means (i) the 

purchase or transfer of all or substantially all of the assets of the entity or of any corporation that 

owns or controls the entity; (ii) the creation of a partnership by a sole proprietor or change in 

partnership composition; (iii) the acquiring of 50% or more of the outstanding shares of voting 

stock of a corporation owning the entity or of the parent corporation of a wholly owned subsidiary 

owning the entity, except that this shall not apply to any corporation the voting stock of which is 

actively traded on any securities exchange or in any over-the-counter market; or (iv) the merger 

of a corporation owning the entity or of the parent corporation of a wholly owned subsidiary owning 

the entity with another business or corporation. 

"Actively reports" means reporting all dispensing errors and analyses of such errors to a 

patient safety organization as soon as practical or at least within 30 days of identifying the error. 

"Alternate delivery site" means a location authorized in 18VAC110-20-275 to receive 

dispensed prescriptions on behalf of and for further delivery or administration to a patient. 

"Analysis" means a review of the findings collected and documented on each dispensing error, 

assessment of the cause, and any factors contributing to the dispensing error, and any 
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recommendation for remedial action to improve pharmacy systems and workflow processes to 

prevent or reduce future errors. 

"Authorized collector" means a narcotic treatment program, hospital or clinic with an on-site 

pharmacy, or pharmacy that is authorized by the U.S. Drug Enforcement Administration to receive 

drugs for the purpose of destruction. 

"Beyond-use date" means the date beyond which the integrity of a compounded, repackaged, 

or dispensed drug can no longer be assured ensured and as such is deemed to be adulterated 

or misbranded as defined in §§ 54.1-3461 and 54.1-3462 of the Code of Virginia. 

"Board" means the Virginia Board of Pharmacy. 

"Chart order" means a lawful order for a drug or device entered on the chart or in a medical 

record of a patient by a prescriber or the prescriber's designated agent. 

"Compliance packaging" means packaging for dispensed drugs that is comprised of a series 

of containers for solid oral dosage forms and designed to assist the user in administering or self-

administering the drugs in accordance with directions for use. 

"Correctional facility" means any prison, penitentiary, penal facility, jail, detention unit, or other 

facility in which persons are incarcerated by government officials. 

"DEA" means the U.S. Drug Enforcement Administration. 

"Designated location" means a station, EMS agency substation or satellite location, or other 

location approved by the DEA, if applicable, and designated by an EMS agency or regional EMS 

council. 

"Dispensing error" means one or more of the following discovered after the final verification 

by the pharmacist, regardless of whether the patient received the drug: 

1. Variation from the prescriber's prescription drug order, including: 
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a. Incorrect drug; 

b. Incorrect drug strength; 

c. Incorrect dosage form; 

d. Incorrect patient; or 

e. Inadequate or incorrect packaging, labeling, or directions. 

2. Failure to exercise professional judgment in identifying and managing: 

a. Known therapeutic duplication; 

b. Known drug-disease contraindications; 

c. Known drug-drug interactions; 

d. Incorrect drug dosage or duration of drug treatment; 

e. Known drug-allergy interactions; 

f. A clinically significant, avoidable delay in therapy; or 

g. Any other significant, actual, or potential problem with a patient's drug therapy. 

3. Delivery of a drug to the incorrect patient. 

4. Variation in bulk repackaging or filling of automated devices, including: 

a. Incorrect drug; 

b. Incorrect drug strength; 

c. Incorrect dosage form; or 

d. Inadequate or incorrect packaging or labeling. 
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"Drug donation site" means a permitted pharmacy that specifically registers with the board for 

the purpose of receiving or redispensing eligible donated prescription drugs pursuant to § 54.1-

3411.1 of the Code of Virginia. 

"Electronic prescription" means a written prescription that is generated on an electronic 

application and is transmitted to a pharmacy as an electronic data file; Schedules II through V 

prescriptions shall be transmitted in accordance with 21 CFR Part 1300. 

"Emergency medical services provider" or "EMS provider" means the same as defined in 

12VAC5-31-10. 

"Emergency medical services vehicle" or "EMS vehicle" has the same meaning prescribed in 

§ 32.1-111.1 of the Code of Virginia. 

"EMS agency" means emergency medical services has the same meaning as prescribed in § 

32.1-111.1 of the Code of Virginia. 

"Expiration date" means that date placed on a drug package by the manufacturer or repacker 

beyond which the product may not be dispensed or used. 

"Faxed prescription" means a written prescription or order that is transmitted by an electronic 

device that sends over telephone lines the exact image to the receiver (pharmacy) in a hard copy 

form. 

"FDA" means the U.S. Food and Drug Administration. 

"Floor stock" means a supply of drugs that have been distributed for the purpose of general 

administration by a prescriber or other authorized person pursuant to a valid order of a prescriber. 

"Forgery" means a prescription that was falsely created, falsely signed, or altered. 
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"Generic drug name" means the nonproprietary name listed in the United States 

Pharmacopeia-National Formulary (USP-NF) or in the United States Adopted Names (USAN) and 

the USP Dictionary of Drug Names. 

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the Code of 

Virginia or as defined in regulations by the Virginia Department of Health. 

"Hospital-owned" means, with respect to an EMS agency, owned by a hospital. 

"Initials" means the first letters of a person's name or other unique personal identifier. 

"Long-term care facility" means a nursing home, retirement care, mental care, or other facility 

or institution that provides extended health care to resident patients. 

"NABP" means the National Association of Boards of Pharmacy. 

"Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services. 

"On duty" means that a pharmacist is on the premises at the address of the permitted 

pharmacy and is available as needed. 

"On-hold prescription" means a valid prescription that is received and maintained at the 

pharmacy for initial dispensing on a future date. 

"Other EMS vehicle" means a vehicle used by the EMS agency or regional EMS council for 

the purpose of providing or facilitating emergency medical care or transporting controlled 

substances to and from the registered and designated locations. Such vehicles must be either 

owned by or registered to an EMS agency, regional EMS council, or jurisdiction and operated by 

an EMS agency or regional EMS council. 

"Patient safety organization" means an organization that has as its primary mission continuous 

quality improvement under the Patient Safety and Quality Improvement Act of 2005 (P.L. 109-41) 

and is credentialed by the Agency for Healthcare Research and Quality. 
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"Permitted physician" means a physician who is licensed pursuant to § 54.1-3304 of the Code 

of Virginia to dispense drugs to persons to whom or for whom pharmacy services are not 

reasonably available. 

"Perpetual inventory" means an ongoing system for recording quantities of drugs received, 

dispensed, or otherwise distributed by a pharmacy. 

"Personal supervision" means the pharmacist must be physically present and render direct, 

personal control over the entire service being rendered or act being performed. Neither prior nor 

future instructions shall be sufficient nor shall supervision rendered by telephone, written 

instructions, or by any mechanical or electronic methods be sufficient. 

"Pharmacy closing" means that the permitted pharmacy ceases pharmacy services or fails to 

provide for continuity of pharmacy services or lawful access to patient prescription records or 

other required patient records for the purpose of continued pharmacy services to patients. 

"PIC" means the pharmacist-in-charge of a permitted pharmacy. 

"Practice location" means any location in which a prescriber evaluates or treats a patient. 

"Prescription department" means any contiguous or noncontiguous areas used for the 

compounding, dispensing, and storage of all Schedules II through VI drugs and devices and any 

Schedule I investigational drug. 

"Quality assurance plan" means a plan approved by the board for ongoing monitoring, 

measuring, evaluating, and, if necessary, improving the performance of a pharmacy function or 

system. 

"Radiopharmaceutical" means any drug that exhibits spontaneous disintegration of unstable 

nuclei with the emission of nuclear particles or photons and includes any nonradioactive reagent 

kit or radionuclide generator that is intended to be used in the preparation of any such substance 

but does not include drugs such as carbon-containing compounds or potassium-containing salts 
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that include trace quantities of naturally occurring radionuclides. The term also includes any 

biological product that is labeled with a radionuclide or intended solely to be labeled with a 

radionuclide. 

"Regional EMS council" means an organization designated by the State Board of Health 

pursuant to § 32.1-111.4:2 of the Code of Virginia. 

"Registered EMS agency headquarters" means the principal office and primary business 

location of an EMS agency that maintains a controlled substances registration issued by the board 

or a hospital-owned EMS agency that is covered by the registration of a hospital. 

"Registered location" means, for the purposes of emergency medical services, a location that 

appears on a DEA certificate of registration or controlled substances registration issued to an 

EMS agency or regional EMS council, which shall be the location at which the agency or council 

receives Schedules II through VI controlled substances from those entities authorized to distribute 

controlled substances. 

"Repackaged drug" means any drug removed from the manufacturer's original package and 

placed in different packaging. 

"Robotic pharmacy system" means a mechanical system controlled by a computer that 

performs operations or activities relative to the storage, packaging, compounding, labeling, 

dispensing, or distribution of medications and collects, controls, and maintains all transaction 

information. 

"Safety closure container" means a container that meets the requirements of the federal 

Poison Prevention Packaging Act of 1970 (15 USC §§ 1471-1476), that is, in testing such 

containers, that 85% of a test group of 200 children of ages 41-52 months are unable to open the 

container in a five-minute period and that 80% fail in another five minutes after a demonstration 
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of how to open it and that 90% of a test group of 100 adults must be able to open and close the 

container. 

"Satellite pharmacy" means a pharmacy that is noncontiguous to the centrally permitted 

pharmacy of a hospital but at the location designated on the pharmacy permit. 

"Special packaging" means packaging that is designed or constructed to be significantly 

difficult for children younger than five years of age to open to obtain a toxic or harmful amount of 

the drug contained therein within a reasonable time and not difficult for normal adults to use 

properly but does not mean packaging that all such children cannot open or obtain a toxic or 

harmful amount within a reasonable time. 

"Special use permit" means a permit issued to conduct a pharmacy of a special scope of 

service that varies in any way from the provisions of any board regulation. 

"Station" means an enclosed structure that houses one or more EMS vehicles or other EMS 

vehicles in the state in which the EMS agency is registered that is actively and primarily being 

used for emergency response by the EMS agency. 

"Storage temperature" means those specific directions stated in some monographs with 

respect to the temperatures at which pharmaceutical articles shall be stored, where it is 

considered that storage at a lower or higher temperature may produce undesirable results. The 

conditions are defined by the following terms: 

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cold place 

in which temperature is maintained thermostatically between 2° and 8°C (36° and 46°F). 

A freezer is a cold place in which the temperature is controlled between -25° and -10°C (-

13° and 14°F). In those instances in which articles may have a recommended storage 

condition below -20°C (-4°F), the temperature of the storage location should be controlled 

to plus or minus 10 degrees. 
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2. "Room temperature" means the temperature prevailing in a working area. 

3. "Controlled room temperature" means a temperature maintained thermostatically that 

encompasses the usual and customary working environment of 20° to 25°C (68° to 77°F); 

that results in a mean kinetic temperature calculated to be not more than 25°C (77°F); and 

that allows for excursions between 15° and 30°C (59° and 86°F) that are experienced in 

pharmacies, hospitals, and warehouses. 

4. "Warm" means any temperature between 30° and 40°C (86° and 104°F). 

5. "Excessive heat" means any temperature above 40°C (104°F). 

6. "Protection from freezing" means where, in addition to the risk of breakage of the 

container, freezing subjects a product to loss of strength or potency or to the destructive 

alteration of its characteristics, the container label bears an appropriate instruction to 

protect the product from freezing. 

7. "Cool" means any temperature between 8° and 15°C (46° and 59°F). 

"Terminally ill" means a patient with a terminal condition as defined in § 54.1-2982 of the Code 

of Virginia. 

"Ultimate user" means a person who has lawfully obtained, and who possesses, a controlled 

substance for his that person's own use or for the use of a member of his that person's household 

or for an animal owned by him that person or a member of his that person's household. 

"Unit dose container" means a container that is a single-unit container, as defined in United 

States Pharmacopeia-National Formulary, for articles intended for administration by other than 

the parenteral route as a single dose, direct from the container. 

"Unit dose package" means a container that contains a particular dose ordered for a patient. 
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"Unit dose system" means a system in which multiple drugs in unit dose packaging are 

dispensed in a single container, such as a medication drawer or bin, labeled only with patient 

name and location. Directions for administration are not provided by the pharmacy on the drug 

packaging or container but are obtained by the person administering directly from a prescriber's 

order or medication administration record. 

"USP-NF" means the United States Pharmacopeia-National Formulary. 

"Well-closed container" means a container that protects the contents from extraneous solids 

and from loss of the drug under the ordinary or customary conditions of handling, shipment, 

storage, and distribution. 

18VAC110-20-500. Licensed emergency medical services (EMS) agencies. (Repealed.) 

A. The pharmacy may prepare a kit for a licensed EMS agency provided: 

1. The PIC of the hospital pharmacy shall be responsible for all prescription drugs and 

Schedule VI controlled devices contained in this kit. Except as authorized in 18VAC110-

20-505, a pharmacist shall check each kit after filling and initial the filling record certifying 

the accuracy and integrity of the contents of the kit. 

2. The kit is sealed, secured, and stored in such a manner that it will deter theft or loss of 

drugs and devices and aid in detection of theft or loss. 

a. The hospital pharmacy shall have a method of sealing the kits such that once the 

seal is broken, it cannot be reasonably resealed without the breach being detected. 

b. If a seal is used, it shall have a unique numeric or alphanumeric identifier to preclude 

replication or resealing. The pharmacy shall maintain a record of the seal identifiers 

when placed on a kit and maintain the record for a period of one year. 
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c. In lieu of a seal, a kit with a built-in mechanism preventing resealing or relocking 

once opened except by the provider pharmacy may be used. 

3. Drugs and devices may be administered by an EMS provider upon an oral or written 

order or standing protocol of an authorized medical practitioner in accordance with § 54.1-

3408 of the Code of Virginia. Oral orders shall be reduced to writing by the EMS provider 

and shall be signed by a medical practitioner. Written standing protocols shall be signed 

by the operational medical director for the EMS agency. A current copy of the signed 

standing protocol shall be maintained by the pharmacy participating in the kit exchange. 

The EMS provider shall make a record of all drugs and devices administered to a patient. 

4. When the drug kit has been opened, the kit shall be returned to the pharmacy and 

exchanged for an unopened kit. The record of the drugs administered shall accompany 

the opened kit when exchanged. An accurate record shall be maintained by the pharmacy 

on the exchange of the drug kit for a period of one year. A pharmacist, pharmacy 

technician, or nurse shall reconcile the Schedule II, III, IV, or V drugs in the kit at the time 

the opened kit is returned. A record of the reconciliation, to include any noted 

discrepancies, shall be maintained by the pharmacy for a period of two years from the 

time of exchange. The theft or any other unusual loss of any Schedule II, III, IV, or V 

controlled substance shall be reported in accordance with § 54.1-3404 of the Code of 

Virginia. 

5. Accurate records of the following shall be maintained by the pharmacy on the exchange 

of the drug kit for a period of one year: 

a. The record of filling and verifying the kit to include the drug contents of the kit, the 

initials of the pharmacist verifying the contents, the date of verification, a record of an 

identifier if a seal is used, and the assigned expiration date for the kit, which shall be 
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no later than the expiration date associated with the first drug or device scheduled to 

expire. 

b. The record of the exchange of the kit to include the date of exchange and the name 

of EMS agency and EMS provider receiving the kit. 

6. Destruction of partially used Schedules II, III, IV, and V drugs shall be accomplished by 

two persons, one of whom shall be the EMS provider and the other shall be a pharmacist, 

nurse, prescriber, pharmacy technician, or a second EMS provider. Documentation shall 

be maintained in the pharmacy for a period of two years from the date of destruction. 

7. The record of the drugs and devices administered shall be maintained as a part of the 

pharmacy records pursuant to state and federal regulations for a period of not less than 

two years. 

8. Intravenous and irrigation solutions provided by a hospital pharmacy to an emergency 

medical services agency may be stored separately outside the kit. 

9. Any drug or device showing evidence of damage or tampering shall be immediately 

removed from the kit and replaced. 

10. In lieu of exchange by the hospital pharmacy, the PIC of the hospital pharmacy may 

authorize the exchange of the kit by the emergency department. Exchange of the kit in the 

emergency department shall only be performed by a pharmacist, nurse, or prescriber if 

the kit contents include Schedule II, III, IV, or V drugs. 

B. A licensed EMS agency may obtain a controlled substances registration pursuant to § 54.1-

3423 D of the Code of Virginia for the purpose of performing a one-to-one exchange of Schedule 

VI drugs or devices. 

1. The controlled substances registration may be issued to a single agency or to multiple 

agencies within a single jurisdiction. 
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2. The controlled substances registration issued solely for this intended purpose does not 

authorize the storage of drugs within the agency facility. 

3. Pursuant to § 54.1-3434.02 of the Code of Virginia, the EMS provider may directly obtain 

Schedule VI drugs and devices from an automated drug dispensing device. 

4. If such drugs or devices are obtained from a nurse, pharmacist, or prescriber, it shall 

be in accordance with the procedures established by the pharmacist-in-charge, which 

shall include a requirement to record the date of exchange, name of licensed person 

providing drug or device, name of the EMS agency and provider receiving the drug or 

device, and assigned expiration date. Such record shall be maintained by the pharmacy 

for one year from the date of exchange. 

5. If an EMS agency is performing a one-to-one exchange of Schedule VI drugs or devices, 

Schedule II, III, IV, or V drugs shall remain in a separate, sealed container and shall only 

be exchanged in accordance with provisions of subsection A of this section. 

18VAC110-20-505. Use of radio-frequency identification.  

A. A hospital pharmacy may use radio-frequency identification (RFID) to verify the accuracy 

of drugs placed into a kit for licensed emergency medical services pursuant to 18VAC110-20-500 

18VAC110-20-591 or other kits used as floor stock throughout the hospital under the following 

conditions: 

1. A pharmacist shall be responsible for performing and verifying the accuracy of the 

following tasks: 

a. The addition, modification, or deletion of drug information into the RFID database 

for assignment of a an 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. 
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2. A pharmacy technician may place the RFID tag on the drugs, and a pharmacist shall 

verify that all drugs have been accurately tagged prior to storing the drugs in the 

pharmacy's inventory. 

3. 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. A pharmacist shall perform a daily random check for verification of the accuracy of 5.0% 

of all kits prepared that day utilizing the RFID technology. A manual or electronic record 

from which information can be readily retrieved, shall be maintained that includes: 

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. Pharmacies engaged in RFID tagging of drugs shall 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 A, 18VAC110-20-460 A, and 18VAC110-20-490 C. 

6. All records required by this subsection shall be maintained for a period of one year from 

the date of verification by the pharmacist. 

B. A registered EMS agency headquarters, regional EMS council, or designated location of 

the EMS agency or regional EMS council may use RFID to verify the accuracy of drugs placed 

into a kit for emergency medical services under the following conditions: 
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1. An EMS supervising practitioner or responsible party shall be responsible for performing 

and verifying the accuracy of the following tasks: 

a. The addition, modification, or deletion of drug information into the RFID database 

for assignment of an 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. A person authorized to administer drugs or a pharmacy technician may place the RFID 

tag on the drugs, and the EMS responsible party or designee authorized to administer 

drugs shall verify that all drugs have been accurately tagged prior to storing the drugs in 

the pharmacy's inventory. 

3. A person authorized to administer drugs or a pharmacy technician may remove RFID-

tagged drugs from the EMS inventory whose RFID tags have been previously verified for 

accuracy by the EMS responsible party or designee authorized to administer drugs and 

place the drugs into the kit's container. A person authorized to administer drugs may then 

place the container into the 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. An EMS responsible party or designee authorized to administer drugs shall perform a 

weekly random check for verification of the accuracy of 5.0% of all kits prepared that week 

utilizing RFID technology. A manual or electronic record from which information can be 

readily retrieved shall be maintained that includes: 

a. The date of verification; 

b. A description of all discrepancies identified, if any; and 
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c. The initials of the EMS responsible party or designee authorized to administer drugs 

verifying the accuracy of the process. 

5. All records required by this subsection shall be maintained for a period of one year from 

the date of verification by the EMS responsible party or designee authorized to administer 

drugs. 

18VAC110-20-591. Allowances for emergency medical services agencies to obtain drugs.  

A. This section contains specific provisions by which an EMS agency may obtain drugs for 

administration. 

B. Unless prohibited by federal law, a pharmacy may prepare a kit for an EMS agency, 

provided: 

1. The PIC of the pharmacy shall be responsible for all prescription drugs contained in this 

kit. Except as authorized in 18VAC110-20-505, a pharmacist shall (i) check each kit after 

filling and (ii) initial the filling record certifying the accuracy and integrity of the contents of 

the kit.  

2. The kit containing drugs in Schedules II through V is sealed, secured, and stored in 

such a manner that will deter theft or loss of drugs and aid in detection of theft or loss. Kits 

containing only drugs in Schedule VI are not required to be sealed but must be secured in 

a manner to deter theft or loss. 

a. The pharmacy shall have a method of sealing the kits such that once the seal is 

broken, it cannot be reasonably resealed without the breach being detected. 

b. If a seal is used, it shall have a unique numeric or alphanumeric identifier to preclude 

replication or resealing. The pharmacy shall maintain a record of the seal identifiers 

when placed on a kit and maintain the record for a period of one year. 
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c. In lieu of a seal, a kit with a built-in mechanism preventing resealing or relocking 

once opened except by the provider pharmacy may be used. 

3. A current copy of the signed standing protocol shall be maintained by the pharmacy 

participating in the kit exchange. The EMS provider shall make a record of all drugs 

administered to a patient. 

4. When the drug kit has been opened, the kit shall be returned to the pharmacy and 

exchanged for an unopened kit. The record of the drugs administered shall accompany 

the opened kit when exchanged. An accurate record shall be maintained by the pharmacy 

on the exchange of the drug kit for a period of one year. A pharmacist, pharmacy 

technician, or nurse shall reconcile the Schedule II, III, IV, or V drugs in the kit at the time 

the opened kit is returned. A record of the reconciliation, to include any noted 

discrepancies, shall be maintained by the pharmacy for a period of two years from the 

time of exchange. The theft or any other unusual loss of any Schedule II, III, IV, or V 

controlled substance shall be reported in accordance with § 54.1-3404 of the Code of 

Virginia. 

5. Accurate records of the following shall be maintained by the pharmacy on the exchange 

of the drug kit for a period of one year: 

a. The record of filling and verifying the kit, to include the drug contents of the kit, the 

initials of the pharmacist verifying the contents, the date of verification, a record of an 

identifier if a seal is used, and the assigned expiration date for the kit, which shall be 

no later than the expiration date associated with the first drug scheduled to expire. 

b. The record of the exchange of the kit, to include the date of exchange and the name 

of EMS agency and EMS provider receiving the kit. 
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6. Destruction of partially used Schedules II, III, IV, and V drugs shall be accomplished by 

two persons, one of whom shall be the EMS provider and the other shall be a pharmacist, 

nurse, prescriber, pharmacy technician, or a second EMS provider. Documentation shall 

be maintained in the pharmacy for a period of two years from the date of destruction. 

7. The record of the drugs administered shall be maintained as a part of the pharmacy 

records pursuant to state and federal regulations for a period of not less than two years. 

8. Intravenous and irrigation solutions provided by a pharmacy to an emergency medical 

services agency may be stored separately outside the kit. 

9. Any drug showing evidence of damage or tampering shall be immediately removed from 

the kit and replaced. 

10. In lieu of exchange by a hospital pharmacy, the PIC of the hospital pharmacy may 

authorize the exchange of the kit by the emergency department. Exchange of the kit in the 

emergency department shall only be performed by a pharmacist, nurse, prescriber, or 

pharmacy technician if the kit contents include Schedule II, III, IV, or V drugs. 

11. Drug kits shall be secured on the EMS vehicle or other EMS vehicle at all times, unless 

the vehicle is incapable of maintaining appropriate drug storage temperature or is out of 

service. The EMS agency is not required to obtain a controlled substances registration 

pursuant to § 54.1-3423 D of the Code of Virginia to participate in a pharmacy kit exchange 

in accordance with this section unless the EMS agency needs to temporarily store a 

secured drug kit within the EMS building when a vehicle is incapable of maintaining 

appropriate drug storage temperature or is out of service and the EMS agency does not 

otherwise serve as a designated location of a current, active controlled substances 

registration. An alarm system consistent with requirements in 18VAC110-20-710 is not 

required under these conditions. 
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C. An EMS agency or regional EMS council that has been issued a controlled substances 

registration pursuant to 18VAC110-20-690 G and a registration from DEA in accordance with 

federal law may receive drugs in Schedules II through VI and deliver or transfer the drugs to any 

designated location of the registered EMS agency headquarters or regional EMS council. Delivery 

of the drugs shall not constitute wholesale distribution.  

D. For sites that are not designated locations of the entity providing the drug, nothing shall 

preclude a hospital, EMS agency, or regional EMS council from transferring or distributing drugs 

in Schedule VI to another EMS agency, regional EMS council, or a designated location of either 

entity during a shortage of drugs or in an emergency.  

E. A hospital, EMS agency, regional EMS council, and designated locations may deliver drugs 

in Schedules II through V to each other consistent with federal law in the event of shortages of 

such drugs, a public health emergency, or a mass casualty event. All entities transferring, 

delivering, and receiving drugs shall comply with recordkeeping requirements listed in 18VAC110-

20-721. 

F. In compliance with federal law, a hospital pharmacy may provide drugs to a hospital-owned 

EMS agency operating as an extension of the hospital pharmacy's DEA registration.  

G. If an EMS agency that is not hospital owned has obtained a controlled substances 

registration and a DEA registration in accordance with federal law, a pharmacy may provide that 

EMS agency drugs for restocking an EMS vehicle or other EMS vehicle, provided all of the 

following criteria are met: 

1. The registered or designated location of the agency operating the EMS vehicle or other 

EMS vehicle maintains the record of receipt of drugs in accordance with state and federal 

law. 
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2. The pharmacy maintains a record of the delivery to the EMS agency in accordance with 

state and federal law.  

3. If the EMS vehicle or other EMS vehicle is primarily situated at a designated location of 

an EMS agency, the designated location notifies the registered location of the agency 

within 72 hours of the EMS vehicle or other EMS vehicle receiving drugs in Schedules II 

through V.  

4. Pursuant to § 54.1-3434.02 of the Code of Virginia, the EMS provider may directly obtain 

Schedule VI drugs from an automated drug dispensing device. 

5. If such drugs are obtained from a nurse, pharmacist, or prescriber, it shall be in 

accordance with the procedures established by the pharmacist-in-charge, which shall 

include a requirement to record the date of exchange, name of licensed person providing 

the drug, name of the EMS agency and provider receiving the drug, and assigned 

expiration date. Such record shall be maintained by the pharmacy for one year from the 

date of exchange.  

6. If an EMS agency is performing a one-to-one exchange of Schedule VI drugs, such 

Schedule VI drugs shall remain in a separate container.  

H. Schedule VI drugs stored on an EMS vehicle or other EMS vehicle are not required to be 

stored in a sealed kit, but must be stored in a manner to deter theft or loss. Drugs in Schedules II 

through V stored on a ground EMS vehicle, other EMS vehicle, or EMS vehicle that is a licensed 

fixed-wing aircraft shall be stored in a sealed, secured kit or device within a locked cabinet that is 

accessible from the patient compartment of the vehicle. Drugs in Schedules II through V stored 

on an EMS vehicle that is a licensed rotary aircraft shall be stored in a sealed, secured kit or 

device to deter theft or loss. 
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1. The method of sealing the kits shall ensure that once the seal is broken, it cannot be 

reasonably resealed without the breach being detected. 

2. If a seal is used, it shall have a unique numeric or alphanumeric identifier to preclude 

replication or resealing. The EMS registered agency headquarters, regional EMS council, 

or designated location sealing and resealing the kit shall maintain a record of the seal 

identifiers when placed on a kit and maintain the record for a period of one year. 

3. In lieu of a seal, a kit with a built-in mechanism preventing resealing or relocking once 

opened except by EMS personnel may be used. 

I. Registered EMS agency headquarters, regional EMS councils, and designated locations of 

the registered EMS agency headquarters or regional EMS councils shall implement a process to 

review expiration dates no less often than every three months to ensure drugs are not 

administered beyond the expiration date.  

J. Registered EMS agency headquarters, regional EMS councils, and designated locations of 

the registered EMS agency headquarters or regional EMS councils shall perform drug inventories 

and report drug theft or unusual loss to the board in accordance with § 54.1-3404 of the Code of 

Virginia.  

K. Registered EMS agency headquarters and regional EMS councils shall audit the security 

of the drug storage location and perform a random audit of Schedules II through V drugs and 

required recordkeeping for accuracy at least every six months at each designated location under 

the controlled substances registration. Documentation verifying the completion of the audit for 

each designated location shall be maintained at the registered EMS agency headquarters or 

regional EMS council for two years from the date performed.  
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18VAC110-20-690. Persons or entities authorized or required to obtain a controlled 

substances registration.  

A. A person or entity that maintains or intends to maintain a supply of Schedules II through 

Schedule VI controlled substances, other than manufacturers' manufacturer samples, in 

accordance with provisions of the Drug Control Act (§ 54.1-3400 et seq. of the Code of Virginia) 

may apply for a controlled substances registration on forms approved by the board. 

B. Persons or entities that may be registered by the board shall include hospitals without in-

house pharmacies, nursing homes without in-house pharmacies that use automated drug 

dispensing systems, ambulatory surgery centers, outpatient clinics, alternate delivery sites, crisis 

stabilization units, persons authorized by the Department of Behavioral Health and 

Developmental Services to train individuals on the administration of naloxone and to dispense 

naloxone for opioid overdose reversal, and emergency medical services agencies, and regional 

EMS councils, provided such persons or entities are otherwise authorized by law and hold 

required licenses or appropriate credentials to administer the drugs for which the registration is 

being sought. 

C. In determining whether to register an applicant, the board shall consider factors listed in 

subsections A and D of § 54.1-3423 of the Code of Virginia and compliance with applicable 

requirements of this chapter. 

1. The proposed location shall be inspected by an authorized agent of the board prior to 

issuance of a controlled substances registration. 

2. Controlled substances registration applications that indicate a requested inspection 

date or requests that are received after the application is filed shall be honored provided 

a 14-day notice is allowed prior to the requested inspection date. 

82



3. Requested inspection dates that do not allow a 14-day notice to the board may be 

adjusted by the board to provide 14 days for the scheduling of the inspection. 

4. Any person wishing to change an approved location of the drug stock, make structural 

changes to an existing approved drug storage location, or make changes to a previously 

approved security system shall file an application with the board and be inspected. 

5. Drugs shall not be stocked within the proposed drug storage location or moved to a new 

location until approval is granted by the board. 

D. The application shall be signed by a person who will act as a responsible party for the 

controlled substances. The responsible party may be a prescriber, nurse, pharmacist, pharmacy 

technician for alternate delivery sites, a person authorized by the Department of Behavioral Health 

and Developmental Services to train individuals on the administration of naloxone and to dispense 

naloxone for opioid overdose reversal, or other person approved by the board who is authorized 

to administer the controlled substances. 

E. The board may require a person or entity to obtain a controlled substances registration 

upon a determination that Schedules II through VI controlled substances have been obtained and 

are being used as common stock by multiple practitioners and that one or more of the following 

factors exist: 

1. A federal, state, or local government agency has reported that the person or entity has 

made large purchases of controlled substances in comparison with other persons or 

entities in the same classification or category. 

2. The person or entity has experienced a diversion, theft, or other unusual loss of 

controlled substances which requires reporting pursuant to § 54.1-3404 of the Drug 

Control Act. 
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3. The person or entity has failed to comply with recordkeeping requirements for controlled 

substances. 

4. The person or entity or any other person with access to the common stock has violated 

any provision of federal, state, or local law or regulation relating to controlled substances. 

F. The board may issue a controlled substance registration to an entity at which a patient is 

being treated by the use of instrumentation and diagnostic equipment through which images and 

medical records may be transmitted electronically for the purpose of establishing a bona fide 

practitioner-patient relationship and is being prescribed Schedules II through VI controlled 

substances when such prescribing is in compliance with federal requirements for the practice of 

telemedicine and the patient is not in the physical presence of a practitioner registered with the 

U.S. Drug Enforcement Administration provided: 

1. There is a documented need for such registration, and issuance of the registration of 

the entity is consistent with the public interest; 

2. The entity is under the general supervision of a licensed pharmacist or a practitioner of 

medicine, osteopathy, podiatry, dentistry, or veterinary medicine; and 

3. The application is signed by a person who will act as the responsible party for the entity 

for the purpose of compliance with provisions of this subsection. The responsible party 

shall be a prescriber, nurse, pharmacist, or other person who is authorized by provisions 

of § 54.1-3408 of the Code of Virginia to administer controlled substances. 

G. The board may issue a controlled substances registration to an EMS agency or regional 

EMS council to receive controlled substances in Schedules II through VI from a wholesale 

distributor, manufacturer, third-party logistics provider, warehouser, or pharmacy. The EMS 

agency or regional EMS council shall identify to the board any designated location to which the 

EMS agency or regional EMS council may deliver controlled substances. The EMS agency or 
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regional EMS council shall also obtain a registration from DEA in accordance with federal law 

prior to delivery of Schedules II through V drugs. The EMS agency or regional EMS council shall 

identify on the controlled substances registration application the name and physical address of 

the designated locations and attest that each designated location of the EMS agency or regional 

EMS council complies with the storage and security requirements of 18VAC110-20-710. Any 

changes to the designated locations shall be submitted to the board in advance of delivering or 

ceasing to deliver controlled substances to that location and the designated locations must be 

approved sites under federal law. 

H. An EMS agency receiving only Schedule VI drugs from a wholesale distributor, 

manufacturer, third-party logistics provider, warehouser, or pharmacy or temporarily storing a 

secured drug kit within the EMS building when the vehicle is incapable of maintaining appropriate 

drug storage temperature or is out of service shall obtain a controlled substance registration or 

operate as a designated location of a registered EMS agency headquarters. 

18VAC110-20-710. Requirements for storage and security for controlled substances 

registrants.  

A. Drugs shall be stored under conditions that meet USP-NF specifications or manufacturers' 

manufacturer's suggested storage for each drug. 

B. Any drug that has exceeded the expiration date shall not be administered; it shall be 

separated from the stock used for administration and maintained in a separate, locked area until 

properly disposed. 

C. If a controlled substances registrant wishes to dispose of unwanted or expired Schedules 

II through VI drugs, he the controlled substances registrant shall transfer the drugs to another 

person or entity authorized to possess and to provide for proper disposal of such drugs. 
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D. Drugs shall be maintained in a lockable cabinet, cart, device, or other area that shall be 

locked at all times when not in use. The keys or access code shall be restricted to the supervising 

practitioner and persons designated access in accordance with 18VAC110-20-700 C. 

E. A registered EMS agency headquarters or regional EMS council may store controlled 

substances in an automated dispensing device that is located at a secured site at the registered 

location or designated location of the EMS agency or regional EMS council that is (i) installed and 

operated by the EMS agency or regional EMS council, (ii) not used to directly dispense controlled 

substances to an ultimate user, and (iii) is in compliance with the requirements of state law. 

F. In a facility not staffed 24 hours a day, the drugs shall be stored in a fixed and secured 

room, cabinet, or area that has a security device for the detection of breaking that meets the 

following conditions: 

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other 

generally accepted and suitable device. 

2. The installation and device shall be based on accepted alarm industry standards. 

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

be monitored in accordance with accepted industry standards, be maintained in operating 

order; and shall be capable of sending an alarm signal to the monitoring entity if breached 

and the communication line is not operational. 

4. The device shall fully protect all areas where prescription drugs are stored and shall be 

capable of detecting breaking by any means when activated. 

5. Access to the alarm system shall be restricted to only designated and necessary 

persons, and the system shall be activated whenever the drug storage areas are closed 

for business. 
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6. An alarm system is not required for researchers,; animal control officers,; humane 

societies,; alternate delivery sites as provided in 18VAC110-20-275, emergency medical 

services agencies; registered EMS agencies or regional EMS councils, or designated 

locations of registered EMS agency headquarters or regional EMS councils stocking only 

intravenous fluids with no added drug, Schedule VI drugs or temporarily securing a 

secured drug kit that may contain Schedules II through VI drugs when the EMS vehicle or 

other EMS vehicle cannot maintain appropriate drug storage temperature or is out of 

service; persons authorized by the Department of Behavioral Health and Developmental 

Services to train individuals on the administration of naloxone and to dispense naloxone 

for opioid overdose reversal,; and teaching institutions possessing only Schedule VI drugs. 

G. A registered EMS agency headquarters or regional EMS council may store controlled 

substances at any of the following secured locations: 

1. A registered location of the EMS agency or regional EMS council;  

2. A designated location of the EMS agency or regional EMS council of which the board 

has been notified and DEA has granted approval if stocking drugs in Schedules II through 

V;  

3. In an EMS vehicle or other EMS vehicle situated at a registered location or designated 

location of the EMS agency or regional EMS council or other location where an EMS 

agency approves an EMS vehicle to be stored; or  

4. In an EMS vehicle or other EMS vehicle used by the EMS agency that is traveling from 

or returning to a registered location or designated location of the EMS agency or EMS 

council or other location where an EMS agency approves an EMS vehicle to be stored in 

the course of responding to an emergency or otherwise actively in use by the EMS agency.  
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H. Drugs secured in an EMS agency, regional EMS council, EMS vehicle, or other EMS 

vehicle shall be stored at an appropriate temperature pursuant to manufacturer's directions at all 

times. If the EMS vehicle or other EMS vehicle cannot maintain appropriate temperature or is out 

of service, the drug kit may be temporarily maintained within the building of the EMS agency. The 

drug kit shall be stored in compliance with this section.  

18VAC110-20-720. Requirements for recordkeeping.  

The person named as the responsible party on the controlled substances registration shall be 

responsible for recordkeeping for Schedule Schedules II through VI drugs in accordance with 

provisions of § 54.1-3404 of the Code of Virginia to include the reporting of any drug theft or 

unusual loss and the following: 

1. Inventories and administration records of Schedule II drugs shall be maintained 

separately from all other records and shall be kept in chronological order by date of 

administration. 

2. All Except as provided in subdivision 9 of this section, all records shall be maintained 

at the same location as listed on the controlled substances registration or, if maintained in 

an off-site database, retrieved and made available for inspection or audit within 48 hours 

of a request by the board or an authorized agent. 

3. In the event that an inventory is taken as the result of a theft of drugs, the inventory 

shall be used as the opening inventory within the current biennial period. Such an 

inventory does not preclude the taking of the required inventory on the required biennial 

inventory date. All inventories required by § 54.1-3404 of the Code of Virginia shall be 

signed and dated by the person taking the inventory and shall indicate whether the 

inventory was taken prior to the opening or after the close of business on that date. An 
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entity which that is open 24 hours a day shall clearly document whether the receipt or 

distribution of drugs on the inventory date occurred before or after the inventory was taken. 

4. Any computerized system used to maintain records shall also provide retrieval via 

computer monitor display or printout of the history for drugs administered during the past 

two years. It shall also have the capacity of producing a printout of any data which that the 

registrant is responsible for maintaining under the Drug Control Act (§ 54.1-3400 et seq. 

of the Code of Virginia). 

5. The Department of Forensic Science may exclude from any inventory quantities of 

controlled substances used to conduct chemical analyses and controlled substances 

received for analyses as evidentiary material as provided in § 54.1-3404 G of the Code of 

Virginia. 

6. Documents that describe the conditions and extent of the responsible party's 

authorization to dispense controlled substances for each EMS provider employed by or 

practicing at an EMS agency holding a controlled substances registration. Such 

documents shall be maintained in a readily retrievable manner and be available for 

inspection and copying by authorized agents of the board. Examples of such 

documentation include protocols, practice guidelines, or practice agreements. 

7. Records of all controlled substances that are received, administered, or otherwise 

disposed of, records of deliveries of controlled substances between all locations of an 

EMS agency or regional EMS council pursuant to the controlled substance registration, 

and record of the standing or verbal orders issued or adopted. 

8. Documentation verifying the completion of audit for each designated location pursuant 

to 18VAC110-20-591 K. 
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9. Records required to be maintained by an EMS agency or regional EMS council shall be 

maintained, whether electronically or otherwise, pursuant to subdivision 2 of this section 

or at each registered location, designated location of the EMS agency, or regional EMS 

council where the controlled substances involved are received, administered, or otherwise 

disposed of for two years from the date of execution of the record. 

18VAC110-20-721. Additional recordkeeping requirements for EMS agencies.  

A. Each EMS agency holding a controlled substances registration or serving as a designated 

location of an EMS agency or regional EMS council, including a hospital-owned EMS agency 

operating under a hospital registration, responsible for administering a drug must maintain written 

standing protocols signed by the operational medical director for the EMS agency that authorize 

the administration. Oral orders authorizing the administration shall be reduced to writing by the 

EMS provider and shall be signed by a medical practitioner and maintained by the EMS entity 

responsible for administering the drug. 

B. A record for each dose of drug in Schedules II through VI administered and destruction of 

partially administered drug in the course of providing emergency medical services must also be 

maintained. Destruction of partially used Schedules II, III, IV, and V drugs shall be accomplished 

by two persons, one of whom shall be the EMS provider and the other shall be a pharmacist, 

nurse, prescriber, pharmacy technician, or a second EMS provider. Except as indicated in 

18VAC110-20-591 for emergency drug kits provided by a pharmacy, documentation shall be 

maintained in the EMS agency or the designated location of an EMS agency or regional EMS 

council for a period of two years from the date of destruction.  

C. The following records shall be maintained for each acquisition of a drug in Schedules II 

through VI from another registrant of the board or each distribution of a drug in Schedules II 

through VI to another registrant of the board: 
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1. For each acquisition of a drug from another registrant:  

a. Name of the drug; 

b. Finished form of the drug (e.g., 10-milligram tablet or 10-milligram concentration per 

fluid ounce or milliliter); 

c. Number of units or volume of finished form in each commercial container (e.g., 100-

tablet bottle or three-milliliter vial);  

d. Number of commercial containers acquired; 

e. Date of the acquisition;  

f. Name, address, and registration number of the person from whom the substance 

was acquired; and  

g. Name and title of the person acquiring the drug. 

2. For each distribution of drug in Schedules II through VI to another registrant:  

a. Name of the drug; 

b. Finished form of the drug (e.g., 10-milligram tablet or 10-milligram concentration per 

fluid ounce or milliliter); 

c. Number of units or volume of finished form in each commercial container (e.g., 100-

tablet bottle or three-milliliter vial);  

d. Number of commercial containers distributed; 

e. Date of the distribution;  

f. Name, address, and registration number of the person to whom the substance was 

distributed; and  

g. Name and title of the person in receipt of the distributed drugs. 
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3. For each delivery of drug in Schedules II through VI between a designated location and 

a registered location:  

a. Name of the drug; 

b. Finished form of the drug (e.g., 10-milligram tablet or 10-milligram concentration per 

fluid ounce or milliliter); 

c. Number of units or volume of finished form in each commercial container (e.g., 100-

tablet bottle or three-milliliter vial);  

d. Number of units or volume of finished form in each commercial container and 

number of commercial containers delivered (e.g., 100-tablet bottle or three-milliliter 

vial); 

e. Date of the delivery;  

f. Name and address of the designated location to which the substance was delivered; 

and  

g. Name and title of the person in receipt of the controlled substances. 

4. For destruction of a drug in Schedules II through VI, unless otherwise authorized under 

federal law, expired or unwanted drugs shall be transferred to another person or entity 

authorized to possess or provide for proper disposal of such drugs. 

D. A designated location of an EMS agency that receives drugs in Schedules II through V 

must notify the EMS agency's registered location within 72 hours of receipt of the drugs in the 

following circumstances:  

1. An EMS vehicle or other EMS vehicle primarily situated at a designated location of the 

EMS agency acquires drug from a hospital while restocking following a response; or 
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2. The designated location of the EMS agency receives drugs from another designated 

location of the same agency. 

E. To the extent permitted by federal law, registered EMS agency headquarters, regional EMS 

councils, or designated locations of the EMS agency or regional EMS council in which the 

repackaging or prepackaging of over-the-counter drugs is performed shall maintain adequate 

control records for a period of one year or until the expiration of the drugs, whichever is greater. 

1. The records shall show the name of the drugs used; strength, if any; date repackaged; 

quantity prepared; initials of the pharmacist, EMS responsible party, or designee 

authorized to administer drugs verifying the process; the assigned lot or control number; 

the manufacturer or distributor name and lot or control number; and an expiration date.  

2. Any subsequently repackaged units shall show the name of the drug; strength, if any; 

the assigned lot or control number or the manufacturer or distributor name and lot or 

control number; and an appropriate expiration date determined by the pharmacist, EMS 

responsible party, or designee authorized to administer drugs in accordance with USP 

guidelines. 

3. Repackaging of drugs shall be performed in compliance with USP-NF standards.  
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Agenda Topic: Adopt Fast-Track Regulatory Amendment of 18VAC110-20-590 regarding 
Correctional Facilities Possessing Long-acting Medication  

Included in Agenda Packet: 
 SB 1367
 Draft amendments of 18VAC110-20-590

Action Needed: 
 Motion to adopt fast-track regulatory amendments of 18VAC110-20-590 as presented or 

amended.
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18VAC110-20-590. Drugs in correctional facilities. 
A. All prescription drugs at any correctional facility shall be subject to the following conditions: 

1. Notwithstanding the allowances in subsections B, C, and D, and E of this section, prescription 
drugs shall be obtained only on an individual prescription basis. 

2. All prepared drugs shall be maintained in a suitable locked storage area with only the person 
responsible for administering the drugs having access. 

3. Complete and accurate records shall be maintained of all drugs received, administered and 
discontinued. The administration record shall show the: 

a. Patient name; 

b. Drug name and strength; 

c. Number of dosage units received; 

d. Prescriber's name; and 

e. Date, time and signature of the person administering the individual dose of drug. 

4. All unused or discontinued drugs shall be sealed and the amount in the container at the time 
of the sealing shall be recorded on the drug administration record. Schedule VI drugs shall be 
returned to the provider pharmacy or to a secondary pharmacy along with the drug 
administration record, a copy of the drug administration record, or other form showing 
substantially the same information, within 30 days of discontinuance. 

a. The provider or secondary pharmacy shall conduct random audits of returned drug 
administration records for accountability. 

b. The drug administration records shall be filed in chronological order by the provider or 
secondary pharmacy and maintained for a period of one year or, at the option of the facility, 
the records may be returned by the pharmacy to the facility. 

c. Drugs may be returned to pharmacy stock in compliance with the provisions 
of 18VAC110-20-400. 
 
d. Other drugs shall be disposed of or destroyed by the provider pharmacy in accordance 
with local, state, and federal regulations. 

5. After performing the audit required by subdivision 4 a of this subsection and ensuring the 
proper maintenance of the administration records, drugs in Schedules II through V shall be 
destroyed at the site of the correctional facility using a method of destruction that renders the 
drug unrecoverable. 

a. The destruction shall be performed by a nurse, pharmacist, or physician and witnessed by 
the nurse supervisor, a pharmacist, or a physician. 

b. Destruction of drugs shall occur within 30 days of discontinuance. 
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c. A complete and accurate record of the drugs destroyed shall be made. The original of the 
record of destruction shall be signed and dated by the persons witnessing the destruction and 
maintained at the correctional facility for a period of two years. A copy of the destruction 
record shall be maintained at the provider pharmacy for a period of two years. 

B. Emergency and stat-drug box. An emergency box and a stat-drug box may be prepared for a 
correctional facility served by the pharmacy pursuant to 18VAC110-20-540 and 18VAC110-20-
550 provided that the facility employs one or more full-time physicians, registered nurses, licensed 
practical nurses, or physician assistants. 
 
C. A correctional facility may maintain a stock of intravenous fluids, irrigation fluids, sterile water, 
and sterile saline to be accessed only by those persons licensed to administer drugs and shall be 
administered only by such persons pursuant to a valid prescription or lawful order of a prescriber. 
Such stock shall be limited to a listing to be determined by the provider pharmacist in consultation 
with the medical and nursing staff of the institution. 

D. Except for drugs in an emergency box, stat-drug box, or a stock of intravenous fluids, irrigation 
fluids, sterile water, and sterile saline, and those drugs referenced in subsection E, prescription 
drugs, including vaccines, may be floor-stocked only at a medical clinic or surgery center that is 
part of a correctional facility and that is staffed by one or more prescribers during the hours of 
operation, provided the clinic first obtains a controlled substances registration and complies with 
the requirements of 18VAC110-20-690, 18VAC110-20-700, 18VAC110-20-710, 
and 18VAC110-20-720. 
 

E. A floor stock of long-acting injectable or extended-release prescription drugs for the treatment 
of mental illness or substance use disorder may be maintained and stored in an area accessible only 
to persons who are licensed to administer such prescription drugs, regardless of whether the 
prescriber is on site, provided the correctional facility first obtains a controlled substances 
registration and complies with the requirements of 18VAC110-20-690, 18VAC110-20-
700, 18VAC110-20-710, and 18VAC110-20-720. An ongoing perpetual inventory and 
reconciliation shall be performed in accordance with § 54.1-3423 and maintained for a period of 
not less than two years from the date of transaction.  
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Agenda Item: Adoption of proposed regulatory action related to central fill pharmacies 
 
Included in your agenda package: 
 

• Draft proposed language regarding central fill pharmacies;    
 

• Town Hall Emergency/NOIRA stage summary showing no public comments;   
 

• Two public comments received via email by Board staff; and   
 

• HB1068 from the 2024 General Assembly Session requiring this regulatory action.  
  

Action needed: 
 

• Motion to adopt proposed regulations as presented or amended by the Board.  
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Project 7968 - Proposed 

Board of Pharmacy 

Requirements for use of central fill pharmacy and remote database access 

18VAC110-20-112. Supervision of pharmacy technicians.  

A. A pharmacist shall determine the number of pharmacy interns, pharmacy technicians, and 

pharmacy technician trainees he can safely and competently supervise at one time; however, no 

pharmacist shall supervise more than four persons performing the duties of a pharmacy 

technician at one time, except as provided in 18VAC110-20-276 and 18VAC110-20-277. 

B. In addition to the acts restricted to a pharmacist in § 54.1-3320 A of the Code of Virginia, a 

pharmacist shall provide personal supervision of compounding of extemporaneous preparations 

by pharmacy technicians. 

18VAC110-20-276. Central or remote processing.  

A. Centralized or remote processing of a prescription does not include the dispensing of a 

drug, but does include any of the following activities related to the dispensing process: 

1. Receiving, interpreting, analyzing, or clarifying prescriptions; 

2. Entering prescription and patient data into a data processing system; 

3. Transferring prescription information; 

4. Performing a prospective drug review as set forth in § 54.1-3319 of the Code of Virginia; 

5. Obtaining refill or substitution authorizations, or otherwise communicating with the 

prescriber concerning a patient's prescription; 

6. Interpreting clinical data for prior authorization for dispensing; 

7. Performing therapeutic interventions; or 
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8. Providing drug information or counseling concerning a patient's prescription to the 

patient or patient's agent. 

B. A pharmacy may outsource certain prescription processing functions as described in 

subsection A of this section to another pharmacy in Virginia or a registered nonresident pharmacy 

under the following conditions: 

1. The pharmacies shall either have the same owner or have a written contract describing 

the scope of services to be provided and the responsibilities and accountabilities of each 

pharmacy in compliance with all federal and state laws and regulations related to the 

practice of pharmacy; 

2. Any central or remote pharmacy shall comply with Virginia law and regulation with 

respect to requirements for supervision of pharmacy technicians and the duties that are 

restricted to pharmacists and pharmacy technicians. Pharmacy technicians at the remote 

pharmacy shall either be registered in Virginia or possess credentials substantially 

equivalent to those required for a technician registered in Virginia; 

3. A pharmacist licensed in Virginia, whether at the remote pharmacy or the dispensing 

pharmacy, shall perform a check for accuracy on all processing done by the remote 

processor; and 

4. The pharmacies shall share a common electronic file or have technology that allows 

sufficient information necessary to process a nondispensing function. 

C. Any pharmacy that outsources prescription processing to another pharmacy shall provide 

notification of such to patients. A one-time written notification or a sign posted in the pharmacy in 

a location that is readily visible to the public will satisfy this notification requirement. The notice 

shall state the name of any contract pharmacy providing central or remote prescription 
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processing. If the pharmacy uses a network of pharmacies under common ownership, this fact 

shall be disclosed in the notice. 

D. A policy and procedure manual that relates to central or remote processing shall be 

maintained at each pharmacy involved in the processing of a prescription and available for 

inspection. The manual shall at a minimum include the following: 

1. The responsibilities of each pharmacy; 

2. A list of the name, address, telephone numbers, and permit/registration permit or 

registration numbers of all pharmacies involved in central or remote processing; 

3. Procedures for protecting the confidentiality and integrity of patient information; 

4. Procedures for ensuring that pharmacists performing prospective drug reviews have 

access to appropriate drug information resources; 

5. Procedures for maintaining required records; 

6. Procedures for complying with all applicable laws and regulations to include counseling; 

7. Procedures for objectively and systematically monitoring and evaluating the quality of 

the program to resolve problems and improve services; and 

8. Procedures for annually reviewing the written policies and procedures for needed 

modifications and documenting such review. 

E. In addition to any other required records, pharmacies engaged in central or remote 

processing shall maintain retrievable records that show, for each prescription processed, each 

individual processing function and identity of the pharmacist or pharmacy technician who performs 

a processing function and the pharmacist who checked the processing function, if applicable. 

1. The records may be maintained separately by each pharmacy, or in a common 

electronic file shared by both pharmacies provided the system can produce a record 
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showing each processing task, the identity of the person performing each task, and the 

location where each task was performed. 

2. The record shall be readily retrievable for at least the past two years through the primary 

dispensing pharmacy, and shall be available for inspection by the board. 

F. Nothing in this section shall prohibit an individual employee licensed as a pharmacist or 

registered as a pharmacy technician or pharmacy intern performing the duties of a pharmacy 

technician in Virginia from accessing the employer pharmacy's database from a remote location 

for the purpose of performing certain prescription processing functions as described in subsection 

A of this section, provided the pharmacy establishes controls to protect the privacy and security 

of confidential records. 

G. A pharmacist may only supervise a maximum of six pharmacy technicians and pharmacy 

interns performing the duties of pharmacy technicians accessing the employer pharmacy's 

database from a remote location as provided in subsection F of this section, with a maximum of 

four of the six on site at the employer pharmacy. The supervising pharmacist shall be readily 

available to the pharmacy technicians and pharmacy interns, and technology shall be available 

for adequate supervision of pharmacy technicians and pharmacy interns performing the duties of 

pharmacy technicians.  

18VAC110-20-277. Central fill pharmacy.  

A. Notwithstanding activities authorized in 18VAC110-20-275, 18VAC110-20-276, and 

18VAC110-20-515, a pharmacy located in the Commonwealth or out of state may outsource tasks 

associated with dispensing a prescription drug, including verification for accuracy by a pharmacist 

and alternate delivery to the originating pharmacy that received the prescription, to a central fill 

pharmacy permitted in the Commonwealth as a pharmacy or registered as a nonresident 

pharmacy. 
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B. A central fill pharmacy may operate if: 

1. Sufficient automation is employed to safely support the practice of pharmacy and limit 

distractions for pharmacy personnel; 

2. The central fill pharmacy does not accept prescriptions or communications directly from 

patients or providers; and 

3. Dispensing is restricted to Schedule VI drugs. 

C. Notwithstanding § 54.1-3321 of the Code of Virginia, an unregistered or unlicensed person 

may perform the following non-dispensing functions at a central fill pharmacy: 

1. The movement of sealed manufacturer bottles from an inventory shelf to a pharmacy 

technician's workspace for the purpose of filling a canister when the filling of the canister 

is completed by a pharmacist, pharmacy intern, pharmacy technician, or pharmacy 

technician trainee who barcode scans or uses other technology to verify each individual 

bottle or package of medication prior to filling the canister. 

2. Manually bagging prepared prescriptions when barcode scanning or use of other 

technology is used to verify the prescription product vial, prescription medication leaflet, 

and prescription bag label. 

3. Loading an automated robotic dispenser with the pharmacist-verified and sealed 

canister when barcode scanning or other technology is used to verify accurate placement 

of each canister. 

4. Performing monthly cycle counts of sealed manufacturer-packaged products and 

sealed canisters; however, the opening of a sealed manufacturer-packaged product or 

canister and the counting of an unsealed manufacturer-packaged product or canister is 

not permitted. 
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D. A pharmacist practicing at a central fill pharmacy may supervise up to 12 licensed or 

registered persons, to include pharmacy technicians, pharmacy technician trainees, and 

pharmacy interns, and may supervise up to 12 unregistered or unlicensed persons performing 

non-dispensing functions authorized in this subsection. Each pharmacist shall determine the 

number of persons the pharmacist can safely and competently supervise at one time. 

E. Notwithstanding 18VAC110-20-270 B, pharmacist verification of a canister of medication 

after it is filled and sealed but prior to being loaded into a barcoded automated robotic dispenser 

serves as the final product verification of a prescription. Pharmacists shall verify and check for 

the accuracy of all drugs packaged or repackaged for use by the robot by a visual check of the 

contents prior to stocking the drugs in the robotic pharmacy system. A repackaging record shall 

be maintained in accordance with 18VAC110-20-355 A, and the verifying pharmacist shall initial 

the record. Packaging and labeling, including the appropriate beyond-use date, shall conform to 

requirements of this chapter and current USP-NF standards. This provision shall not constitute a 

waiver of the requirement for a pharmacist to verify the accuracy of data entry of the prescription. 

F. A central fill pharmacy shall ensure that each pharmacy receiving dispensed drugs from 

the central fill pharmacy shall provide a one-time written notification or a sign posted in the 

pharmacy in a location that is readily visible to the public as its notification of the dispensing and 

delivery process. 18VAC110-20-275 B 2 h shall not apply to central fill pharmacies and those 

pharmacies receiving dispensed drugs from central fill pharmacies. 

G. A written policy and procedure must be maintained by the central fill pharmacy and 

complied with and shall include, at minimum, procedures for ensuring: 

1. Accurate packaging and repackaging of all drugs for use in the robotic pharmacy 

system, to include properly labeled barcodes and the method for ensuring pharmacist 

verification of all packaged and repackaged drugs compliant with this section and 

assigned barcodes; 
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2. Accurate stocking and restocking of the robotic pharmacy system; 

3. Removing expired drugs; 

4. Proper handling of drugs that may be dropped by the robotic pharmacy system; 

5. Performing routine maintenance of the robotic pharmacy system as indicated by 

manufacturer's schedules and recommendations; 

6. Appropriately performing an analysis to investigate, identify, and correct sources of 

discrepancies or errors associated with the robotic pharmacy system; and 

7. Maintaining quality assurance reports. 

H. All manual picks for dispensing at a central fill pharmacy shall be verified for accuracy by 

a pharmacist. 

I. If it is identified that the robot at a central fill pharmacy selected an incorrect medication, the 

pharmacy shall identify and correct the source of discrepancy or error in compliance with the 

pharmacy's policies and procedures prior to resuming full operation of the robot. An investigation 

of the cause of the event shall be completed, and the outcome of the corrective action plan shall 

be summarized and documented in a readily retrievable format. 

J. One prescription per automated dispensing device per quarter shall be redirected to a 

pharmacist to audit for prescription product accuracy in all components. Quarterly quality 

assurance records related to these audits shall be maintained for two years from the date the 

audit is performed. 

K. A central fill pharmacy may deliver the dispensed drug to the patient's residence or the 

originating pharmacy that received the prescription pursuant to § 54.1-3420.2 of the Code of 

Virginia and 18VAC110-20-275. 
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L. An out-of-state pharmacy solely returning a drug that was not delivered to the patient to the 

central fill pharmacy that dispensed the drug as authorized in § 54.1-3411.1 of the Code of Virginia 

shall be exempt from obtaining registration as a nonresident pharmacy. 

M. The transfer of the prescription between the originating pharmacy that received the 

prescription and the central fill pharmacy shall not be required if the pharmacies share a common 

electronic file or have technology that allows sufficient information necessary for dispensing the 

prescription. 
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                                                                                                         Mark Johnston, R.Ph, Pharm D (hon) 
                                                                                                                     Executive Director,  
                                                                                                                     Pharmacy Advocacy and Regulatory Affairs 
                                                                                                         One CVS Drive 
                                                                                                         Woonsocket, RI 02895 
                                                                                                         401-601-1968 
                                                                                                         Mark.Johnston@cvshealth.com 
 

7/29/2025 

Virginia Board of Pharmacy, 

I am writing to you in my role as Executive Director of Pharmacy Regulatory Affairs for CVS Health and its 
family of pharmacies. CVS Health, the largest pharmacy health care provider in the United States, is 
uniquely positioned to provide care with diverse access points to patients in the Commonwealth of 
Virginia through our integrated offerings across the spectrum of pharmacy care. CVS Health appreciates 
the opportunity to submit comments on proposed amendments to 18VAC110-20-276, Central or remote 
processing and 18VAC110-20-277 Central fill pharmacy. We would also like to thank the Board for their 
vigilance to continuously improve the laws and regulations that guide pharmacists, pharmacy interns, 
pharmacy technicians and pharmacy technician trainees serving Virginia patients. 

 

Pharmacists are highly educated and trained professionals who have become an integral part of the 
healthcare team. The COVID-19 pandemic demonstrated that pharmacists are one of the most accessible 
health care providers in the nation. With the shortage of primary care providers, pharmacists fill the gaps 
in patient care across the country while at the same time pharmacies are experiencing a staffing 
shortage. In April 2025, the U.S. Bureau of Labor Statistics projected there would be 14,200 job openings 
for pharmacists, each year, on average, throughout the next decade.1 The Bureau also reported 
pharmacy technicians would see 47,400 job openings, each year, on average throughout the next 
decade.2 The Institute for Patient Safety and Quality Health Care published an article in March 2022 
detailing that, “organizations need a multifaceted approach to effectively address persistent pharmacy 
staffing and medication safety challenges, and technology should underpin such a strategy.”3 The 
Institute for Patient Safety and Quality Health Care article also discussed how utilizing new technology 
allows “pharmacists to apply their clinical expertise to impact patient outcomes instead of counting 
medications and verifying orders.”3 
  

A summit of individuals from American Pharmacists Association, the American Society of Health-System 
Pharmacists, and the National Association of Boards of Pharmacy (NABP), was held in June 2023. The 
report, “Implementing Solutions Summit: Building a Sustainable, Healthy, Pharmacy Workforce and 
Workplace,” outlines various solutions that employers, associations and Boards of pharmacy can 
implement in the near, medium, and long term to assist in addressing high stress levels and occupational 
burnout. In the section addressing rules and requirements, an “action” suggests that employers “identify 
unnecessary regulatory burdens and workplace requirements that take time away from activities that 
could improve the safety of patients and the well-being of pharmacy staff.” Additionally, state Boards of 
pharmacy are encouraged to “review currently recommended shared services model laws and rules and 
update as appropriate.” Therefore, this summit of national organizations recognizes the need for shared 
services to also assist in improving the well-being of pharmacists and pharmacy technicians.4   
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Additionally, NABP Model Rules for shared services were amended in August 2024.5 These amendments 
were first discussed on October 17 and 18, 2023 at the NABP Task Force on Shared Pharmacy Services, 
Automated Pharmacy Systems, Remote Dispensing Sites and Telepharmacy. The report published 
outlines suggested changes to the model Shared Services language by updating the definition of shared 
pharmacy services to include product verification, known in Virginia as prescription product accuracy. 
They also recommended striking subsections they considered to be too prescriptive and move others to 
improve continuity.6 The Committee on Law Enforcement/Legislation then met on March 5 and 6, 2024 to 
review the recommended changes. The committee found no issue with the suggested changes, and they 
were incorporated after the NABP Executive Committee approved the recommendations.7  

 

18VAC110-20-276 Central or remote processing requested amendment 

CVS Health is supportive of the amendments proposed allowing pharmacy technicians or interns to 
remotely access the pharmacy database. In support of the growing landscape of technology in the 
pharmacy dispensing process, CVS Health requests the Board consider amending 18VAC110-20-276(A) 
to add prescription product accuracy, which would allow the sharing of final product verification when 
images are used.  

 

Air Support is part of our response to the evolving healthcare landscape, and the needs of our patients 
and our pharmacy teams. This model allows our retail pharmacies under common ownership to support 
each other by entering prescription and patient data into a data processing system, performing 
prospective DUR, data entry verification and final product verification or prescription product accuracy, 
where permitted. Utilization of Air Support helps drive timely and effective care for patients and provides 
impactful support to our pharmacies facing the challenges of labor shortages.  

 

CVS Pharmacy has successfully implemented a pharmacy workload sharing model, with shared services 
including final product/order verification, in most states. Additionally, we have Board of Pharmacy 
approved pilots involving 135 locations, with 117 of those pharmacies located in Virginia. We have found 
the fully shared workload balancing model enhances patient care and is associated with a higher rate of 
dispensing accuracy when compared to a limited sharing model.  

 

Suggested Language: 

18VAC110-20-276 Central or remote processing 
 

A. Centralized or remote processing of a prescription does not include the dispensing of a drug, but does 
include any of the following activities related to the dispensing process: 

1. Receiving, interpreting, analyzing, or clarifying prescriptions; 

2. Entering prescription and patient data into a data processing system; 

3. Transferring prescription information; 
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4. Performing a prospective drug review as set forth in § 54.1-3319 of the Code of Virginia; 

5. Obtaining refill or substitution authorizations, or otherwise communicating with the prescriber 
concerning a patient's prescription; 

6. Interpreting clinical data for prior authorization for dispensing; 

7. Performing therapeutic interventions; or 

8. Providing drug information or counseling concerning a patient's prescription to the patient or patient's 
agent.; or 

9. Prescription product accuracy. 

 

18VAC110-20-277 Central Fill Pharmacy requested amendment 

CVS Health is similarly supportive of the emergency proposed rules to allow central fill. These rules align 
with actions recommended in the NABP Implementing Solutions Summit held in June 2023, recognizing 
the need for shared services to also assist in improving the well-being of pharmacists and pharmacy 
technicians.4 We request that the Board consider aligning the language in (I) related to robot incorrect 
medication issues with the current continuous quality improvement rule 18VAC110-20-418.  

 

Suggested Language 18VAC110-20-277 Central fill pharmacy  

I. If it is identified that the robot at a central fill pharmacy selected an incorrect medication, which led to a 
dispensing error, the pharmacy shall identify and correct the source of discrepancy or error in compliance 
with the pharmacy's policies and procedures and comply with requirements of 18VAC110-20-418, prior to 
resuming full operation of the robot. An investigation of the cause of the event shall be completed, and the 
outcome of the corrective action plan shall be summarized and documented in a readily retrievable 
format. 

 

Sincerely,  

 

 

 

 

 

Mark Johnston, R.Ph, Pharm D (hon) 

Executive Director,  

Board of Pharmacy Advocacy and Regulatory Affairs 

CVS Health 
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The Kroger Co.  1014 Vine St  
Kroger Health                                                                                                                                   21st Floor 
www.krogerhealth.com   Cincinnati, Ohio 45202 
   
 

July 29, 2025 
 
Executive Director Caroline Juran, RPh 
Virginia Board of Pharmacy 
9960 Mayland Drive 
Suite 300 
Richmond, VA 23233-1463 
  
Re: Regulations Governing the Practice of Pharmacy [18 VAC 110 - 20] – Requirements 
for use of central fill pharmacy and remote database access 
 
Dear Director Juran: 
 
The Kroger Co. appreciates the opportunity to comment on the Virginia Board of 
Pharmacy’s Central Fill Emergency Regulations – Requirements for use of central fill 
pharmacy and remote database access. Kroger also appreciates the Board’s timely 
issuance of this emergency temporary rule to allow for the operation of remote central fill 
as Kroger, Harris Teeter and other companies welcomed new patients from several Rite Aid 
locations that recently closed. As the Board looks to make these temporary rules 
permanent, we would recommend the following changes to maximize the ability for 
pharmacies to meet increasing patient demand while maintaining the highest safety 
standards.  
 
18VAC110-20-276 B.3 – Central or Remote Processing 
 
B.3 is a specific rule that does not allow out-of-state pharmacies to operationalize true 
remote prescription processing support.  
  

“A pharmacist licensed in Virginia, whether at the remote pharmacy or the 
dispensing pharmacy, shall perform a check for accuracy on all processing done by 
the remote processor” 

  
Even though an out-of-state facility is actively licensed as a nonresident pharmacy with 
the Virginia Board of Pharmacy and has a VA-licensed Pharmacist-in-Charge, because the 
staff pharmacists do not have individual VA licensures, the scripts, even though they have 
been remotely verified, would still require a comprehensive accuracy check by a VA-
licensed pharmacist, which in the current state would be the local store pharmacist. This 
requirement unfortunately prevents realization of the benefits that implementing remote 
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The Kroger Co.  1014 Vine St  
Kroger Health                                                                                                                                   21st Floor 
www.krogerhealth.com   Cincinnati, Ohio 45202 
   
 
central fill carries: namely by requiring additional, time-consuming verifications by store 
pharmacy teams of prescriptions that have already been thoroughly verified for accuracy 
at the central fill facility. 
 
To remedy this duplicative verification, we would ask that 18VAC110-20-276 B.3 be 
amended to: 
  

 A pharmacist licensed in Virginia or a pharmacist licensed in another state working 
under a Virginia-licensed, non-resident pharmacy, shall perform a check for 
accuracy on all processing done by the remote processor. 

 
This change would ensure that each prescription is checked for accuracy while also 
allowing store-based pharmacists adequate time provide additional services to patients 
including medication counseling, the administration of vaccines and testing, and other 
services.  
 
Thank you for your consideration and please reach out with questions at 
evan.sarris@kroger.com.  
 
Sincerely, 
 

Evan Sarris Jr 
 
Evan Sarris 
Deputy Director, Government Relations 
The Kroger Co.  
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VIRGINIA ACTS OF ASSEMBLY -- 2024 SESSION

CHAPTER 407

An Act to direct the Board of Pharmacy to promulgate regulations related to pharmacy outsourcing and
pharmacy technician remote database access.

[H 1068]
Approved April 4, 2024

Be it enacted by the General Assembly of Virginia:
1. § 1. The Board of Pharmacy shall promulgate regulations authorizing a pharmacy located in the
Commonwealth or out-of-state to outsource tasks associated with dispensing a prescription drug,
including verification for accuracy by a pharmacist and alternate delivery to the pharmacy that received
the prescription, to a central fill pharmacy permitted in the Commonwealth as a pharmacy or registered
as a nonresident pharmacy. In accordance with the regulations, a central fill pharmacy may operate
when sufficient automation is employed to safely support the practice of pharmacy and limit distractions
for pharmacy personnel, the central fill pharmacy does not accept prescriptions or communications
directly from patients or providers, and dispensing is restricted to Schedule VI drugs. The regulations
shall authorize the following: (i) the maximum number of persons performing the duties of a pharmacy
technician and support personnel a pharmacist may supervise at one time; however, each pharmacist
shall determine the number of persons he can safely and competently supervise at one time, not to
exceed the maximum number established by the Board of Pharmacy; (ii) pharmacist verification of a
drug canister after filling but prior to being placed on a barcoded automated robotic dispenser, in lieu
of pharmacist verification of each prescription product for accuracy; (iii) a one-time written notification
or sign of the dispensing and delivery process at the initiating pharmacy receiving the prescription; (iv)
allowance for an unregistered and unlicensed person to assist in non-dispensing functions such as
inventory, delivery, receiving, or packing of completed prescription orders when supported by barcode
scanning or other technology; and (v) delivery of the dispensed drug to the patient's residence or
originating pharmacy that received the prescription. The transfer of the prescriptions shall not be
required if the pharmacies share a common electronic file or have technology that allows sufficient
information necessary for dispensing the prescription.

§ 2. The Board of Pharmacy shall promulgate regulations that allow for pharmacy technicians to
access the pharmacy's database from a remote location for the purpose of performing certain
prescription processing functions, as further defined in 18VAC110-20-276 (A) of the Virginia
Administrative Code.
2. That the Board of Pharmacy shall promulgate regulations to implement the provisions of this
act to be effective within 280 days of its enactment.
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Agenda Item: Adoption of proposed regulatory action to exclude private dwellings and 
residences from controlled substances registration locations  
 
Included in your agenda package: 
 

• Draft proposed language regarding exclusion of private dwelling and residences from 
controlled substances registration locations;   
 

• Town Hall summary page for the NOIRA stage showing no comments.    
  

 
Action needed: 
 

• Motion to adopt proposed regulations as presented or amended by the Board.  
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Project 8068 - Proposed 

Board of Pharmacy 

Exclusion of private dwellings or residences from operating locations of controlled 

substance registrations (CSRs) 

18VAC110-20-690. Persons or entities authorized or required to obtain a controlled 

substances registration.  

A. A person or entity that maintains or intends to maintain a supply of Schedules II through 

Schedule VI controlled substances, other than manufacturers' samples, in accordance with 

provisions of the Drug Control Act (§ 54.1-3400 et seq. of the Code of Virginia) may apply for a 

controlled substances registration on forms approved by the board. 

B. Persons or entities that may be registered by the board shall include hospitals without in-

house pharmacies, nursing homes without in-house pharmacies that use automated drug 

dispensing systems, ambulatory surgery centers, outpatient clinics, alternate delivery sites, crisis 

stabilization units, persons authorized by the Department of Behavioral Health and 

Developmental Services to train individuals on the administration of naloxone and to dispense 

naloxone for opioid overdose reversal, and emergency medical services agencies provided such 

persons or entities are otherwise authorized by law and hold required licenses or appropriate 

credentials to administer the drugs for which the registration is being sought. 

C. In determining whether to register an applicant, the board shall consider factors listed in 

subsections A and D of § 54.1-3423 of the Code of Virginia and compliance with applicable 

requirements of this chapter. 

1. The proposed location shall be inspected by an authorized agent of the board prior to 

issuance of a controlled substances registration. 
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2. Controlled substances registration applications that indicate a requested inspection 

date or requests that are received after the application is filed shall be honored provided 

a 14-day notice is allowed prior to the requested inspection date. 

3. Requested inspection dates that do not allow a 14-day notice to the board may be 

adjusted by the board to provide 14 days for the scheduling of the inspection. 

4. Any person wishing to change an approved location of the drug stock, make structural 

changes to an existing approved drug storage location, or make changes to a previously 

approved security system shall file an application with the board and be inspected. 

5. Drugs shall not be stocked within the proposed drug storage location or moved to a new 

location until approval is granted by the board. 

D. The application shall be signed by a person who will act as a responsible party for the 

controlled substances. The responsible party may be a prescriber, nurse, pharmacist, pharmacy 

technician for alternate delivery sites, a person authorized by the Department of Behavioral Health 

and Developmental Services to train individuals on the administration of naloxone and to dispense 

naloxone for opioid overdose reversal, or other person approved by the board who is authorized 

to administer the controlled substances. 

E. The board may require a person or entity to obtain a controlled substances registration 

upon a determination that Schedules II through VI controlled substances have been obtained and 

are being used as common stock by multiple practitioners and that one or more of the following 

factors exist: 

1. A federal, state, or local government agency has reported that the person or entity has 

made large purchases of controlled substances in comparison with other persons or 

entities in the same classification or category. 
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2. The person or entity has experienced a diversion, theft, or other unusual loss of 

controlled substances which requires reporting pursuant to § 54.1-3404 of the Drug 

Control Act. 

3. The person or entity has failed to comply with recordkeeping requirements for controlled 

substances. 

4. The person or entity or any other person with access to the common stock has violated 

any provision of federal, state, or local law or regulation relating to controlled substances. 

F. The board may issue a controlled substance substances registration to an entity at which 

a patient is being treated by the use of instrumentation and diagnostic equipment through which 

images and medical records may be transmitted electronically for the purpose of establishing a 

bona fide practitioner-patient relationship and is being prescribed Schedules II through VI 

controlled substances when such prescribing is in compliance with federal requirements for the 

practice of telemedicine and the patient is not in the physical presence of a practitioner registered 

with the U.S. Drug Enforcement Administration provided: 

1. There is a documented need for such registration, and issuance of the registration of 

the entity is consistent with the public interest; 

2. The entity is under the general supervision of a licensed pharmacist or a practitioner of 

medicine, osteopathy, podiatry, dentistry, or veterinary medicine; and 

3. The application is signed by a person who will act as the responsible party for the entity 

for the purpose of compliance with provisions of this subsection. The responsible party 

shall be a prescriber, nurse, pharmacist, or other person who is authorized by provisions 

of § 54.1-3408 of the Code of Virginia to administer controlled substances. 

G. A controlled substances registration shall not be issued to any person to operate from a 

private dwelling or residence. 
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Agenda Topic: Adopt Exempt Regulatory Amendments regarding Advanced Registered 
Medication Aides 

 

Included in Agenda Packet: 

 Excerpts of HB2468 

 Draft amendments of 18VAC110-20-555 and 18VAC110-20-560 

 

Action Needed: Motion to adopt exempt regulatory amendments as presented or amended. 
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and in accordance with regulations promulgated by the Board of Pharmacy relating to security and record 
keeping, when the drugs administered would be normally self-administered by (i) an individual receiving 
services in a program licensed by the Department of Behavioral Health and Developmental Services; (ii) a 
resident of the Virginia Rehabilitation Center for the Blind and Vision Impaired; (iii) a resident of a facility 
approved by the Board or Department of Juvenile Justice for the placement of children in need of services or 
delinquent or alleged delinquent youth; (iv) a program participant of an adult day center licensed by the 
Department of Social Services; (v) a resident of any facility authorized or operated by a state or local 
government whose primary purpose is not to provide health care services; (vi) a resident of a private 
children's residential facility, as defined in§ 63.2-100 and licensed by the Department of Social Services, 
Department of Education, or Department of Behavioral Health and Developmental Services; or (vii) a student 
in a school for students with disabilities, as defined in § 22.1-319 and licensed by the Board of Education. 

In addition, this section shall not prevent a person who has successfully completed a training program for 
the administration of drugs via percutaneous gastrostomy tube approved by the Board of Nursing and been 
evaluated by a registered nurse as having demonstrated competency in administration of drugs via 
percutaneous gastrostomy tube from administering drugs to a person receiving services from a program 
licensed by the Department of Behavioral Health and Developmental Services to such person via 
percutaneous gastrostomy tube. The continued competency of a person to administer drugs via percutaneous 
gastrostomy tube shall be evaluated semiannually by a registered nurse. 

M. Medication aides registered by the Board of Nursing pursuant to Article 7 (§ 54.1-3041 et seq.) of 
Chapter 30 may administer drugs that would otherwise be self-administered to residents of any assisted living 
facility licensed by the Department of Social Services. A registered medication aide shall administer drugs 
pursuant to this section in accordance with the prescriber's instructions pertaining to dosage, frequency, and 
manner of administration; in accordance with regulations promulgated by the Board of Pharmacy relating to 
security and recordkeeping; in accordance with the assisted living facility's Medication Management Plan; 
and in accordance with such other regulations governing their practice promulgated by the Board of Nursing. 

N. Advanced medication aides registered by the Board of Nursing pursuant to Article 7 (§ 54.1-3041 et 
seq.) of Chapter 30 may administer drugs that would be administered by a registered medication aide 
pursuant to subsection M, in addition to drugs determined permissible by the Board of Nursing, in a nursing 
home licensed by the Department of Health . Advanced medication aides shall administer drugs pursuant to 
this section in accordance with the prescriber's instructions pertaining to dosage, frequency, and manner of 
administration; in accordance with regulations promulgated by the Board of Pharmacy relating to security 
and recordkeeping; in accordance with the licensed nursing home's policies and procedures; and in 
accordance with such other regulations governing their practice promulgated by the Board of Nursing. 

0. In addition, this section shall not prevent the administration of drugs by a person who administers such 
drugs in accordance with a physician's instructions pertaining to dosage, frequency, and manner of 
administration and with written authorization of a parent, and in accordance with school board regulations 
relating to training, security and record keeping, when the drugs administered would be normally 
self-administered by a student of a Virginia public school. Training for such persons shall be accomplished 
through a program approved by the local school boards, in consultation with the local departments of health. 

Q. P. In addition, this section shall not prevent the administration of drugs by a person to (i) a child in a 
child day program as defined in § 22.1-289 .02 and regulated by the Board of Education or a local government 
pursuant to § 15.2-914, or (ii) a student of a private school that is accredited pursuant to § 22.1-19 as 
administered by the Virginia Council for Private Education, provided such person (a) has satisfactorily 
completed a training program for this purpose approved by the Board of Nursing and taught by a registered 
nurse, a licensed practical nurse, an advanced practice registered nurse, a physician assistant, a doctor of 
medicine or osteopathic medicine, or a pharmacist; (b) has obtained written authorization from a parent or 
guardian; ( c) administers drugs only to the child identified on the prescription label in accordance with the 
prescriber's instructions pertaining to dosage, frequency, and manner of administration; and (d) administers 
only those drugs that were dispensed from a pharmacy and maintained in the original, labeled container that 
would normally be self-administered by the child or student, or administered by a parent or guardian to the 
child or student. 

12-:- Q. In addition, this section shall not prevent the administration or dispensing of drugs and devices by 
persons if they are authorized by the State Health Commissioner in accordance with protocols established by 
the State Health Commissioner pursuant to§ 32.1-42.1 when (i) the Governor has declared a disaster or a 
state of emergency, the United States Secretary of Health and Human Services has issued a declaration of an 
actual or potential bioterrorism incident or other actual or potential public health emergency, or the Board of 
Health has made an emergency order pursuant to § 32.1-13 for the purpose of suppressing nuisances 
dangerous to the public health and communicable, contagious, and infectious diseases and other dangers to 
the public life and health and for the limited purpose of administering vaccines as an approved 
countermeasure for such communicable, contagious, and infectious diseases; (ii) it is necessary to permit the 
provision of needed drugs or devices; and (iii) such persons have received the training necessary to safely 
administer or dispense the needed drugs or devices. Such persons shall administer or dispense all drugs or 
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engaged in breeding or raising livestock, poultry, or other animals to which hypodermic injections are 
customarily given in the interest of health, safety, or good husbandry; or to hospitals, physicians, pharmacists, 
dentists, podiatrists, veterinarians, funeral directors and embalmers, persons to whom a permit has been 
issued, manufacturers, wholesalers, or their authorized agents or employees when in the usual course of their 
business, if the controlled paraphernalia lawfully obtained continue to be used for the legitimate purposes for 
which they were obtained. 

F. The provisions of this section and of§ 18.2-265.3 shall not apply to (i) a person who dispenses 
naloxone in accordance with the provisions of subsection ¥ Z of§ 54.1-3408 and who, in conjunction with 
such dispensing of naloxone, dispenses or distributes hypodermic needles and syringes for injecting such 
naloxone or (ii) a person who possesses naloxone that has been dispensed in accordance with the provisions 
of subsection¥ Z of§ 54.1-3408 and possesses hypodermic needles and syringes for injecting such naloxone 
in conjunction with such possession of naloxone. 

G. The provisions of this section and of§ 18.2-265.3 shall not apply to (i) a person who possesses or 
distributes controlled paraphernalia on behalf of or for the benefit of a comprehensive harm reduction 
program established pursuant to § 32.1-45 .4 or (ii) a person who possesses controlled paraphernalia obtained 
from a comprehensive harm reduction program established pursuant to§ 32.1-45.4. 

§ 54.1-3467. Distribution of hypodermic needles or syringes, gelatin capsules, quinine or any of its 
salts. 

A. Distribution by any method, of any hypodermic needles or syringes, gelatin capsules, quinine or any of 
its salts, in excess of one-fourth ounce shall be restricted to licensed pharmacists or to others who have 
received a license or a permit from the Board. 

B. Nothing in this section shall prohibit the dispensing or distributing of hypodermic needles and syringes 
by persons authorized by the State Health Commissioner pursuant to a comprehensive harm reduction 
program established pursuant to§ 32.1-45.4 who are acting in accordance with the standards and protocols of 
such program for the duration of the declared public health emergency. 

C. Nothing in this section shall prohibit the dispensing or distributing of hypodermic needles and syringes 
by persons authorized to dispense naloxone in accordance with the provisions of subsection ¥ Z of § 
54.1-3408 and who, in conjunction with such dispensing of naloxone, dispenses or distributes hypodermic 
needles and syringes. Nothing in this section shall prohibit the dispensing of hypodermic needles and 
syringes for the administration of prescribed drugs by prescribers licensed to dispense Schedule VI controlled 
substances at a nonprofit facility pursuant to§ 54.1-3304.1. 

D. Notwithstanding the provisions of subsection A, nothing in this section shall prohibit the distribution of 
hypodermic needles that are designed to be used with a reusable injector pen for the administration of insulin. 
2. That the fourth and fifth enactments of Chapter 284 of the Acts of Assembly of 2024 are amended 
and reenacted as follows: 

4. That the Department of Health shall promulgate regulations to authorize medication aides 
registered by the Board of Nursing (the Board) to administer drugs as determined permissible by the 
Board for administration to residents in a eeFtified nursing feeility home licensed by the Department of 
Health to be effective as of Jttly- 1- December 15, 2025. Such regulations shall be exempt from the 
requirements of the Administrative Process Act(§ 2.2-4000 et seq. of the Code of Virginia). 

5. That the Board of Nursing and Board of Pharmacy shall promulgate regulations to implement the 
provisions of this act to be effective as of .Jttly 1- December 15, 2025. Such regulations shall be exempt 
from the requirements of the Administrative Process Act(§ 2.2-4000 et seq. of the Code of Virginia). 
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18VAC110-20-555. Use of automated dispensing devices. 
 
Nursing homes licensed pursuant to Chapter 5 (§ 32.1-123 et seq.) of Title 32.1 of the Code of 
Virginia may use automated drug dispensing systems, as defined in § 54.1-3401 of the Code of 
Virginia, upon meeting the following conditions: 

1. Drugs placed in an automated drug dispensing system in a nursing home shall be under the 
control of the pharmacy providing services to the nursing home, the pharmacy shall have 
online communication with and control of the automated drug dispensing system, and access 
to any drug for a patient shall be controlled by the pharmacy. 

2. A nursing home without an in-house pharmacy shall obtain a controlled substances 
registration prior to using an automated dispensing system, unless the system is exclusively 
stocked with drugs that would be kept in a stat-drug box pursuant to 18VAC110-20-550 or an 
emergency drug kit pursuant to 18VAC110-20-540 and are solely administered for stat or 
emergency administration. 
 
3. Except as restricted in subdivision 4 c of this section [For facilities not required to obtain a 
controlled substance registration], access to the automated dispensing device shall be restricted 
to a licensed nurse, pharmacist, or prescriber, or advanced registered medication aide, or a 
registered pharmacy technician for the purpose of stocking or reloading. 
 
4. Removal of drugs from any automated drug dispensing system for administration to patients 
can only be made pursuant to a valid prescription or lawful order of a prescriber under the 
following conditions: 

a. No drug may be administered to a patient from an automated dispensing device until a 
pharmacist has reviewed the prescription order and electronically authorized the access of 
that drug for that particular patient in accordance with the order, except as provided in 
subdivision 4 c of this section. 

b. The PIC of the provider pharmacy shall ensure that a pharmacist who has online access 
to the system is available at all times to review a prescription order as needed and 
authorize administering pursuant to the order reviewed. 

c. Drugs that would be stocked in an emergency drug kit pursuant to 18VAC110-20-540 or 
a stat drug box pursuant to subsection B of 18VAC110-20-550 may be accessed pursuant 
to a valid prescription or lawful order of a prescriber and prior to receiving electronic 
authorization from the pharmacist by a licensed nurse, pharmacist, or prescriber, provided 
that the absence of the emergency drug would threaten the survival of the patient or that a 
delay in administration of the stat drug could result in harm to the patient, and that only 
these licensed individuals may administer a drug accessed for this purpose. 
 
d. Automated dispensing devices shall be capable of producing a hard-copy record of 
distribution that shall show patient name, drug name and strength, dose withdrawn, dose to 
be administered, date and time of withdrawal from the device, and identity of person 
withdrawing the drug. 
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5. Drugs placed in automated dispensing devices shall be in the manufacturer's sealed original 
unit dose or unit-of-use packaging or in repackaged unit-dose containers in compliance with 
the requirements of 18VAC110-20-355 relating to repackaging, labeling, and records. 
6. Prior to the removal of drugs from the pharmacy, a delivery record shall be generated for all 
drugs to be placed in an automated dispensing device, which shall include the date; drug 
name, dosage form, and strength; quantity; nursing home; a unique identifier for the specific 
device receiving drugs; and initials of the pharmacist checking the order of drugs to be 
removed from the pharmacy and the records of distribution for accuracy. 

7. At the direction of the PIC, drugs may be loaded in the device by a pharmacist or a 
pharmacy technician adequately trained in the proper loading of the system. 

8. At the time of loading, the delivery record for all Schedules II through VI drugs shall be 
signed by a nurse or other person authorized to administer drugs from that specific device, and 
the record returned to the pharmacy. 

9. At the time of loading any Schedules II through V drug, the person loading will verify that 
the count of that drug in the automated dispensing device is correct. Any discrepancy noted 
shall be recorded on the delivery record and immediately reported to the PIC, who shall be 
responsible for reconciliation of the discrepancy or the proper reporting of a loss. 

10. The PIC of the provider pharmacy or the PIC's designee shall conduct at least a monthly 
audit to review distribution and administration of Schedules II through V drugs from each 
automated dispensing device as follows: 

a. The audit shall reconcile records of all quantities of Schedules II through V drugs 
dispensed from the pharmacy with records of all quantities loaded into each device to 
detect whether any drugs recorded as removed from the pharmacy were diverted rather 
than being placed in the proper device. 

b. A discrepancy report shall be generated for each discrepancy in the count of a drug on 
hand in the device. Each such report shall be resolved by the PIC or the PIC's designee 
within 72 hours of the time the discrepancy was discovered or, if determined to be a theft 
or an unusual loss of drugs, shall be immediately reported to the board in accordance with 
§ 54.1-3404 E of the Drug Control Act. 
c. The audit shall include a review of a sample of administration records from each device 
per month for possible diversion by fraudulent charting. A sample shall include all 
Schedules II through V drugs administered for a time period of not less than 24 
consecutive hours during the audit period. 

d. The audit shall include a check of medical records to ensure that a valid order exists for 
a random sample of doses recorded as administered. 

e. The audit shall also check for compliance with written procedures for security and use 
of the automated dispensing devices, accuracy of distribution from the device, and proper 
recordkeeping. 

f. The hard copy distribution and administration records printed out and reviewed in the 
audit shall be initialed and dated by the person conducting the audit. If nonpharmacist 
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personnel conduct the audit, a pharmacist shall review the record and shall initial and date 
the record. 

11. Automated dispensing devices shall be inspected monthly by pharmacy personnel to verify 
proper storage, proper location of drugs within the device, expiration dates, the security of 
drugs and validity of access codes. 

12. Personnel allowed access to an automated dispensing device shall have a specific access 
code that records the identity of the person accessing the device. 

13. The PIC of the pharmacy providing services to the nursing home shall establish, maintain, 
and ensure compliance with written policy and procedure for the accurate stocking and proper 
storage of drugs in the automated drug dispensing system, accountability for and security of 
all drugs maintained in the automated drug dispensing system, preventing unauthorized access 
to the system, tracking access to the system, complying with federal and state regulations 
related to the storage and dispensing of controlled substances, maintaining patient 
confidentiality, maintaining required records, and ensuring compliance with the requirements 
of this chapter. The manual shall be accessible at both the pharmacy and the nursing home. 

14. All records required by this section shall be filed in chronological order from date of issue 
and maintained for a period of not less than two years. Records shall be maintained at the 
address of the pharmacy providing services to the nursing home, except: 

a. Manual Schedule VI distribution records may be maintained in offsite storage or 
electronically as an electronic image that provides an exact image of the document that is 
clearly legible, provided such offsite or electronic storage is retrievable and made available 
for inspection or audit within 48 hours of a request by the board or an authorized agent. 

b. Distribution and delivery records and required signatures may be generated or 
maintained electronically, provided: 

(1) The system being used has the capability of recording an electronic signature that is a 
unique identifier and restricted to the individual required to initial or sign the record. 

(2) The records are maintained in a read-only format that cannot be altered after the 
information is recorded. 

(3) The system used is capable of producing a hard-copy printout of the records upon 
request. 

c. Schedules II through V distribution and delivery records may only be stored offsite or 
electronically as described in subdivisions 14 a and 14 b of this section if authorized by 
DEA or in federal law or regulation. 

d. Hard-copy distribution and administration records that are printed and reviewed in 
conducting required audits may be maintained offsite or electronically, provided that (i) 
they can be readily retrieved upon request; (ii) they are maintained in a read-only format 
that does not allow alteration of the records; and (iii) a separate log is maintained for a 
period of two years showing dates of audit and review, the identity of the automated 
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dispensing device being audited, the time period covered by the audit and review, and the 
initials of all reviewers. 

 

18VAC110-20-560. Floor stock. 
In addition to an emergency box or stat-drug box, a long-term care facility in which only those 
persons licensed to administer, or advanced registered medication aides are administering drugs 
may maintain a stock of intravenous fluids, irrigation fluids, heparin flush kits, medicinal gases, 
sterile water and saline, and prescription devices. Such stock shall be limited to a listing to be 
determined by the provider pharmacist in consultation with the medical and nursing staff of the 
institution. 

 

135



Agenda Topic: Consider Additional Amendments to Guidance Document 110-19, Use 
of Automated Dispensing Devices and Remote Dispensing Systems in Certain Facilities 

Background: In June, during the administrative review process of the Board’s adoption of 
revisions to Guidance Document 110-19, the Office of Regulatory Management offered 
additional language for the Board’s consideration. 

It was also recently identified that additional language may be needed for hospitals to 
operationalize centralized compounding as authorized in SB 1366 and HB 1905 which became 
effective on July 1, 2025. 

Included in Packet: 

• Relevant laws - § 54.1-3434.02 and § 54.1-3410.2

Action Needed: Motion to re-adopt Guidance Document 110-19 as presented. 
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Guidance Document 110-19 Revised: December 17, 2024 
 

 
VIRGINIA BOARD OF PHARMACY 

 
Use of Automated Dispensing Drug Systems and Remote 

Dispensing Systems in Certain Facilities 
 
Pursuant to Va. Code § 54.1-3434.02, “other facilities” authorized by the Board may use automated 
drug dispensing systems and remote dispensing systems as defined in Va. Code § 54.13401 under 
certain statutory conditions. 

The Board interprets “other facilities” that may use an automated drug dispensing system or a 
remote dispensing system to mean: 
 

• hospice facilities licensed pursuant to Title 32.1 of the Code of Virginia that only use 
licensed health care professionals authorized in law to administer medications; and 

• facilities that (1) hold licensure from the Department of Behavioral Health and 
Developmental Services, (2) provide services as an inpatient psychiatric unit, mental health 
residential treatment facility, partial hospitalization program, inpatient treatment center, or 
residential detox, and (3) only use licensed health care professionals authorized in law to 
administer medications.; and 

• facilities within health systems under common ownership with a pharmacy distributing compounded 
drug products to such facilities in accordance with § 54.1-3410.2 (C) that are administered only to 
patients within the hospital or health system. 

The Board further interprets “other facilities” that may use a remote dispensing system whereby 
the patient or a person not licensed to administer medication is intended to administer medication 
from the system and which must fully comply with the labeling requirements in Va. Code §§ 
54.13410 and 54.1-3463 and Board regulations to mean the following: 
 

• a pharmacy; 
• a facility permitted by the Board as a practitioner of the healing arts to sell controlled 

substances; 
• an outpatient medical clinic wherein a provider pharmacy verifies the accuracy of the data 

entry of the prescription and has obtained a controlled substances registration in the name 
of the pharmacy at the address of the clinic to operate a remote dispensing system; and 

• a comprehensive harm reduction center providing opioid antagonists licensed by the 
Virginia Department of Health. 

The Board does not interpret “other facilities” that may use a remote dispensing system whereby 
the patient or a person not licensed to administer medication is intended to administer medication 
from the system to include conveyances for mobile medication-assisted treatment programs 
regulated under Article 9 (18VAC1235-105-1821 et seq.) of Part VII of the Addition Medicine 
Service Requirements. 
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§ 54.1-3434.02. Automated drug dispensing systems and remote 
dispensing systems. 
 
A. Hospitals or nursing homes licensed pursuant to Title 32.1, state facilities as defined in § 37.2-
100 established pursuant to Title 37.2, facilities as defined in § 37.2-100 that are licensed by the 
Department of Behavioral Health and Developmental Services and provide site-based crisis 
stabilization services, or other facilities authorized by the Board may use automated drug 
dispensing systems and remote dispensing systems, as defined in § 54.1-3401, upon meeting the 
following conditions: 
 
1. Drugs are placed in the automated drug dispensing system or remote dispensing system in such 
hospital, nursing home, or facility and are under the control of a pharmacy providing services to 
the hospital, nursing home, or facility; 

2. The pharmacist-in-charge of the pharmacy providing services to the hospital, nursing home, or 
facility has established procedures for ensuring the accurate stocking and proper storage of drugs 
in the automated drug dispensing system or remote dispensing system and for ensuring 
accountability for and security of all drugs utilized in such system until the time such drugs are 
removed from such system for administration to the patients; 

3. Removal of drugs from any automated drug dispensing system or remote dispensing system for 
administration to patients can only be made pursuant to a valid prescription or lawful order of a 
prescriber; 

4. Adequate security for automated drug dispensing systems or remote dispensing systems is 
provided, as evidenced by written policies and procedures, for (i) preventing unauthorized access, 
(ii) complying with federal and state regulations on prescribing and dispensing controlled 
substances, (iii) maintaining patient confidentiality, and (iv) ensuring compliance with the 
requirements of this section; 

5. Accountability for drugs dispensed from automated drug dispensing systems or remote 
dispensing systems is vested in the pharmacist-in-charge of a pharmacy located within the hospital, 
nursing home, or facility or the pharmacist-in-charge of the outside pharmacy providing pharmacy 
services to the hospital, nursing home, or facility; 

6. Filling and stocking of all drugs in automated drug dispensing systems or remote dispensing 
systems shall be performed under the direction of the pharmacist-in-charge. The task of filling and 
stocking of drugs into such system shall be performed by a pharmacist or a registered pharmacy 
technician, who shall be an employee of the provider pharmacy and shall be properly trained in 
accordance with established standards set forth in a policy and procedure manual maintained by 
the provider pharmacy. The pharmacist stocking and filling such system or the pharmacist-in-
charge, if such system is stocked and filled by a registered pharmacy technician, shall be 
responsible for the proper and accurate stocking and filling of the automated drug dispensing 
system or remote dispensing system; and 

7. Except when the automated drug dispensing system is used exclusively for administration of 
drugs for emergencies, a pharmacy located outside of the hospital, nursing home, or facility it 
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services according to this subsection shall first obtain a controlled substances registration issued 
in the name of the pharmacy at the address of the hospital, nursing home, or facility and a 
registration from the Drug Enforcement Administration, if required, prior to stocking controlled 
substances in Schedules II through VI. 

B. Except as authorized by the Board, drugs placed into and removed from automated drug 
dispensing systems or remote dispensing systems for administration to patients shall be in the 
manufacturer's or distributor's sealed original packaging or in unit-dose containers packaged by 
the pharmacy. Drugs in multi-dose packaging or in a liquid, injectable, or inhaled formulation may 
be placed in such a device if approved by the pharmacist-in-charge in consultation with pharmacy, 
medical, and nursing staff of the hospital, nursing home, or facility. 

C. The pharmacist-in-charge in a pharmacy located within a hospital, nursing home, or facility or 
the pharmacist-in-charge of any outside pharmacy providing pharmacy services to a hospital, 
nursing home, or facility shall be responsible for establishing procedures for (i) periodically 
inspecting and auditing automated drug dispensing systems and remote dispensing systems to 
ensure the proper storage, security, and accountability for all drugs placed in and removed from 
automated drug dispensing systems and remote dispensing systems and (ii) reviewing the 
operation and maintenance of automated drug dispensing systems and remote dispensing systems. 
For hospitals with a pharmacy located within the hospital, monitoring shall be reviewed by a 
pharmacist while on the premises of the hospital and in accordance with the pharmacist-in-charge's 
procedures and the Board of Pharmacy's regulations. 

D. The Board of Pharmacy shall promulgate regulations establishing minimum requirements for 
random periodic inspections and monthly audits of automated drug dispensing systems and remote 
dispensing systems to ensure the proper storage, security, and accountability of all drugs placed in 
and removed from such systems and for reviewing the operation and maintenance of such systems. 

E. Notwithstanding this section, the Board shall promulgate regulations for the use of a remote 
dispensing system to store drugs previously dispensed and labeled by the provider pharmacy in 
compliance with current laws and regulations. Such regulations shall identify the location where 
such system may be placed and requirements to ensure the security of the drug, confidentiality of 
protected health information, and appropriate recordkeeping. 

1999, c. 750; 2004, c. 140; 2009, c. 100; 2024, cc. 63, 513. 
 

§ 54.1-3410.2. Compounding; pharmacists' authority to compound 
under certain conditions; labeling and record maintenance 
requirements. 
A. A pharmacist may engage in compounding of drug products when the dispensing of such 
compounded products is (i) pursuant to valid prescriptions for specific patients and (ii) consistent 
with the provisions of § 54.1-3303 relating to the issuance of prescriptions and the dispensing of 
drugs. 
Pharmacists shall label all compounded drug products that are dispensed pursuant to a prescription 
in accordance with this chapter and the Board's regulations, and shall include on the labeling an 
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appropriate beyond-use date as determined by the pharmacist in compliance with USP-NF 
standards for pharmacy compounding. 

B. A pharmacist may also engage in compounding of drug products in anticipation of receipt of 
prescriptions based on a routine, regularly observed prescribing pattern. 

Pharmacists shall label all products compounded prior to dispensing with (i) the name and strength 
of the compounded medication or a list of the active ingredients and strengths; (ii) the pharmacy's 
assigned control number that corresponds with the compounding record; (iii) an appropriate 
beyond-use date as determined by the pharmacist in compliance with USP-NF standards for 
pharmacy compounding; and (iv) the quantity. 

C. In accordance with the conditions set forth in subsections A and B, pharmacists shall not 
distribute compounded drug products for subsequent distribution or sale to other persons or to 
commercial entities, including distribution to pharmacies or other entities under common 
ownership or control with the facility in which such compounding takes place, except for 
distribution within health systems under common ownership when the compounded drug products 
are administered only to patients within the hospital or health system; however, a pharmacist may 
distribute to a veterinarian in accordance with federal law. 

Compounded products for companion animals, as defined in regulations promulgated by the Board 
of Veterinary Medicine, and distributed by a pharmacy to a veterinarian for further distribution or 
sale to his own patients shall be limited to drugs necessary to treat an emergent condition when 
timely access to a compounding pharmacy is not available as determined by the prescribing 
veterinarian. 

A pharmacist may, however, deliver compounded products dispensed pursuant to valid 
prescriptions to alternate delivery locations pursuant to § 54.1-3420.2. 
A pharmacist may provide a reasonable amount of compounded products to practitioners of 
medicine, osteopathy, podiatry, or dentistry to administer to their patients, either personally or 
under their direct and immediate supervision, if there is a critical need to treat an emergency 
condition, or as allowed by federal law or regulations. A pharmacist may also provide compounded 
products to practitioners of veterinary medicine for office-based administration to their patients. 

Pharmacists who provide compounded products for office-based administration for treatment of 
an emergency condition or as allowed by federal law or regulations shall label all compounded 
products distributed to practitioners other than veterinarians for administration to their patients 
with (i) the statement "For Administering in Prescriber Practice Location Only"; (ii) the name and 
strength of the compounded medication or list of the active ingredients and strengths; (iii) the 
facility's control number; (iv) an appropriate beyond-use date as determined by the pharmacist in 
compliance with USP-NF standards for pharmacy compounding; (v) the name and address of the 
pharmacy; and (vi) the quantity. 

Pharmacists shall label all compounded products for companion animals, as defined in regulations 
promulgated by the Board of Veterinary Medicine, and distributed to a veterinarian for either 
further distribution or sale to his own patient or administration to his own patient with (a) the name 
and strength of the compounded medication or list of the active ingredients and strengths; (b) the 
facility's control number; (c) an appropriate beyond-use date as determined by the pharmacist in 
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compliance with USP-NF standards for pharmacy compounding; (d) the name and address of the 
pharmacy; and (e) the quantity. 

D. Pharmacists shall personally perform or personally supervise the compounding process, which 
shall include a final check for accuracy and conformity to the formula of the product being 
prepared, correct ingredients and calculations, accurate and precise measurements, appropriate 
conditions and procedures, and appearance of the final product. 

E. Pharmacists shall ensure compliance with USP-NF standards for both sterile and non-sterile 
compounding. 

F. Pharmacists may use bulk drug substances in compounding when such bulk drug substances: 

1. Comply with the standards of an applicable United States Pharmacopoeia or National Formulary 
monograph, if such monograph exists, and the United States Pharmacopoeia chapter on pharmacy 
compounding; or are drug substances that are components of drugs approved by the FDA for use 
in the United States; or are otherwise approved by the FDA; or are manufactured by an 
establishment that is registered by the FDA; and 

2. Are distributed by a licensed wholesale distributor or registered nonresident wholesale 
distributor, or are distributed by a supplier otherwise approved by the Board and the FDA to 
distribute bulk drug substances if the pharmacist can establish purity and safety by reasonable 
means, such as lot analysis, manufacturer reputation, or reliability of the source. 

G. Pharmacists may compound using ingredients that are not considered drug products in 
accordance with the USP-NF standards and guidance on pharmacy compounding. 

H. Pharmacists shall not engage in the following: 

1. The compounding for human use of a drug product that has been withdrawn or removed from 
the market by the FDA because such drug product or a component of such drug product has been 
found to be unsafe. However, this prohibition shall be limited to the scope of the FDA withdrawal; 

2. The regular compounding or the compounding of inordinate amounts of any drug products that 
are essentially copies of commercially available drug products. However, this prohibition shall not 
include (i) the compounding of any commercially available product when there is a change in the 
product ordered by the prescriber for an individual patient, (ii) the compounding of a commercially 
manufactured drug only during times when the product is not available from the manufacturer or 
supplier, (iii) the compounding of a commercially manufactured drug whose manufacturer has 
notified the FDA that the drug is unavailable due to a current drug shortage, (iv) the compounding 
of a commercially manufactured drug when the prescriber has indicated in the oral or written 
prescription for an individual patient that there is an emergent need for a drug that is not readily 
available within the time medically necessary, or (v) the mixing of two or more commercially 
available products regardless of whether the end product is a commercially available product; or 

3. The compounding of inordinate amounts of any preparation in cases in which there is no 
observed historical pattern of prescriptions and dispensing to support an expectation of receiving 
a valid prescription for the preparation. The compounding of an inordinate amount of a preparation 
in such cases shall constitute manufacturing of drugs. 
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I. Pharmacists shall maintain records of all compounded drug products as part of the prescription, 
formula record, formula book, or other log or record. Records may be maintained electronically, 
manually, in a combination of both, or by any other readily retrievable method. 

1. In addition to other requirements for prescription records, records for products compounded 
pursuant to a prescription order for a single patient where only manufacturers' finished products 
are used as components shall include the name and quantity of all components, the date of 
compounding and dispensing, the prescription number or other identifier of the prescription order, 
the total quantity of finished product, the signature or initials of the pharmacist or pharmacy 
technician performing the compounding, and the signature or initials of the pharmacist responsible 
for supervising the pharmacy technician and verifying the accuracy and integrity of compounded 
products. 

2. In addition to the requirements of subdivision I 1, records for products compounded in bulk or 
batch in advance of dispensing or when bulk drug substances are used shall include: the generic 
name and the name of the manufacturer of each component or the brand name of each component; 
the manufacturer's lot number and expiration date for each component or when the original 
manufacturer's lot number and expiration date are unknown, the source of acquisition of the 
component; the assigned lot number if subdivided, the unit or package size and the number of units 
or packages prepared; and the beyond-use date. The criteria for establishing the beyond-use date 
shall be available for inspection by the Board. 

3. A complete compounding formula listing all procedures, necessary equipment, necessary 
environmental considerations, and other factors in detail shall be maintained where such 
instructions are necessary to replicate a compounded product or where the compounding is difficult 
or complex and must be done by a certain process in order to ensure the integrity of the finished 
product. 

4. A formal written quality assurance plan shall be maintained that describes specific monitoring 
and evaluation of compounding activities in accordance with USP-NF standards. Records shall be 
maintained showing compliance with monitoring and evaluation requirements of the plan to 
include training and initial and periodic competence assessment of personnel involved in 
compounding, monitoring of environmental controls and equipment calibration, and any end-
product testing, if applicable. 

J. Practitioners who may lawfully compound drugs for administering or dispensing to their own 
patients pursuant to §§ 54.1-3301, 54.1-3304, and 54.1-3304.1 shall comply with all provisions of 
this section and the relevant Board regulations. 
K. Every pharmacist-in-charge or owner of a permitted pharmacy or a registered nonresident 
pharmacy engaging in sterile compounding shall notify the Board of its intention to dispense or 
otherwise deliver a sterile compounded drug product into the Commonwealth. Upon renewal of 
its permit or registration, a pharmacy or nonresident pharmacy shall notify the Board of its 
intention to continue dispensing or otherwise delivering sterile compounded drug products into the 
Commonwealth. Failure to provide notification to the Board shall constitute a violation of Chapter 
33 (§ 54.1-3300 et seq.) or Chapter 34 (§ 54.1-3400 et seq.). The Board shall maintain this 
information in a manner that will allow the production of a list identifying all such sterile 
compounding pharmacies. 
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Agenda Topic: Adopt Guidance Document for Centralized Compounding by Hospital 
Pharmacies 

 

Action Needed: Motion to adopt guidance document 110-39 as presented or amended. 

143



Guidance Document: 110-39 Adopted: September 30, 2025 

VIRGINIA BOARD OF PHARMACY 

Centralized Compounding by Hospital Pharmacies 

Hospital pharmacies that distribute non-patient specific compounded drug products within a 
health system under common ownership with the pharmacy under Virginia Code § 
54.1-3410.2 (C) should maintain a manual or electronic record of distribution indicating the 
name, strength, lot, expiration date, and quantity of drug distributed from the pharmacy to the 
offsite location, along with date of distribution, and the names, addresses, and permit 
numbers associated with the pharmacy and the offsite location. The record of distribution 
should be maintained by the hospital pharmacy and a copy should be provided to the offsite location 
to be maintained with their records of receipt.  Such records should be maintained completely and 
accurately for two years from the date of the transaction recorded. 

Ambulatory care clinics using automated drug dispensing devices to store such non-patient 
specific compounded drug products may require a controlled substances registration as an 
“other facility” in accordance with Virginia Code § 54.1-3434.02. Refer to Guidance 
Document 110-19. 

References  
Va. Code § 54.1-3410.2 
Va. Code § 54.1-3434.02 
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Agenda Topic: Amend Guidance Document 110-17 regarding TOEFL Scores 

 

Included in Agenda Packet: 

 Excerpt from FPGEC 2025 Candidate Application Bulletin 

 Draft amendments of Guidance Document 110-17 

 

Action Needed: 

 Motion to amend Guidance Document 110-17 as presented or amended. 
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Virginia Board of Pharmacy 
 

INSTRUCTIONS FOR GRADUATES OF FOREIGN SCHOOLS OF PHARMACY 
 
Each step of the following requirements to be eligible for a pharmacist license in Virginia must 
be completed in the order listed: 
 
1. FPGEC Certification Program 
Graduates of foreign colleges of pharmacy must first obtain the Foreign Pharmacy Graduate 
Equivalency Committee (FPGEC) certification from the National Association of Boards of Pharmacy 
(NABP).  Virginia has no alternative to this process for certifying the equivalency of pharmacy 
education and proficiency in written and spoken English.  The FPGEC certification shows the 
following: 
 

a. That the person is a graduate of a foreign college of pharmacy and that the educational and 
licensure credentials have been evaluated and found to be valid and substantively equivalent 
to those in the United States; 

 
b. That the person has successfully completed the Foreign Pharmacy Graduate Equivalency 

Examination (FPGEE).   
 
c. That the person has successfully completed the written and oral communication ability tests 

of English as follows: 
 

• Beginning October 25, 2025, all new candidates for FPGEC Certification must 
complete the Internet Based Test of English as a Foreign Language (TOEFL iBT) with 
a minimum passing score for each component as follows:  Writing 22, Speaking 25, 
Listening 22, and Reading 21. 

 
• Beginning March 1, 2014, all new candidates for FPGEC Certification must 

complete the Internet Based Test of English as a Foreign Language (TOEFL iBT) with 
a minimum passing score for each component as follows:  Writing 24, Speaking 26, 
Listening 21, and Reading 22. 
 

• Between April 1, 2010 and February 28, 2014, all new candidates for FPGEC 
Certification must complete the Internet Based Test of English as a Foreign Language 
(TOEFL iBT) with a minimum passing score for each component as follows:  Writing 
24, Speaking 26, Listening 18, and Reading 21; scores for this exam will no longer be 
accepted from an international Educational Testing Service (ETS) test site location.  
These candidates who are unsuccessful in meeting all requirements for certification 
prior to June 1, 2014, must meet the new minimum score requirements of the TOEFL 
iBT in order to obtain certification. 

 
2. Practical Experience Requirement 
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One must obtain at least 1500 hours practical experience within the United States.  Prior to gaining 
practical experience in Virginia for credit, a person must register with this Board as a "pharmacy 
intern".  The online application for registration as a pharmacy intern may be found at 
www.dhp.virginia.gov/pharmacy/pharmacy_forms. The applicant must submit the application, pay 
the required fee and provide the Virginia pharmacy location where the experience is to be gained as 
well as the name of the supervising pharmacist.  Once the practical experience has been obtained, the 
pharmacy intern must submit an affidavit to the Board documenting the practical experience.  These 
hours must meet the following requirements: 

 
a. Credit will not be given for more than 50 hours in any one week or for less than an average 

of 20 hours a week averaged over a month. 
 
b. A pharmacy intern shall be supervised by a pharmacist who holds a current, unrestricted 

license and assumes full responsibility for the training, supervision and conduct of the intern. 
 
c. Practical experience gained in another state within the U.S. must be certified by that state's 

board of pharmacy and may require registration as a pharmacy intern with that state board. 
 
d.  A temporary intern registration may be issued without a social security number for 90 days 

only. 
 

3. A Completed Application 
 
Once the requirements of sections 1 and 2 above are completed, one may submit an application for 
licensure as a pharmacist.  The applicant should also apply to take NAPLEX (if applying for initial 
licensure by examination) and the Multistate Pharmacy Jurisprudence Examination (MPJE) offered 
by NABP. If the applicant is approved, authorization to test will be granted by the Board. Detailed 
information about the NAPLEX and MPJE, the registration process, scheduling an appointment to 
test, requirements on test day, and both the NAPLEX and MPJE blueprints which contain a list of 
competency statements that comprise the topics covered on the exams may be found at 
www.nabp.pharmacy  
 
 a. If applying for initial licensure in Virginia by examination, an applicant must apply online 

and submit the required fee.  The applicant may omit the college affidavit section. 
 
 b. If applying to transfer a pharmacist's license from another state within the United States 

(Licensure by Endorsement), an applicant must go through NABP's license transfer process 
.  In order to be eligible to transfer a license from another state, an applicant must also have 
met the requirements of sections 1 and 2 above. 

 
All forms required are available on the Board of Pharmacy website under Forms and Applications at 
http://www.dhp.virginia.gov/pharmacy/default.htm.  FPGEC, NAPLEX and MPJE information may 
be found at www.nabp.pharmacy.  
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Ongoing Action Items 

From the Educational Forum, 4/25/25: 
 There was a consensus on the following items with no vote taken:

1. The board will discuss at a future meeting how it wants to be informed of working
condition cases that indicate a violation of 18VAC110-20-113.  (To be discussed on
9/30/25)

2. The board will discuss at a future meeting if it will convene an ad hoc inspection
committee meeting to discuss the inspection reports and frequency of routine inspections.
(To be discussed December 10, 2025)

3. The board will discuss at a future meeting if the bylaws should be amended to have more
than two members appointed to the innovative pilot committee.  Board members will
provide staff with potentially other subjects in the bylaws that it may consider amending
in advance of such meeting for research purposes.  (Chair to address.)

4. Mr. Kocot informed the chairman that he would like the board to review its process for
accepting a license for surrender.  The subject will be discussed and voted on at a future
meeting.  (Chair to address.)

5. Board members and staff will develop a list of IT-related needs that are not currently met
and submit it to relevant agency staff to determine if the Evoke software platform to be
implemented in 2027/2028 can meet those needs. (Chair to address.)

 The Board voted on the following item:
6. The following topic will be added to a future meeting agenda for discussion: Any actions

in Virginia that resulted from the 2013 NABP Report of the Task Force on the Regulation
of Pharmacy Benefit Managers (Approved with a 5-2 vote). (Background information
included in 9/30/25 agenda packet.)

From the Full Board Meeting, 5/19/25 
7. There was a consensus that staff will ask the agency’s Finance Department if they

actively negotiate credit card fees (completed) and staff will provide a summary of
revenue and expenditures annually to the board (ongoing). (Executive Director to
address.)

Partially Completed or Completed Action Items: 

From the Educational Forum, 4/25/15 
8. Staff will send a link to the staffing requests or concerns form to licensees. (will 

tentatively be included in communication regarding statewide protocol revisions)
9. Staff will ask the deans of the four schools of pharmacy in Virginia if information 

regarding the working condition regulations is being taught in schools.  Staff will also 
offer to provide a presentation to the students to educate students to this topic. (Executive 
Director to address.)

10. Ms. Juran will email VPhA and VSHP to encourage them to educate members on suicide 
awareness. (completed)

167



168



169



170



171



172



173



174



175



176



177



178



179



180



181



182



183



Agenda Topic: Amend Statewide Protocols 

Background: The Board has indicated in the past that statewide protocols should be reviewed 
annually to ensure consistency with standard of care.  Suggested edits to certain statewide 
protocols are offered for board consideration.  Additional relevant information is provided 
regarding vaccine recommendations. 

Included in Agenda Packet: 

Draft amendments for the following statewide protocols: 

 Vaccine 18+
o Relevant laws: §§ 54.1-3303.1 and 54.1-3408
o 2025-2026 COVID-19 Vaccine Recommendations/Indications as of 9/8/2025 

prepared by staff
o FDA Licensed COVID-19 Vaccines 2025-2026 with Approved Indications
o Key Recommendations from the American College of Obstetricians and 

Gynecologists
o 2025-2026 Recommendation from the American Academy of Family Physicians 

(AAFP)
o HHS Press Release regarding ACIP Recommendations (as of preparation of this 

agenda, CDC had not released its decision regarding ACIP’s recommendations)

o ACIP Shared Clinical Decision-Making Recommendations, 1/7/2025
o CDC Underlying Conditions and Higher Risk for Severe COVID-19, 2/6/2025
o Virginia Health Commissioner Standing Order for COVID-19 Vaccines for 18+

 Vaccine 3-17
o SB 672 (2022 General Assembly Session)
o Excerpt from Federal Register regarding extension of PREP Act

 Routine Hormonal Contraceptive

 Naloxone

 Testing and Initiation Treatment for Influenza

 TB One-Step

 TB Two-Step

 Epinephrine

 Group A Strep

Action Needed: Motion to amend statewide protocols as presented or amended. 
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VIRGINIA BOARD OF PHARMACY 

Pharmacist Vaccine Statewide Protocol for Persons 
Eighteen Years of Age or Older 

Consistent with the Immunization Schedule published by the Centers for Disease Control and 
Prevention (CDC), a A pharmacist may issue a prescription to initiate treatment with, dispense, or 
administer, or may direct a pharmacy technician or pharmacy intern under the supervision of 
the pharmacist to administer vaccines , including vaccines consistent with the Immunization 
Schedule published by the Centers for Disease Control and Prevention (“CDC”) and for COVID-
19, vaccines , to persons 18 years of age or older.  A pharmacist may also initiate treatment with 
or administer epinephrine to such person demonstrating signs and symptoms of anaphylaxis 
following vaccine administration or may direct a pharmacy technician or pharmacy intern under 
the supervision of the pharmacist to administer such epinephrine. 

PHARMACIST EDUCATION AND TRAINING 
Prior to issuing a prescription to initiate treatment with, dispensing, or administering vaccine or 
epinephrine under this protocol, the pharmacist shall be knowledgeable of the manufacturer’s 
instructions for use, the current Immunization Schedule published by the CDC, current 
recommendations for a COVID-19 vaccines from the American Academy of Family Physicians 
and the American College of Obstetricians and Gynecologists, how to properly identify which 
vaccines a patient may require, storage and handling requirements, and how to counsel the patient 
on possible adverse reactions.  The pharmacist shall also have a current certificate in basic 
cardiopulmonary resuscitation. 

PHARMACY TECHNICIAN AND PHARMACY INTERN TRAINING 
Prior to administering a vaccine or epinephrine, a pharmacy technician, pharmacy technician 
trainee, or pharmacy intern shall have completed a practical training program that is 
approved by the Accreditation Council for Pharmacy Education (“"ACPE"”). This training 
program must include hands-on injection technique and the recognition and treatment of 
emergency reactions to vaccines.  The pharmacy technician, pharmacy technician trainee, or 
pharmacy intern shall also have a current certificate in basic cardiopulmonary resuscitation. 

PATIENT INCLUSION CRITERIA 
Pharmacist shall review applicable medical history prior to administering vaccine to ensure 
vaccine administration is appropriate for patient’s medical condition(s), e.g., pregnancy, or 
immunocompromised state.  Patients eligible for vaccine under this protocol: 

 An individual, 18 years of age or older, whose immunization history is incomplete or
unknown and for whom a vaccine, excluding the COVID-19 vaccine, is recommended at
his or her age in accordance with the most current Child and Adolescent Immunization
Schedule (includes 18 years of age) or the Adult Immunization Schedule (includes 19 years
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of age and older) published by the CDC inclusive of additional information for COVID-19 
vaccination;  

 An individual, 18 years of age or older, whose immunization history is incomplete or 
unknown and for whom a vaccine with current emergency use authorization from the U.S. 
Food and Drug Administration is recommended by the CDC;  

 An individual, 18 years of age or older, seeking the updated COVID-19 vaccine or 
andbooster1ˡ; or,  

 An individual, 18 years of age or older, preparing to travel to a destination for which 
immunization history is incomplete or unknown and for whom a vaccine is recommended 
by the CDC prior to traveling to the specific destination. 

 
PATIENT EXCLUSION CRITERIA  
Patients NOT eligible for vaccines under this protocol: 

 An individual less than 18 years of age;  
 An individual for whom a vaccine, except for a COVID-19 vaccine, is not recommended 

by the CDC such as based on the patient’s medical condition(s);  
 An individual for whom a COVID-19 vaccine is contraindicated such as a history of a 

severe allergic reaction, e.g., anaphylaxis, after a previous dose or to a component of the 
COVID-19 vaccine; or  

 An individual who has received all CDC recommended doses or COVID-19 vaccines as 
recommended by the American Academy of Family Physicians or the American College 
of Obstetricians and Gynecologists for their age, medical condition or other indicators. 
 

COUNSELING 
The pharmacist shall ensure the patient or patient’s agent is provided with written information 
regarding the vaccine and possible adverse reactions.  
 
RECORDKEEPING 
The pharmacist shall maintain records in accordance with Regulation 18VAC110-21-46 and report 
such administration to the Virginia Immunization Information System in accordance with the 
requirements of Virginia Code § 32.1-46.01. 
 
NOTIFICATION OF PRIMARY CARE PROVIDER 
In accordance with Virginia Code § 54.1-3303.1 of the Code of Virginia, the pharmacist shall 
notify the patient’s primary care provider, provided that the patient consents to such notification.  
If the patient does not have a primary care provider, the pharmacist shall counsel the patient 
regarding the benefits of establishing a relationship with a primary health care provider and 
provide information regarding primary health care providers, including federally qualified health 
centers, free clinics, or local health departments serving the area in which the patient is located.  
 

 
1 Per the American Academy of Family Physicians, all adults 18 years and older should receive a COVID-19 
vaccine. It is especially important if the patient is 65 years or older, at increased risk for severe COVID-19 infection, 
and has never received a COVID-19 vaccine. Per the American College of Obstetricians and Gynecologists, it is 
recommended that patients receive an updated COVID-19 vaccine, or “booster,” at any point during pregnancy, 
when planning to become pregnant, in the postpartum period, or when lactating. 
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Relevant Information: 

From Code of Virginia as of July 1, 2025 

§ 54.1-3303.1. Initiating of treatment with and dispensing and administering of controlled 
substances by pharmacists. 
A. Notwithstanding the provisions of § 54.1-3303, a pharmacist may initiate treatment with, 
dispense, or administer the following drugs, devices, controlled paraphernalia, and other supplies 
and equipment to persons 18 years of age or older with whom the pharmacist has a bona fide 
pharmacist-patient relationship and in accordance with a statewide protocol developed by the 
Board in collaboration with the Board of Medicine and the Department of Health and set forth in 
regulations of the Board: 
1. Naloxone or other opioid antagonist, including such controlled paraphernalia, as defined in 
§ 54.1-3466, as may be necessary to administer such naloxone or other opioid antagonist; 
 
2. Epinephrine; 

3. Injectable or self-administered hormonal contraceptives, provided the patient completes an 
assessment consistent with the United States Medical Eligibility Criteria for Contraceptive Use; 

4. Prenatal vitamins for which a prescription is required; 

5. Dietary fluoride supplements, in accordance with recommendations of the American Dental 
Association for prescribing of such supplements for persons whose drinking water has a fluoride 
content below the concentration recommended by the U.S. Department of Health and Human 
Services; 

6. Drugs as defined in § 54.1-3401, devices as defined in § 54.1-3401, controlled paraphernalia as 
defined in § 54.1-3466, and other supplies and equipment available over-the-counter, covered by 
the patient's health carrier when the patient's out-of-pocket cost is lower than the out-of-pocket 
cost to purchase an over-the-counter equivalent of the same drug, device, controlled paraphernalia, 
or other supplies or equipment; 
 
7. Vaccines included on the Immunization Schedule published by the Centers for Disease Control 
and Prevention and vaccines for COVID-19; 

8. Tuberculin purified protein derivative for tuberculosis testing; 

9. Controlled substances for the prevention of human immunodeficiency virus, including 
controlled substances prescribed for pre-exposure and post-exposure prophylaxis pursuant to 
guidelines and recommendations of the Centers for Disease Control and Prevention; 

10. Nicotine replacement and other tobacco cessation therapies, including controlled substances 
as defined in the Drug Control Act (§ 54.1-3400 et seq.), together with providing appropriate 
patient counseling; 
 
11. Controlled substances or devices for the initiation of treatment of the following diseases or 
conditions for which clinical decision making can be guided by a clinical test that is classified as 
waived under the federal Clinical Laboratory Improvement Amendments of 1988: group A 
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Streptococcus bacteria infection, influenza virus infection, COVID-19 virus infection, and urinary 
tract infection; and 

12. Tests for COVID-19 and other coronaviruses. 

B. Notwithstanding the provisions of § 54.1-3303, a pharmacist may initiate treatment with, 
dispense, or administer the following drugs and devices to persons three years of age or older in 
accordance with a statewide protocol as set forth in regulations of the Board: 
 
1. (Contingent Effective Date) Vaccines included on the Immunization Schedule published by the 
Centers for Disease Control and Prevention and vaccines for COVID-19; and 

2. (Contingent Effective Date) Tests for COVID-19 and other coronaviruses. 

C. A pharmacist who initiates treatment with or dispenses or administers a drug or device pursuant 
to this section shall notify the patient's primary health care provider that the pharmacist has 
initiated treatment with such drug or device or that such drug or device has been dispensed or 
administered to the patient, provided that the patient consents to such notification. No pharmacist 
shall limit the ability of notification to be sent to the patient's primary care provider by requiring 
use of electronic mail that is secure or compliant with the federal Health Insurance Portability and 
Accountability Act (42 U.S.C. § 1320d et seq.). If the patient does not have a primary health care 
provider, the pharmacist shall counsel the patient regarding the benefits of establishing a 
relationship with a primary health care provider and provide information regarding primary health 
care providers, including federally qualified health centers, free clinics, or local health departments 
serving the area in which the patient is located. If the pharmacist is initiating treatment with, 
dispensing, or administering injectable or self-administered hormonal contraceptives, the 
pharmacist shall counsel the patient regarding seeking preventative care, including (i) routine well-
woman visits, (ii) testing for sexually transmitted infections, and (iii) pap smears. 

D. A pharmacist who administers a vaccination pursuant to subdivisions A 7 and B 1 shall report 
such administration to the Virginia Immunization Information System in accordance with the 
requirements of § 32.1-46.01. 
 
E. A pharmacist who initiates treatment with, dispenses, or administers drugs, devices, controlled 
paraphernalia, and other supplies and equipment pursuant to this section shall obtain a history from 
the patient, including questioning the patient for any known allergies, adverse reactions, 
contraindications, or health diagnoses or conditions that would be adverse to the initiation of 
treatment, dispensing, or administration. 

F. A pharmacist may initiate treatment with, dispense, or administer drugs, devices, controlled 
paraphernalia, and other supplies and equipment pursuant to this section through telemedicine 
services, as defined in § 38.2-3418.16, in compliance with all requirements of § 54.1-3303 and 
consistent with the applicable standard of care. 
 
G. A pharmacist who administers a vaccination to a minor pursuant to subdivision B 1 shall 
provide written notice to the minor's parent or guardian that the minor should visit a pediatrician 
annually. 
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§ 54.1-3408. Professional use by practitioners. 
 

I. A prescriber may authorize, pursuant to a protocol approved by the Board of Nursing, the 
administration of vaccines to adults for immunization, when a practitioner with prescriptive 
authority is not physically present, by (i) licensed pharmacists, (ii) registered nurses, or (iii) 
licensed practical nurses under the supervision of a registered nurse. A prescriber acting on behalf 
of and in accordance with established protocols of the Department of Health may authorize the 
administration of vaccines to any person by a pharmacist, nurse, or designated emergency medical 
services provider who holds an advanced life support certificate issued by the Commissioner of 
Health under the direction of an operational medical director when the prescriber is not physically 
present. The emergency medical services provider shall provide documentation of the vaccines to 
be recorded in the Virginia Immunization Information System. 
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2025-2026 COVID-19 Vaccine Recommendations/Indications as of 9/23/2025 
 

 American 
Academy 

of 
Pediatrics 

(AAP) 

American 
College of 

Obstetricians 
and 

Gynecologists 
(ACOG) 

American 
Academy of 

Family 
Physicians 

(AAFP) 

US Food and Drug 
Administration 

(FDA) 
Advisory Committee on 
Immunization Practices 

Recommendation 
(ACIP) 

Centers for 
Disease Control 
and Prevention 

(CDC) 

Infants and 
Children 

6-23 
months 
and 
children 
2-17 years 
with risk 
factors or if 
the parent 
desires the 
vaccine 

 AAFP aligns 
with AAP 

6 months – 17 
years with at 
least one 
underlying 
condition 

6 months and older, shared 
clinical decision-making; risk 
benefit for those under 65 is 
most favorable for those at 
increased risk for severe 
COVID-19 and lowest for 
individuals who are not at an 
increased risk, according to 
the CDC list of COVID-19 risk 
factors. 

No decision on ACIP’s 
recommendation as of 
9/23/25 
 

   
  
 

 

 

 

   

     
Pregnant/ 
lactating 
women 

 All pregnant 
and lactating 
women at any 
point in their 
pregnancy 

AAFP aligns  As of 2/6/2025, CDC lists 
pregnancy and recent 
pregnancy as higher-risk for 
severe COVID-19. 

No decision on ACIP’s 
recommendation as of 
9/23/25 

with ACOG 
 

  
  

Adults 18+   all adults 18 
+ should 
receive a 
COVID-19 
vaccine 

18-64 years 
with at least 
one underlying 
condition 
65 years of age 
and up 

6 months and older, shared 
clinical decision-making; risk 
benefit for those under 65 is 
most favorable for those at 
increased risk for severe 
COVID-19 and lowest for 
individuals who are not at an 
increased risk, according to 
the CDC list of COVID-19 risk 
factors. 

No decision on ACIP’s 
recommendation as of 
9/23/25 
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FDA Licensed COVID-19 Vaccines 2025-2026 with Approved Indications 

 Tradename Indication  

Moderna 

SPIKEVAX 

 65 years and older  

 6 months-64 years with at least one 
underlying condition that puts them at high risk 
for severe outcomes from COVID-19.  

 

MNEXSPIKE  

 65 years and older 

 12-64 years with at least one underlying 
condition that puts them at high risk for severe 
outcomes from COVID-19.  

 

Pfizer COMIRNATY  

 65 years and older  

 5-64 years with at least one underlying 
condition that puts them at high risk for severe 
outcomes from COVID-19.  

 

 

Novavax NUVAXOVID  

 65 years and older  

 12-64 years with at least one underlying 
condition that puts them at high risk for severe 
outcomes from COVID-19.  
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Below copied from https://www.acog.org/clinical/clinical-guidance/practice-
advisory/articles/2020/12/covid-19-vaccination-considerations-for-obstetric-gynecologic-care 
(Emphasis added) 

Key Recommendations 

 The American College of Obstetricians and Gynecologists continues to 
recommend that all pregnant and lactating individuals receive an updated COVID-
19 vaccine or “booster.” All clinicians should provide a strong recommendation 
for updated COVID-19 vaccination to their pregnant and lactating patients. 

 Pregnant women have historically been at an increased risk of severe disease, 
adverse pregnancy outcomes, and maternal death from COVID-19 infections. All 
currently available COVID-19 vaccines keep up with new coronavirus strains and 
remain effective at reducing rates of medically attended COVID-19 illness 
encounters resulting in emergency room and urgent care visits, hospitalizations, 
and critical illness for adults 18 years or older, with protection lasting for that 
season (Link-Gelles 2025). Updated COVID-19 vaccines are particularly effective 
at reducing morbidity from COVID-19 complications in pregnant patients and their 
infants (measured by emergency department/urgent care encounters) (Ciesla 
2024). 

 Infants aged less than 6 months are at increased risk for severe COVID-19 disease 
but are not yet eligible for COVID-19 vaccination, and they depend on 
transplacental transfer of maternal antibodies for protection. They continue to be 
hospitalized for COVID-19 at higher rates than all age groups except adults 75 
years and older (Havers 2024). COVID-19 vaccination in pregnancy reduces the 
rate of symptomatic and severe COVID-19 resulting in hospitalization in the infant 
in the first 6 months of life (Halasa 2022 MMWR; Cardemil 2024). During the 
2023–2024 respiratory virus season, mothers of less than 5% of infants 
hospitalized for COVID-19 were vaccinated during pregnancy (Havers 2024).  

 COVID-19 vaccine safety during pregnancy has been well established. There is no 
evidence of increased risk of negative maternal, pregnancy, or infant outcomes 
associated with vaccination (Ciapponi 2024).  

 Vaccination may occur in any trimester, and emphasis should be on vaccine 
receipt at the earliest opportunity to maximize maternal and fetal health. 

 COVID-19 vaccines may be administered simultaneously with other vaccines. This 
includes vaccines routinely recommended during pregnancy, such as influenza, 
respiratory syncytial virus (RSV), and tetanus toxoid, reduced diphtheria toxoid, 
and acellular pertussis (Tdap). 

 For patients who do not receive any COVID-19 vaccine, the discussion should be 
documented in the patient’s medical record. During subsequent office visits, 
obstetrician–gynecologists should address ongoing questions and concerns and 
offer vaccination again. 
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 Obstetrician–gynecologists and other health care practitioners should lead by 
example by being vaccinated and encouraging eligible patients to be vaccinated 
as well. 

 Obstetrician–gynecologists and other health care practitioners are at high risk for 
exposure to COVID-19 and should lead by example by being vaccinated and 
encouraging eligible patients to be vaccinated as well. 
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  Revised:  9/26/20239/30/2025 
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**DRAFT** VIRGINIA BOARD OF 
PHARMACY 

 
Vaccine Statewide Protocol for Persons Ages Three (3) through Seventeen (17) 

 
(Does not include influenza or COVID-19 vaccines) 

 
Except for influenza and COVID-19 vaccines, consistent with the Immunization Schedule 
published by the Centers for Disease Control and Prevention (CDC) and the third 
enactment clause of HB1323, a pharmacist may issue a prescription to initiate treatment 
with or administer a vaccine to a person age three (3) through seventeen (17) recommended 
at his or her age, or may direct a pharmacy technician or pharmacy intern under the 
supervision of the pharmacist to administer such vaccine.  A pharmacist may also initiate 
treatment with or administer epinephrine to such person demonstrating signs and symptoms 
of anaphylaxis following vaccine administration or may direct a pharmacy technician or 
pharmacy intern under the supervision of the pharmacist to administer such epinephrine.  
Please note that this protocol does not authorize the administration of influenza or COVID-
19 vaccines to persons ages three through seventeen.  COVID-19 vaccines may be 
administered to this age group pursuant to the PREP Act until such authority expires.  
Influenza vaccines may be administered to this age group pursuant to the PREP Act until 
such authority expires or §54.1-3408 (W). The PREP Act is currently scheduled to expire on 
December 31, 2029.  Under the PREP Act, COVID-19 and influenza vaccines must be administered 
according to CDC Immunization Schedule. 

 
PHARMACIST EDUCATION AND TRAINING 
Prior to issuing a prescription to initiate treatment with a patient, dispensing, or 
administering vaccines or epinephrine under this protocol, the pharmacist shall be 
knowledgeable of the manufacturer's instructions for use, the current Immunization 
Schedule published by the CDC, how to properly identify which vaccines a patient may 
require, storage and handling requirements, and how to counsel the patient on possible 
adverse reactions.  The pharmacist shall also have a current certificate in basic 
cardiopulmonary resuscitation. 

 
PHARMACY TECHNICIAN AND PHARMACY INTERN TRAINING 
Prior to administering a vaccine or epinephrine, a pharmacy technician, pharmacy 
technician trainee, or pharmacy intern shall have completed a practical training program 
that is approved by the Accreditation Council for Pharmacy Education ("ACPE"). This 
training program must include hands-on injection technique and the recognition and 
treatment of emergency reactions to vaccines.  The pharmacy technician, pharmacy 
technician trainee, or pharmacy intern shall also have a current certificate in basic 
cardiopulmonary resuscitation. 
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PATIENT INCLUSION CRITERIA 
The pharmacist shall review applicable medical history prior to administering a vaccine to 
ensure the vaccine administration is appropriate for the patient's medical condition(s) 
(e.g., pregnancy or immunocompromised state). The following patients are eligible for 
vaccines under this protocol: 

 
• An individual ages 3 through 17 whose immunization history is incomplete or 

unknown and for whom a vaccine (other than influenza or COVID-19) is 
recommended at his or her age in accordance with the most current Child and 
Adolescent Immunization Schedule published by the CDC, and 

• An individual ages 3 through 17 preparing to travel to a destination for which 
immunization history is incomplete or unknown and for whom a vaccine (other than 
influenza or COVID-19) is recommended by the CDC prior to traveling to the 
specific destination. 

 

PATIENT EXCLUSION CRITERIA 
The following patients are NOT eligible for vaccines under this protocol: 

 
• An individual less than 3 years of age or older than 17 years of age; 
• An individual for whom a vaccine is not recommended by the CDC for reasons such 

as based on the patient's medical condition(s); or 
• An individual who has received all CDC recommended doses for their age, medical 

condition or other indicators. 
 

COUNSELING 
The pharmacist shall ensure the patient or patient's agent is provided with written information 
regarding the vaccine and possible adverse reactions. 

 
RECORDKEEPING 
The pharmacist shall maintain records in accordance with Regulation 18VAC110-21-46 and 
report such administration to the Virginia Immunization Information System in accordance 
with the requirements of § 32.1-46.01. 

 
NOTIFICATION OF PRIMARY CARE PROVIDER 
In accordance with 54.1-3303.1 of the Code of Virginia, the pharmacist shall notify the patient's 
primary care provider, provided that the patient consents to such notification. If the patient does 
not have a primary care provider, the pharmacist shall provide information regarding primary 
health care providers, including federally qualified health centers, free clinics, or local health 
departments serving the area in which the patient is located.  The pharmacist shall also provide 
written notice to the minor's parent or guardian that the minor should visit a pediatrician 
annually. 
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§ 54.1-3303.1 . Initiating of treatment with and dispensing and administering of controlled substances by pharmacists. 

A. Notwithstanding the provisions of§ 54.1-3303, a pharmacist may initiate treatment with, dispense, or administer the 
following drugs, devices, controlled paraphernalia, and other supplies and equipment to persons 18 years of age or older with 
whom the pharmacist has a bona fide pharmacist-patient relationship and in accordance with a statewide protocol developed 
by the Board in collaboration with the Board of Medicine and the Department of Health and set forth in regulations of the 
Board: 

1. Naloxone or other opioid antagonist, including such controlled paraphernalia, as defined in§ 54.1-3466, as may be necessary 
to administer such naloxone or other opioid antagonist; 

2. Epinephrine; 

3. Injectable or self-administered hormonal contraceptives, provided the patient completes an assessment consistent with the 
United States Medical Eligibility Criteria for Contraceptive Use; 

4. Prenatal vitamins for which a prescription is required; 

5. Dietary fluoride supplements, in accordance with recommendations of the American Dental Association for prescribing of 
such supplements for persons whose drinking water has a fluoride content below the concentration recommended by the U.S. 
Department of Health and Human Services; 

6. Drugs as defined in§ 54.1-3401, devices as defined in§ 54.1-3401, controlled paraphernalia as defined in§ 54.1-3466, and 
other supplies and equipment available over-the-counter, covered by the patient's health carrier when the patient's out-of-pocket 
cost is lower than the out-of-pocket cost to purchase an over-the-counter equivalent of the same drug, device, controlled 
paraphernalia, or other supplies or equipment; 

7. Vaccines included on the Immunization Schedule published by the Centers for Disease Control and Prevention 6r fhttt htt.e tt 
ettrreftt emergefte) ttse llttffl:6ri.~ttti:6ft ff6ffl the U .8. F666 llftEl Brttg AElmmisft'llti6ft and vaccines for CO VID-19; 

8. Tuberculin purified protein derivative for tuberculosis testing;-ttnEl 

9. Controlled substances for the prevention of human immunodeficiency virus, including controlled substances prescribed for 
pre-exposure and post-exposure prophylaxis pursuant to guidelines and recommendations of the Centers for Disease Control 
and Prevention; 

10. Nicotine replacement and other tobacco cessation therapies, including controlled substances as defined in the Drug 
Control Act(§ 54.1-3400 et seq.), together with providing appropriate patient counseling; and 

11. Tests for COVID-19 and other coronaviruses. 

B. Notwithstanding the provisions of§ 54.1-3303, a pharmacist may initiate treatment with, dispense, or administer the 
following drugs and devices to persons three years of age or older in accordance with a statewide protocol as set forth in 
regulations of the Board: 

1. Vaccines included on the Immunization Schedule published by the Centers for Disease Control and Prevention and vaccines 
for COVID-19; and 

2. Tests for COVID-19 and other coronaviruses. 

C. A pharmacist who initiates treatment with or dispenses or administers a drug or device pursuant to this section shall notify 
the patient's primary health care provider that the pharmacist has initiated treatment with such drug or device or that such drug 
or device has been dispensed or administered to the patient, provided that the patient consents to such notification. No 
pharmacist shall limit the ability of notification to be sent to the patient's primary care provider by requiring use of electronic 
mail that is secure or compliant with the federal Health Insurance Portability and Accountability Act (42 USC.§ 1320d et 
seq.). If the patient does not have a primary health care provider, the pharmacist shall counsel the patient regarding the benefits 
of establishing a relationship with a primary health care provider and, l:tf'6ft reqttest, provide information regarding primary 
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health care providers, including federally qualified health centers, free clinics, or local health departments serving the area in 
which the patient is located. If the pharmacist is initiating treatment with, dispensing, or administering injectable or self­
administered hormonal contraceptives, the pharmacist shall counsel the patient regarding seeking preventative care, including 
(i) routine well-woman visits, (ii) testing for sexually transmitted infections, and (iii) pap smears. 

&D. A pharmacist who administers a vaccination pursuant to sttbf:ii, isi6H subdivisions A 7 and B 1 shall report such 
administration to the Virginia Immunization Information System in accordance with the requirements of§ 32.1-46.01 . 

E. A pharmacist who initiates treatment with, dispenses, or administers drugs, devices, controlled paraphernalia, and other 
supplies and equipment pursuant to this section shall obtain a history from the patient, including questioning the patient for 
any known allergies, adverse reactions, contraindications, or health diagnoses or conditions that would be adverse to the 
initiation of treatment, dispensing, or administration. 

F. A pharmacist may initiate treatment with, dispense, or administer drugs, devices, controlled paraphernalia, and other 
supplies and equipment pursuant to this section through telemedicine services, as defined in§ 38.2-3418.16, in compliance 
with all requirements of§ 54.1-3303 and consistent with the applicable standard of care. 

G. A pharmacist who administers a vaccination to a minor pursuant to subdivision B 1 shall provide written notice to the 
minor's parent or guardian that the minor should visit a pediatrician annually. 

§ 54.1-3321 . Registration of pharmacy technicians. 

A. No person shall perform the duties of a pharmacy technician without first being registered as a pharmacy technician with the 
Board. Upon being registered with the Board as a pharmacy technician, the following tasks may be performed: 

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

2. The preparation of prescription labels or patient information; 

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

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

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

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

7. The acceptance ofrefill authorization from a prescriber or his authorized agency, so long as there is no change to the original 
prescription;-ttntl 

8. Under the supervision of a pharmacist, meaning the supervising pharmacist is at the same physical location of the technician 
or pharmacy intern, and consistent with the requirements of§ 54.1-3303.1, administration of the following drugs and devices 
to persons three years of age or older as set forth in regulations of the Board: vaccines included on the Immunization Schedule 
published by the Centers for Disease Control and Prevention and vaccines for CO VID-19; and 

9. The performance of any other task restricted to pharmacy technicians by the Board's regulations. 

B. To be registered as a pharmacy technician, a person shall submit: 

1. An application and fee specified in regulations of the Board; 

2. (Effective July 1, 2022) Evidence that he has successfully completed a training program that is (i) an accredited training 
program, including an accredited training program operated through the Department of Education's Career and Technical 
Education program or approved by the Board, or (ii) operated through a federal agency or branch of the military; and 

3. Evidence that he has successfully passed a national certification examination administered by the Pharmacy Technician 
Certification Board or the National Healthcareer Association. 
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C. The Board shall promulgate regulations establishing requirements for: 

1. Issuance of a registration as a pharmacy technician to a person who, prior to the effective date of such regulations, (i) 
successfully completed or was enrolled in a Board-approved pharmacy technician training program or (ii) passed a national 
certification examination required by the Board but did not complete a Board-approved pharmacy technician training program; 

2. Issuance of a registration as a pharmacy technician to a person who (i) has previously practiced as a pharmacy technician in 
another U.S. jurisdiction and (ii) has passed a national certification examination required by the Board; and 

3. Evidence of continued competency as a condition of renewal of a registration as a pharmacy technician. 

D. The Board shall waive the initial registration fee for a pharmacy technician applicant who works as a pharmacy technician 
exclusively in a free clinic pharmacy. A person registered pursuant to this subsection shall be issued a limited-use registration. 
A pharmacy technician with a limited-use registration shall not perform pharmacy technician tasks in any setting other than a 
free clinic pharmacy. The Board shall also waive renewal fees for such limited-use registrations. A pharmacy technician with a 
limited-use registration may convert to an unlimited registration by paying the current renewal fee. 

E. Any person registered as a pharmacy technician prior to the effective date of regulations implementing the provisions of this 
section shall not be required to comply with the requirements of subsection B in order to maintain or renew registration as a 
pharmacy technician. 

F. A pharmacy technician trainee enrolled in a training program for pharmacy technicians described in subdivision B 2 may 
engage in the acts set forth in subsection A for the purpose of obtaining practical experience required for completion of the 
training program, so long as such activities are directly monitored by a supervising pharmacist. 

G. To be registered as a pharmacy technician trainee, a person shall submit an application and a fee specified in regulations of 
the Board. Such registration shall only be valid while the person is enrolled in a pharmacy technician training program 
described in subsection B and actively progressing toward completion of such program. A registration card issued pursuant to 
this section shall be invalid and shall be returned to the Board if such person fails to enroll in a pharmacy technician training 
program described in subsection B. 

H. A pharmacy intern may perform the duties set forth for pharmacy technicians in subsection A when registered with the 
Board for the purpose of gaining the practical experience required to apply for licensure as a pharmacist. 

2. That the Board of Medicine, in collaboration with the Board of Pharmacy and the Department of Health, shall establish a 
statewide protocol for the initiation of treatment with and dispensing and administering of drugs and devices by pharmacists in 
accordance with§ 54.1-3303.1 of the Code of Virginia, as amended by this act, by November 1, 2022, and the Board of 
Pharmacy shall promulgate regulations to implement the provisions of the first enactment of this act to be effective within 280 
days of its enactment. Such regulations shall include provisions for ensuring that physical settings in which treatment is 
provided pursuant to this act shall be in compliance with the federal Health Insurance Portability and Accountability Act, 42 
U.S.C. § 1320d et seq., as amended. 

3. That the provisions of subdivisions B 1 and 2 of§ 54.1-3303.1 of the Code of Virginia, as amended by this act, shall become 
effective upon the expiration of the provisions of the federal Declaration Under the Public Readiness and Emergency 
Preparedness Act for Medical Countermeasures Against COVID-19 related to the vaccination and COVID-19 testing of minors. 
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Excerpt from page 99877 in the Federal Register  
 
DEPARTMENT OF HEALTH AND HUMAN SERVICES Office of the Secretary 12th 
Amendment to Declaration Under the Public Readiness and Emergency Preparedness Act 
for Medical Countermeasures Against COVID–19  
ACTION: Notice of amendment. SUMMARY: The Secretary issues this amendment pursuant to 
section 319F–3 of the Public Health Service Act to extend the duration of the Declaration to 
December 31, 2029, and to republish the Declaration in full.  
DATES: This amendment is effective as of January 1, 2025. 
 
“I am now amending section XII of the Declaration to extend the time period of PREP Act 
coverage through December 31, 2029. COVID–19 continues to present a credible risk of a future 
public health emergency. COVID–19 continues to cause significant serious illness, morbidity, and 
mortality during outbreaks. The risk of domestic cases is high due to ongoing outbreaks that 
continue domestically and internationally in the year since the PHE for COVID–19 ended. 
Development of and stockpiling vaccines, therapeutics, devices, and diagnostics for COVID–19 
continues to be needed for U.S. preparedness against the credible threat of a public health 
emergency due to outbreaks of COVID–19. Continued coverage under the PREP Act, as provided 
in this Declaration, is intended to prepare for and mitigate the credible risk presented by COVID–
19. This includes extending the time period for PREP Act coverage for licensed pharmacists, 
pharmacy interns, and qualified technicians, which allows for continued access by the recipient 
Population to Covered Countermeasures that are COVID–19 vaccines, seasonal influenza vaccines 
and COVID–19 tests. As stated in prior amendments to this Declaration, licensed pharmacists, 
pharmacy interns and qualified pharmacy technicians are well positioned to provide continued 
access to Covered Countermeasures, particularly in certain areas or for certain populations that 
have too few primary-care providers or that are otherwise medically underserved. As of 2022, 
nearly 90 percent of Americans lived within five miles of a community pharmacy. During the 
COVID–19 pandemic, the majority of Americans have received their COVID–19 vaccines and 
tests from a pharmacy. In addition, continued access by the Population to seasonal influenza 
vaccines mitigates risks that seasonal influenza infections, in conjunction with COVID–19 
infections, could overwhelm healthcare providers. As qualified persons, these licensed 
pharmacists, pharmacy interns, and qualified pharmacy technicians will be afforded liability 
protections in accordance with the PREP Act and the terms of this amended Declaration. To the 
extent that any State law would otherwise prohibit these healthcare professionals who are a 
‘‘qualified person’’ from prescribing, dispensing, or administering Covered Countermeasures that 
are COVID–19 vaccines, seasonal influenza vaccines or COVID–19 tests, such law is preempted. 
Other conforming changes and technical corrections are made throughout the Declaration for 
consistency and clarity." 
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* DRAFT*

VIRGINIA BOARD OF PHARMACY 

Pharmacist Hormonal Contraceptive Statewide Protocol 
(Excluding Emergency Contraception)  

Consistent with the hormonal contraceptive manufacturer’s instructions for use approved by the 
US Food and Drug Administration (FDA), a pharmacist may issue a prescription to initiate 
treatment with, dispense, or administer the following drugs and devices to persons 18 years of 
age or older:   

 Injectable or self-administered hormonal contraceptives provided the patient completes an
assessment consistent with the United States Medical Eligibility Criteria for Contraceptive
Use.

PHARMACIST EDUCATION AND TRAINING 
Prior to issuing a prescription to initiate treatment with, dispensing, or administering injectable or 
self-administered hormonal contraceptive under this protocol, the pharmacist shall be 
knowledgeable of the manufacturer’s instructions for use and shall have completed an 
Accreditation Council for Pharmacy Education (ACPE)-accredited educational training program 
related to the prescribing of contraceptives by a pharmacist. 

PATIENT INCLUSION CRITERIA 
Patients eligible for injectable or self-administered hormonal contraceptives approved by the FDA 
under this protocol: 

 An individual, 18 years of age or older, who has completed the Virginia Routine Hormonal
Contraceptive Self-Screening Questionnaire* and who the pharmacist has determined is
eligible for a hormonal contraceptive, consistent with the most current version of the
Centers for Disease Control and Prevention Summary Chart of US Medical Eligibility
Criteria for Contraceptive Use, i.e., the prescribed drug is assessed at a “1” or “2” for all
conditions applicable to the patient.

*Note: A pharmacy may create and use an electronic routine hormonal contraceptive self-
screening questionnaire if the collection of patient information and assessment process is identical
to the Virginia Routine Hormonal Contraceptive Self-Screening Questionnaire.

PROCESS FOR DETERMINING PATIENT ELIGIBILITY 
To determine patient eligibility, the pharmacist shall: 

1. Obtain from each new patient and, at a minimum of every twelve months for each returning
patient, a completed Virginia Routine Hormonal Contraceptive Self-Screening
Questionnaire*; and,

2. Utilize and follow the Virginia Algorithm for Pharmacists to Prescribe Routine Hormonal
Contraceptives or the Virginia Algorithm for Pharmacists to Prescribe and Administer
Depot Medroxyprogesterone Acetate to perform the patient assessment.

PROCESS FOR HANDLING INELIGIBLE PATIENTS 
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Patients identified by the pharmacist to NOT be eligible for a hormonal contraceptive as indicated 
by the Summary Chart of US Medical Eligibility Criteria for Contraceptive Use and the Virginia 
Algorithm for Pharmacists to Prescribe Routine Hormonal Contraceptives or the Virginia 
Algorithm for Pharmacists to Prescribe and Administer Depot Medroxyprogesterone Acetate, as 
applicable, shall be referred to a healthcare practitioner and may not receive a hormonal 
contraceptive under this statewide protocol. If the patient does not have a primary care provider, 
the pharmacist shall provide information regarding primary health care providers, including 
federally qualified health centers, free clinics, or local health departments serving the area in which 
the patient is located. 

FURTHER CONDITIONS 
1. For each new patient requesting a contraceptive service a participating pharmacist must

provide the patient with a visit summary.
2. A pharmacist shall not:

a. Continue to prescribe and dispense a hormonal contraceptive to a patient beyond three
years from the initial prescription without evidence of a clinical visit.  Such evidence
may be obtained by the response on the Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire regarding the date of the patient’s last women’s health clinical
visit.

b. Prescribe in instances that the Virginia Algorithm for Pharmacists to Prescribe Routine
Hormonal Contraceptives or the Virginia Algorithm for Pharmacists to Prescribe and
Administer Depot Medroxyprogesterone Acetate, as applicable, requires referral to a
provider.

DRUG INCLUSION CRITERIA 
The following drug formulations approved by the FDA to prevent pregnancy are included in this 
statewide protocol: 

 injectable depot medroxyprogesterone acetate;
 transdermal patches;
 vaginal rings; and,
 contraceptives intended to be taken orally.

RECORDKEEPING 
The pharmacist shall maintain records in accordance with Regulation 18 VAC 110-21-46. 

NOTIFICATION OF PRIMARY CARE PROVIDER; COUNSELING 
1. If the pharmacist initiates treatment with or dispenses or administers a hormonal

contraceptive, the pharmacist shall notify the patient’s primary care provider, provided 
that the patient consents to such notification. If the patient does not have a primary care 
provider and obstetrician/gynecologist (OB/GYN), the pharmacist shall counsel the 
patient regarding the benefits of establishing a relationship with a primary health care 
provider and provide information regarding primary health care providers, including 
federally qualified health centers, free clinics, or local health departments serving 
the area in which the patient is located; and,
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2. Additionally, the pharmacist shall counsel the patient regarding seeking preventative care,
including (i) routine well-woman visits, (ii) testing for sexually transmitted infections, and
(iii) pap smears.
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VIRGINIA ROUTINE HORMONAL CONTRACEPTIVE SELF-SCREENING QUESTIONNAIRE  
 
Name: _______________________________________________ Today’s Date: ________________ Weight: _____________ 
Date of Birth: _________________   Age: ___________ Healthcare Provider’s Name: ________________________________ 
Healthcare Provider’s Telephone, Fax, or Email:______________________________________________________________ 
What was the date of your last women’s health clinical visit?       

Any Allergies to Medications? Yes / No    If yes, list them here:       
Pregnancy Screen: 

1.  Did you have a baby less than 6 months ago, are you fully or nearly-fully breast feeding, AND 
have you had no menstrual period since the delivery? 

Yes □ No□ 

2.  Have you had a baby in the last 4 weeks? Yes □ No□ 
3.  Did you have a miscarriage or abortion in the last 7 days?   /  /   
4.  Did your last menstrual period start within the past 7 days? Yes □ No □ 
5.  Have you abstained from sexual intercourse since your last menstrual period or delivery? Yes □ No □ 
6.  Have you been using a reliable contraceptive method consistently and correctly? Yes □ No □ 
If you answered NO to ALL of the questions above, you may stop here and consult with the pharmacist. 
If you answered YES to at least one of the questions above, please proceed with completing this form. 

  
Additional Information: 

7.  Do you think you might be pregnant now? Yes □ No□ 
8.  Have you used emergency contraception within the last 5 days? Yes □ No□ 
9.  What was the first day of your last menstrual period?   /  /   
10.  Have you ever been told by a medical professional not to take hormones? Yes □ No □ 
11.  Have you ever taken birth control pills, or used a birth control patch, ring, or injection? Yes □ 

 
No □ 

12.  Did you ever experience a bad reaction to using hormonal birth control? Yes □ No □ 
13.  - If yes, what kind of reaction occurred? 

 
 

14.    Have you previously had contraceptives prescribed to you by a pharmacist?   Yes □     No □ 

15.  Are you currently using any method of birth control including pills, or a birth control patch, 
ring or shot/injection? 

Yes □ No □ 

16.  - If yes, which one do you use? (List here) 
 

 

17.    Do you have a preferred method of birth control that you would like to use? (check box) 

  □  A pill that you take daily    □ A patch that you change weekly    □ A vaginal ring that you change monthly  
  □   An injection that you receive every 3 months 

Medical History 
Smoking: 

18.  Do you smoke cigarettes or vape nicotine? Yes □ No □ 
19.           -If yes, number or equivalent number of cigarettes per day either smoked or vaped. _____ /day 

Postpartum (nonbreastfeeding women)/Breastfeeding:  
20.  Have you given birth within 21 days? If yes, how long ago? Yes □ No □ 
21.  Are you currently breastfeeding? Yes □ No □ 

Diabetes: 
22.  Do you have diabetes? Yes □ No □ 

Headaches: 
23.  Do you get migraine headaches?  Yes □ 

 
No □ 
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24.         - If yes, have you ever had the kind of headaches that start with warning signs or 
symptoms, such as flashes of light, blind spots, or tingling in your hand or face that comes 
and goes completely away before the headache starts? 

Yes □ No □ 

Hypertension, History of high blood pressure during pregnancy: 
25.  Do you have high blood pressure, hypertension, or high cholesterol? (Please indicate yes, even 

if it is controlled by medication) 
Yes □ No □ 

Deep venous thrombosis (DVT)/Pulmonary embolism (PE), Ischemic heart disease, Known thrombogenic mutations, 
Multiple risk factors for atherosclerotic cardiovascular disease, Peripartum cardiomyopathy, Stroke, Valvular heart 
disease: 

26.  Have you ever had a heart attack or stroke, or been told you had any heart disease? Yes □ No □ 
27.  Have you ever had a blood clot? Yes □ No □ 
28.  Have you ever been told by a medical professional that you are at risk of developing a blood 

clot? 
Yes □ No □ 

29.  Have you had recent major surgery or are you planning to have surgery in the next 4 weeks? Yes □ No □ 
History of bariatric surgery: 

30.  Have you had bariatric surgery or stomach reduction surgery? Yes □ No □ 
Breast disease: 

31.  Do you have or have you ever had breast cancer? Yes □ No □ 
Cirrhosis, Gallbladder disease, History of cholestasis, Liver tumors, Viral hepatitis: 

32.  Do you have or have you ever had hepatitis, liver disease, liver cancer, or gall bladder disease, 
or do you have jaundice (yellow skin or eyes)? 

Yes □ No □ 

Rheumatoid arthritis, Systemic lupus erythematosus: 
33.  Do you have lupus, rheumatoid arthritis, or any blood disorders? Yes □ No □ 

Epilepsy, HIV, Tuberculosis, Drug Interactions (Antiretrovirals, Anticonvulsant, Antimicrobial therapy): 
34.  Do you take medication for seizures, tuberculosis (TB), fungal infections, or human 

immunodeficiency virus (HIV)? 
Yes □ No □ 

35.  - If yes, list them here: 

Other information: 
36.  Do you have any other medical problems or take any medications, including herbs or 

supplements? 
Yes □ No □ 

37.  - If yes, list them here: 

38.  Will you be immobile for a long period? (e.g., flying on a long airplane trip, etc.)    Yes □     No □ 
Internal use only 

□ Verified DOB with valid photo ID  BP Reading _________/__________ 

□ Drug Prescribed:_______________________________________________________________________________________ 
 Sig:________________________________________________________________________________________________ 

Pharmacist Name:____________________________________________________________________________________ 
Pharmacy Name and Address:___________________________________________________________________________ 
Pharmacy Phone:_____________________________________________________________________________________ 
 

□Patient Referred  
Reason(s):_______________________________________________________________________________________________ 
Notes:__________________________________________________________________________________________________

__________________________________________________________________________________________________________
__________________________________________________________________________________________________________ 
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Virginia Algorithm for Pharmacists to Prescribe Routine Hormonal Contraceptives 

2) Health and History Screen
Evaluate responses on Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire using CDC Summary Chart of U.S. Medical
Eligibility Criteria for Contraceptive Use
1 or 2 (green boxes) = Hormonal contraception is indicated, proceed to
next step.
3 or 4 (red boxes)= Hormonal contraception is contraindicated – Refer.

4) Evaluate past use, preference, and current use of birth control.

5a) Choose Contraception 
Initiate contraception for new therapy 
based on patient preferences, 
adherence, and history.   
Issue prescription for up to 12 months 
for dispensing at patient’s pharmacy of 
choice (quantity based on professional 
judgement and patient preference). 

3) Blood Pressure Screen
Is blood pressure < 140/90?
Note:  Pharmacist may choose to take a second reading if initial is high.

6) Discuss Initiation Strategy for New Treatment/Change in Treatment (as applicable)
a) Counseling – Regular or Quick Start- Instruct patient she can begin today; use backup method for 7 days.
b) Counseling – Discuss the management and expectations of side effects (bleeding irregularity, etc.)
c) Counseling - Discuss adherence and expectations for follow-up visits.

7a) Inquire of Healthcare Providers, Counsel, Notify Providers 
a) If prescribe, notify primary care provider and OB/GYN, provided that the patient consents to such 
notification; counsel patient to seek preventative care per protocol.
b) If no primary care provider, counsel on benefits of relationship and provide information per protocol.

Refer; 
provide 
info per 

protocol if 
no PCP 

Refer; 
provide 
info per 

protocol if 
no PCP 

Refer; 
provide 
info per 

protocol if 
no PCP 

Contraindicating 
Conditions/Medications 

Possible Pregnancy 

BP > 140/90 

Patient is not pregnant 

No Contraindicating 
Conditions/Medications 

BP < 140/90 

Not currently on birth control Patient currently on birth control 

1) Pregnancy Screen
Review Pregnancy Screen section of Virginia Routine Hormonal
Contraceptive Self-screening Questionnaire
If YES to at least one question and is free of pregnancy symptoms,
proceed to next step.
If NO to All questions, pregnancy cannot be ruled out – Refer.

5b) Choose Contraception 
Continue current form of pills, patch, or ring, if no change 
necessary.   – Or- 
Alter therapy based on patient concerns, such as side 
effects patient may be experiencing; or refer, if appropriate. 
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Virginia Algorithm for Pharmacists to Prescribe & Administer 
Depot Medroxyprogesterone Acetate 

2) Health and History Screen
Evaluate responses on Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire using CDC Summary Chart of U.S. Medical
Eligibility Criteria for Contraceptive Use
1 or 2 (green boxes) = Hormonal contraception is indicated, proceed to
next step.
3 or 4 (red boxes) = Hormonal contraception is contraindicated – Refer.

4) Discuss DMPA therapy with patient
a) Address any unexplained vaginal bleeding that worries patient.  Refer, when necessary.
b) Counseling- Discuss management and expectations of side effects (bleeding irregularity, etc.)
c) Counseling – Discuss plans for follow-up visits, particularly for q3 month administration DMPA; Stress importance of
returning for next injection 11-13 weeks of previous injection.  Provide patient with specific calendar date range for next
injection.
d) Counseling – Caution with use of DMPA > 2 years (due to loss of bone mineral density).  For therapy > 2 years, consultation
with primary healthcare provider or OB/GYN is indicated.

5a) Issue prescription and administer DMPA 
Pharmacist shall issue a prescription for 
depot medroxyprogesterone and administer 
the medication.  Monitor patient for 20 
minutes for adverse reaction. 
Note: Instruct patient that if this injection is 
not within 7 days of start of period, then 
abstain or use backup method for 7 days. 

3) Blood Pressure Screen
Is blood pressure < 140/90?
Note:  Pharmacist may choose to take a second reading if initial is high.

7a) Inquire of Healthcare Providers, Counsel, Notify Providers 
a) If prescribe, notify primary care provider and OB/GYN, provided patient consents to such 
notification; counsel patient to seek preventative care per protocol.
b) If no primary care provider, counsel on benefits of relationship and provide information per protocol.

Refer; 
provide 
info per 

protocol if 
no PCP 

Refer; 
provide 
info per 

protocol if 
no PCP 

Refer; 
provide 
info per 

protocol if 
no PCP

Contraindicating 
Conditions/Medications 

Possible Pregnancy 

BP > 140/90 

Patient is not pregnant 

No Contraindicating 
Conditions/Medications 

BP < 140/90 

First dose of DMPA q 3 month dose of DMPA 

1) Pregnancy Screen
Review Pregnancy Screen section of Virginia Routine Hormonal
Contraceptive Self-screening Questionnaire
If YES to at least one question and is free of pregnancy symptoms,
proceed to next step.
If NO to All questions, pregnancy cannot be ruled out – Refer.

5b) Ongoing administration of DMPA 
Pharmacist shall confirm that date of last injection was 
within 11 weeks. 
- If > 13 weeks, then pharmacist must rule out

pregnancy (refer to Pregnancy Screening section
on Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire), and instruct patient to
abstain or use backup method for 7 days.

- If between 11-13 weeks ago, administer the
medication.
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**DRAFT** VIRGINIA BOARD OF PHARMACY 

Pharmacist Naloxone or Other Opioid Antagonist Statewide Protocol 

Consistent with the naloxone manufacturer’s instructions for use approved by the US Food and 
Drug Administration, a pharmacist may issue a prescription to initiate treatment with, dispense, or 
administer the following drugs and devices to persons 18 years of age or older:   

 intranasal naloxone (nasal spray formulation or for administration by mucosal atomization
device);

 intramuscular naloxone, including such controlled paraphernalia, as defined in §
54.1-3466, as may be necessary to administer such naloxone;

 naloxone auto-injector; or,
 any other opioid antagonist formulation approved by the FDA for overdose reversal,

including such controlled paraphernalia, as defined in § 54.1-3466, as may be necessary to
administer such naloxone.

PHARMACIST EDUCATION AND TRAINING 
Prior to issuing a prescription to initiate treatment with, dispensing, or administering naloxone or 
any other opioid antagonist formulation approved by the FDA for overdose reversal under this 
protocol, the pharmacist shall be knowledgeable of the manufacturer’s instructions for use, 
paraphernalia necessary for administration, and how to properly counsel the patient on recognizing 
signs of a possible overdose and proper administration of the drug. 

PATIENT INCLUSION CRITERIA 
Patients eligible for naloxone or other opioid antagonist approved by the FDA for overdose 
reversal under this protocol: 

 An individual, 18 years of age or older, experiencing or at risk of experiencing an opioid-
related overdose, e.g., patient has a history of prior overdose, substance misuse, a morphine
milligram equivalency of 120MME/day, or is currently prescribed an opioid with a
concomitant benzodiazepine present;

 A family member, friend, or other person, 18 years of age or older, in a position to assist
an individual who is experiencing or at risk of experiencing an opioid-related overdose.

PATIENT EXCLUSION CRITERIA  
Patients NOT eligible for naloxone or other opioid antagonist approved by the FDA for overdose 
reversal under this protocol: 

 An individual less than 18 years of age;
 An individual receiving treatment of acute or chronic pain related to (i) cancer, (ii) sickle

cell, (iii) a patient in hospice care, (iv) a patient in palliative care, (v) a patient enrolled in
a clinical trial as authorized by state or federal law.  Refer patient to primary care provider
to determine if naloxone appropriate.
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COUNSELING 
The pharmacist shall ensure the patient or patient’s agent is provided a copy of the 
REVIVE! Pharmacy dispensing brochure and counsel the patient or the patient’s agent on how 
to properly identify signs of a possible overdose and how to properly administer the naloxone or 
other opioid antagonist for overdose reversal.  

RECORDKEEPING 
The pharmacist shall maintain records in accordance with Regulation 18VAC110-21-46. 

NOTIFICATION OF PRIMARY CARE PROVIDER 
In accordance with 54.1-3303.1 of the Code of Virginia, the pharmacist shall notify the patient’s 
primary care provider, provided that the patient consents to such notification.  If the patient does 
not have a primary care provider, the pharmacist shall counsel the patient regarding the benefits 
of establishing a relationship with a primary health care provider and provide information 
regarding primary health care providers, including federally qualified health centers, free 
clinics, or local health departments serving the area in which the patient is located.  
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HOW TO RECOGNIZE AND
RESPOND TO AN OPIOID
OVERDOSE EMERGENCY

WITH NALOXONE

Naloxone only works if opioids

are in the body, it has no

effect on alcohol or other

drugs 

It can take 1-3 minutes to

start working and may require

more than one dose. 

Effects can last 30-90

minutes, this varies per

person. 

Naloxone may cause an

opioid dependent person to

go into withdrawal (e.g.

nausea, vomiting, agitation,

muscle aches).

Naloxone is a medication

designed to temporarily block

the effects of opioids, and can

reverse overdose.  

Naloxone Saves
Lives.

PO Box 1797

Richmond, VA 23218

ADDRESS

dbhds.virginia.gov search "revive"

WEB

WHAT IS
NALOXONE?

An opioid overdose can happen to
anyone taking opioids —

whether they are taking medications
prescribed or using them

recreationally. Opioids can cause a
person’s breathing to slow down or

stop — this is considered an overdose.

Latex-free gloves

Rescue breathing face mask

Instruction Card

A training completion card 

And stickers to document time of

dosing

To learn more about using naloxone

attend a REVIVE! training event!

These events are free and

available to anyone wanting to

learn how to save a life with

naloxone.

A REVIVE! Opioid Overdose

Response Kit is provided at each

training free of charge and

inlcudes: 
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Hydrocodone

Oxycodone

Fentanyl

Morphine

Codeine

Methadone

Burprenorphine

Tramadol

Opioids are a class of drugs that

include prescription pain

medications like:

and also street drugs like heroin.
 
 
 
When a person consumes more
opioids than their body can
tolerate it can stop central
nervous system functions such as
breathing and heartbeat.
 

Mixing drugs

Lowered Tolerance (haven't

used opioids before or in a

while)

Using alone

Age and Physical Health

Mode of Transmission

Previous non-fatal overdose

Some of the primary risk factors

associated with overdose are:

RESPOND

Naloxone expires, visit
dbhds.virginia.gov to

learn where you can get
naloxone at no-cost.

REDUCE RISK
Use Naloxone if you suspect

someone is overdosing, even if
you are unsure.

OPIOIDS

OVERDOSE

Check for responsiveness

Call 911

Give 2 Rescue Breaths

Give Naloxone

Begin Rescue Breathing

If you suspect someone has

overdosed

1.

2.

3.

4.

5.

 

 

 

Unresponsive to yelling,
pinching, or a sternum rub
not breathing or having
really slow/shallow breaths
Having blue lips and/ or
fingertips

Someone may be overdosing
if they are

 

 
USING NALOXONE

Narcan Nasal Spray (FDA Approved)

IM Injection (FDA Approved)

Auto-injector (FDA Approved)
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**DRAFT** VIRGINIA BOARD OF PHARMACY 

Pharmacist Protocol for Testing and Initiating Treatment for Influenza 

Pursuant to § 54.1-3303.1, a pharmacist may initiate CLIA-waived point-of-care testing for Influenza and, 
when diagnostically confirmed, initiate the dispensing of an antiviral to treat the infection for persons 18 
years of age or older.   
A pharmacist may not initiate assessment or testing unless sufficient antiviral therapy is readily available to 
treat acute influenza infection pursuant to this Protocol. 
A pharmacist shall ensure that sufficient space is available in or around the pharmacy for safe and 
confidential assessment and treatment of patients under this Protocol. 
A pharmacist shall exercise clinical judgement in assessing patients pursuant to this Protocol outside of the 
standard influenza season (approximately October 1 – April 30). Resource: 
https://www.cdc.gov/flu/weekly/ 

PHARMACIST EDUCATION AND TRAINING 

Prior to initiating testing and dispensing antiviral therapy under this Protocol, a pharmacist shall receive and 
document education and training in point-of-care CLIA-waived testing techniques appropriate to the 
test employed by the pharmacy. Additionally, the pharmacist shall maintain knowledge of the Centers for 
Disease Control and Prevention (CDC)’s current guidelines for the treatment of acute influenza. Individuals 
who will be involved with patient specimen collection shall have documented hands-on training for specimen 
collection which includes infection control measures. 

PATIENT INCLUSION CRITERIA 
Pharmacist(s) authorized to initiate the dispensing of antiviral therapy to treat acute influenza infection shall 
treat patients according to current CDC guidelines at https://www.cdc.gov/flu/hcp/clinical-guidance/
index.html.  
Any patient who presents to the pharmacy and meets all the following criteria: 

• Age 18 years or older and able to give informed consent;
• Complaint of any sign or symptom consistent with influenza (fever, myalgia, headache, malaise, 

nonproductive cough, sore throat, rhinitis); and,
• Reported symptom onset < 48 hours before time of presentation.

PATIENT EXCLUSION CRITERIA 
Any individual who meets any of the following criteria: 

• Under 18 years old;
• Pregnant or breastfeeding;
• Immunocompromised state (hematologic malignancy, immunosuppressant drug therapy including
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corticosteroids for greater than two (2) weeks, HIV/AIDS); 
• A positive influenza test within the previous four weeks;
• Any condition requiring supplemental oxygen therapy;
• Known hypersensitivity to all antiviral therapies for influenza or to any common component of the

products;
• Administration of FluMist or generic equivalent within the previous two weeks;
• A patient receiving hospice or home health services;
• A patient who has taken an antiviral in the last 30 days;
• Any pending test at any pharmacy, laboratory, medical care facility, or clinic for the

patient’s reported symptoms; or
• Clinical instability of the patient based on the clinical judgment of the pharmacist or:

o Two or more of the following criteria:
 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg;
 Pulse >90 beats/min;
 Respiratory rate >20 breaths/min;
 Temperature < 96.8 degrees Fahrenheit; or
 Temperature > 100.4 degrees Fahrenheit; or

o Any one of the following criteria:
 Acute altered mental status;
 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg;
 Pulse >125 beats/min;
 Respiratory rate >30 breaths/min;
 Oxygen saturation (SpO2) < 90% via pulse oximetry; or
 Temperature > 102 degrees (temporal), > 103 degrees (oral), or > 104 degrees

(tympanic) Fahrenheit.

PROCESS FOR DETERMINING PATIENT ELIGIBILITY 
Pharmacists shall assess a patient based on the inclusion and exclusion criteria based on the sample Pharmacist 
Assessment, Evaluation, and Prescribing Form in Appendix A. 

PROCESS FOR HANDLING INELIGIBLE PATIENTS 
Patients who do not qualify for CLIA-waived testing under this Protocol shall be referred by the pharmacist 
to a primary care provider or urgent/emergent treatment facility as clinically appropriate. 

FURTHER CONDITIONS 

The pharmacist shall assess the patient’s relevant medical and social history: 
• Patient demographics
• Medical history
• Relevant social history
• Current clinical comorbidities or disease states, including current mental status
• Current blood pressure, pulse, oxygen saturation, respiratory rate, temperature, and weight
• For females of child-bearing potential, pregnancy, or breastfeeding status
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• Current Medications
• Medication allergies and hypersensitivities (pharmacist shall assess reported allergies for validity

by reviewing the patient’s pharmacy record, if applicable, and documenting the reported reaction)
• Onset and duration of flu-like signs and symptoms

If the patient qualifies for CLIA-waived testing under this Protocol, then the pharmacist shall perform a 
CLIA-waived point-of-care test to determine the patient’s influenza status. 

• If positive, the pharmacist may proceed to consideration for immediate antiviral therapy treatment.
• If negative, the pharmacist shall counsel the patient or caregiver on the risk of a false-negative test

result and on appropriate self-care (stay home for at least 24 hours after fever subsides, drink plenty
of fluids, treat symptoms as needed, and consider influenza immunization) or shall refer the patient
to a primary care provider or urgent/emergency treatment facility as clinically appropriate.

The pharmacist shall evaluate for contraindications and precautions. 

DRUG INCLUSION CRITERIA 

The pharmacist may immediately initiate antiviral therapy only in selected individuals based on relevant 
medical and social history and considerations of contraindications and precautions as identified through 
assessment and screening. 

A. Oral oseltamivir (Tamiflu)
a. Contraindications

i. Known hypersensitivity to oseltamivir or any component
ii. Patients 18 years and older with CrCl < 10 ml/min. If the pharmacist is unable to

obtain a current CrCl for a patient with a history of chronic kidney disease (i.e.,
creatinine clearance (CrCl) < 60 ml/min, reduced kidney function, etc.), then the
patient should be excluded from receiving Tamiflu. For purposes of this Protocol,
current CrCl means a lab value obtained within the past six months and
documented by a physician’s office, laboratory, or patient electronic health
record, or reported by the patient and the pharmacist determines in their clinical
judgment the patient report is accurate. The pharmacist shall document this
information in the patient record.

b. Dosing – all doses to be administered x 5 days
i. Patients 18 years and older: 75 mg twice daily
ii. Patients 18 years and older with renal impairment

1. CrCl > 60 ml/min: no dosage adjustment necessary
2. CrCl > 30 to 60 ml/min: 30mg twice daily
3. CrCl > 10 to 30 ml/min: 30mg once daily

B. Oral baloxavir marboxil (Xofluza)
a. Contraindications

i. Known hypersensitivity to baloxavir or any component
ii. Weight < 40 kg

b. Dosing – all doses to be administered as a single dose
i. Weight-based
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1. 40 kg to < 80 kg: 40 mg
2. 80 kg and above: 80 mg

C. Inhaled zanamivir (Relenza Diskhaler)
a. Contraindications

i. Known hypersensitivity to zanamivir or any component
ii. Underlying respiratory disease or asthma

b. Dosing – all doses to be administered twice daily x 5 days
i. 10 mg (two 5 mg inhalations)

If the patient qualifies for multiple therapies above, the pharmacist shall document the rationale for selecting 
the antiviral therapy dispensed. Documentation may include patient preference, cost, and shared clinical 
decision-making. 

The pharmacy shall ensure that a pharmacist that has entered the Protocol shall monitor the patient for 
continuation or adjustment of therapy, including the following: 

• As clinically appropriate, initiate telephone follow-up within 72 hours of dispensing to assess
the clinical stability, onset of new symptoms, and medication adverse effects.

• If the patient is 65 years of age or older, telephone follow-up is mandatory within 72 hours of
dispensing to assess the above patient status. If an initial follow-up does not result in direct
patient contact, a second telephone follow-up attempt shall be made. Follow-up attempts must
be documented by the pharmacist.

• Refer to a primary care provider or urgent/emergent treatment facility if any of the following are
reported:

o Significant deterioration in condition or new evidence of clinical instability;
o Onset of symptoms inconsistent with influenza or indicative of serious complications of

influenza; or
o Medication adverse effects severe enough to warrant discontinuation.

RECORDKEEPING 

The pharmacist shall create a medication profile record for each patient who is assessed, tested, and/or 
treated for influenza pursuant to this Protocol and shall document the results and dispensing of any 
antibiotic therapy in the prescription record, including documentation of the following: 

• Presenting signs and symptoms of the patient that warranted testing;
• The manufacturer, lot, expiration date, and result of the CLIA-waived point-of-care test used;
• Patient informed consent and counseling provided, including any patient referral;
• Rationale for the antiviral therapy selected, if any, and/or OTC medications recommended

for symptom management;
• Appropriate clinical follow-up, if any; and
• Notifications to other healthcare providers.

A patient record shall be maintained in compliance with 18VAC110-21-46.  Each pharmacist dispensing 
medication pursuant to this Protocol shall record themselves as the prescriber. The record shall be 
maintained such that the required information is readily retrievable and shall be securely stored within the 
pharmacy or electronic pharmacy management system for a period of 6 years from the date of assessment, 
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testing, and/or dispensing. Records may be required to be stored (and may be off-site) for longer periods 
to comply with other state and federal laws. 

COUNSELING 

The pharmacist shall provide counseling to any patient being assessed, tested, and/or treated pursuant to 
this Protocol on the following: 

• Influenza vaccination;
• Appropriate self-care, including symptom control, hygiene, and infection control measures;
• CDC guidelines that a patient with a confirmed diagnosis of influenza should stay home from

work, school, or daycare until they are afebrile (100°F) for at least 24 hours without the use of a
fever-reducing medication and at least 24 hours after starting antiviral therapy;

• Medication counseling; and
• Signs and symptoms that warrant emergency medical care.

NOTIFICATION OF PRIMARY CARE PROVIDER 

In accordance with § 54.1-3303.1 of the Code of Virginia, the pharmacist shall notify the 
patient’s primary care provider, provided that the patient consents to such notification.  If the 
patient does not have a primary care provider, the pharmacist shall counsel the patient regarding 
the benefits of establishing a relationship with a primary health care provider and provide 
information regarding primary health care providers, including federally qualified health 
centers, free clinics, or local health departments serving the area in which the patient is located. 

Each pharmacist that conducts a CLIA-waived point-of-care test shall provide the patient with a 
copy of the test result. 
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Influenza Patient Form 

PATIENT INFORMATION 
Name Date of Birth Age 

 Address Phone Email 

City State Zip County 

Primary Care Provider 

Medication Allergies 

Current Medications (Rx, OTC, herbal, topical, pain or allergy, supplements, vitamins, etc.): 

Treatments tried for current condition (if none, indicate N/A): 

PATIENT ELIGIBILITY 
□ Yes □ No Are you 18 years of age or older?

□ Yes □ No Are you pregnant or breastfeeding?
□ Yes □ No Have you ever been diagnosed with a weakened immune system (e.g., cancer, HIV/AIDS, transplant,
long-term steroids, etc.)? If yes, explain:

□ Yes □ No Do you require supplemental oxygen therapy?

□ Yes □ No Have you taken an antiviral in the last 30 days?

□ Yes □ No Do you have a pending test for your flu-like symptoms (COVID, strep, flu)?

□ Yes □ No Have you tested positive for influenza in the previous four weeks?
When did your flu-like symptoms start? 

□ More than two days ago. □ 2 days ago, yesterday, or today.

Do you have any of the following symptoms (check all that apply)? 
□ Fever    □ Nasal congestion    □   Muscle/body aches    □ Cough    □ Sore Throat
□ Other:
Do you have any of the following? 

□ History of allergic reactions to influenza treatment
□ History of physiologic side effects from any previous influenza treatment

Have you received FluMist or a generic equivalent within the past two weeks? 
□ Yes □ No
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– PHARMACY STAFF ONLY –
PATIENT ASSESSMENT 

Physical Assessment 
(record values) 

Refer to PCP if determined clinically unstable in 
pharmacist professional judgment or any of the following 
criteria: 

Blood Pressure Systolic blood pressure < 90 mmHg or diastolic blood 
pressure < 60 mmHg 

Respiratory Rate Respiratory rate >30 breaths/min (single criteria); 
Respiratory rate >20 breaths/min (dual criteria) 

Oxygen Saturation Oxygen saturation (SpO2) < 90% via pulse oximetry 

Pulse Pulse >125 beats/min (single criteria); Pulse >90 beats/min 
(dual criteria) 

Temperature Temperature > 102 degrees (temporal), > 103 degrees (oral), 
or 
> 104 degrees (tympanic) Fahrenheit (single criteria);
Temperature < 96.8 degrees Fahrenheit (single criteria);
Temperature > 100.4 degrees Fahrenheit (dual criteria)

□ Yes □ No Acute altered mental status Yes 

Patients who do not qualify for CLIA-waived testing under this Protocol shall be referred by the pharmacist to a primary care 
provider or urgent/emergent treatment facility as clinically appropriate. 

Treat using protocol if: 
• Age 18 years or older and able to give informed consent;
• Complaint of any sign or symptom consistent with influenza (fever, myalgia, headache, malaise,

nonproductive cough, sore throat, rhinitis); and
• Reported symptom onset < 48 hours before time of presentation.

Refer to PCP and exclude from testing if: 
• Under 18 years old;
• Pregnant or breastfeeding;
• Immunocompromised state (hematologic malignancy, immunosuppressant drug therapy including

corticosteroids for greater than two (2) weeks, HIV/AIDS);
• A positive influenza test within the previous four weeks;
• Any condition requiring supplemental oxygen therapy;
• Known hypersensitivity to all antiviral therapies for influenza or to any common component of the products;
• Administration of FluMist or generic equivalent within the previous two weeks;
• Patient is receiving hospice or home health services;

Patient has taken an antiviral in the last 30 days;
• Any pending test at any pharmacy, laboratory, medical care facility, or clinic for the patient’s reported

symptoms; or
• Clinical instability of the patient based on the clinical judgment of the pharmacist or:

o Two or more of the following criteria:
 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg;
 Pulse >90 beats/min;
 Respiratory rate >20 breaths/min;
 Temperature < 96.8 degrees Fahrenheit; or
 Temperature > 100.4 degrees Fahrenheit; or
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o Any one of the following criteria:
 Acute altered mental status;
 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg;
 Pulse >125 beats/min;
 Respiratory rate >30 breaths/min;
 Oxygen saturation (SpO2) < 90% via pulse oximetry; or
 Temperature > 102 degrees (temporal), > 103 degrees (oral), or > 104 degrees (tympanic)

Fahrenheit.

CLIA-WAIVED POC TEST RESULT 
□ Positive for influenza (continue)

□ Negative for influenza (refer to PCP + symptomatic treatment)

PATIENT ACTION 
□ Yes □ No Influenza Diagnosed

□ Yes □ No Antiviral Treatment Prescribed

□ Yes □ No Refer to PCP

Therapy Options 
Influenza Adult Treatment 

❏Oral Oseltamivir (Tamiflu)
Dispense: ❑ 75mg #10; No refills
❑ Renal impairment
CrCl > 30 to 60 ml/min: 30mg twice
daily
CrCl > 10 to 30 ml/min: 30mg once
daily

Sig: Take 1 (one) (75mg) by mouth 
twice daily for 5 days 

❏ Inhaled Zanamivir (Relenza
Diskhaler)

Dispense: ❑ 1 inhaler
No refills 

2 inhalations by mouth twice daily for 
5 days 

❏Oral Baloxavir Marboxil (Xofluza)
Dispense: ❑ 40mg x 1
❑ 80mg x1
No refills

Take 1 tablet by mouth now 

PHARMACIST PERFORMING ASSESSMENT AND/OR INITIATING TREATMENT 
Printed Name License Number 

SIGNATURE DATE 
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VIRGINIA BOARD OF PHARMACY 

TUBERCULIN SKIN TESTING ONE-STEP PROTOCOL 

PURPOSE 
This protocol specifies the criteria and procedures for pharmacists to initiate the 
dispensing, administration, and interpretation of the Tuberculin Skin Test (TST) to 
assist in tuberculosis prevention and control. 

 
PHARMACIST EDUCATION AND TRAINING 
Prior to initiating the dispensing, administration, and interpretation of TST under this 
protocol, the pharmacist(s) must successfully complete the following training: 

 The Centers for Disease Control and Prevention Guidelines for Targeted 
Tuberculin Testing1 from a provider accredited by the Accreditation Council for 
Pharmacy Education 

 The Centers for Disease Control and Prevention Core Curriculum on Tuberculosis 
- Chapter 2: Testing for Tuberculosis Infection2 or from a comparable provider 
approved by the Virginia Board of Pharmacy 

Records documenting completion of required training shall be maintained by the pharmacist for 
a minimum of six years following the last patient encounter pursuant to this protocol or 
subsequent iterations for which the training is required. The training records may be stored in 
an electronic database or record as an electronic image that provides an exact, clearly legible 
image of the document or in secured storage either onsite or offsite. All records in off-site storage 
or database shall be retrieved and made available for inspection or audit within 48 hours of a 
request by the board or an authorized agent. 

Prior to initiating the dispensing, administration, and interpretation of TST under this 
protocol, the pharmacist(s) must understand and follow procedures as specified by: 

 The Centers for Disease Control and Prevention Guidelines for Targeted 
Tuberculin Testing 

 Testing and Treatment of Latent Tuberculosis Infection in the United States: 
Clinical Recommendations3: Sections 1 and 2 

 

1 Targeted Tuberculin Testing and Treatment of Latent Tuberculosis Infection ATS/CDC Statement Committee on 
Latent Tuberculosis Infection, June 2000. Available at 
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr4906a1.htm. 
2 CDC Core Curriculum on Tuberculosis: What the Clinician Should Know. Available at 
https://www.cdc.gov/tb/education/corecurr/pdf/CoreCurriculumTB-508.pdf 
https://www.cdc.gov/tb/hcp/education/core-curriculum-on-
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tuberculosis.html 
3 Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations 
Testing and Treatment of Latent Tuberculosis Infection in the United States: A Clinical Guide for Health Care Providers and Public Health Programs 

(NTCA./NSTC, 202). Available at: LTBI Clinical Recommendations 

 
 

Commented [SA(1]: Was ‘Formerly titled Testing and 
Treatment of Latent Tuberculosis Infection in the United 
States: Clinical Recommendations — A Guide for Health 
Care Providers and Public Health Programs’ but now with 
the most recent 3rd Edition, I believe is currently titled 
‘Testing and Treatment of Latent Tuberculosis Infection in 
the United States’. NSTC/NTCA Clinical Guide | November 
2023 

256



Adopted: 9/24/2021 
Effective: 12/22/2021 
Revised: 11/28/2023 

3 

 

 

 Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel: 
Recommendations from the National Tuberculosis Controllers Association and 
CDC, 20194 

 High Burden TB Country List, Virginia Department of Health5 

 
INCLUSION CRITERIA 
Pharmacists acting under this protocol are authorized to initiate the dispensing, 
administration, and interpretation of TSTs to adults aged > 18 years who: 

 Are at increased risk for latent or active tuberculosis disease 
 Need TST documented for school attendance, occupational requirements, insurance 

purposes, or other administrative purposes 

EXCLUSION CRITERIA 
Individuals meeting any of the following criteria: 

 Allergy to any component of the TST or those patients with a previous allergic 
reaction to TST 

 History of severe reaction (necrosis, blistering, anaphylactic shock, or 
ulcerations) to a previous TST 

 Documented active TB or a clear history of treatment for TB infection or disease 
 Extensive burns or eczema at the administration site 
 Live vaccination administered within the last month6 (simultaneous/same-day 

administration of live-vaccines and a TST is acceptable) 
 History of a documented positive TST 
 Any individual who is receiving an initial TST and will be receiving annual TB 

testing and thus is in need of two-step testing (refer to two step testing 
protocol) 

 History of documented previous Bacilli Calmette-Guerin (BCG) vaccine 

 
CONSIDERATIONS 

 Individuals from high-burden TB countries may have received the BCG vaccination 
and not remember, this should be considered when administering the TST. 

 

(NTCA/NTSC, 2021). Available at: https://survey.alchemer.com/s3/6183608/2021-LTBI-Testing-Treatment- 
Publication-Registration 
4 Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel: Recommendations from the 
National Tuberculosis Controllers Association and CDC, 2019. Available at: 
https://www.cdc.gov/mmwr/volumes/68/wr/mm6819a3.htm?s_cid=mm6819a3_w 
5 High Burden TB Country List, Virginia Department of Health. Available at: 
https://www.vdh.virginia.gov/tuberculosis/screening-testing/ 
6 Fact Sheets: Tuberculin Skin Testing. Centers for Disease Control and Prevention. Available at: 
https://www.cdc.gov/tb/publications/factsheets/testing/skintesting.htm  https://www.cdc.gov/tb/publications/factsheets/tes

Commented [AB2]: History of BCG isn’t technically 
exclusionary for using TST, as we understand it. 

Commented [SA(3R2]: While that is true, I seem to 
recollect that this was the stance adopted to avoid having 
the pharmacist getting too much into the weeds of this and 
refer for an IGRA (unless maybe they were comfortable to 
proceed & provide client with the necessary education on 
impact of BCG vaccine within various age groups, so to 
speak). 

Commented [CJ4R2]: I agree and recommend leaving as 
written. 

Commented [SA(5]: Link would have to be changed to 
access the current 3rd edition. See above comment for 
footnote #3 
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ting/Tuberculin_Skin_Testing_Information_for_Health_Care_Providers.pdf 
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 Individuals with a suppressed immune system (HIV, other acute/chronic infections, 
those on certain medications, etc.) may not react to a TST in the way an 
immunocompetent person does. In this instance, a false negative result may be 
possible. 

 Individuals who are contacts of a confirmed positive TB case may seek testing from 
a pharmacist. If a pharmacist becomes aware of this during the risk assessment, 
notification shall be made to the local health department. TST may still be 
performed. 

 
MEDICATIONS 
This protocol authorizes pharmacists to administer TST antigen, also known as purified 
protein derivative (PPD), read, and interpret the TST. The TST is one of two standard 
methods for determining whether a person is infected with Mycobacterium 
tuberculosis. This protocol authorizes the pharmacist to dispense and administer the 
following products with an approved indication for TST. 

Product Mfr. / Dist. NDCs*  

Tubersol Sanofi Pasteur 1mL (10 tests) = 
  49281-752-21  

  5mL (50 tests) = 
  49281-752-22  

Aplisol Parkdale 1 mL (10 tests) = 
  42023-104-05  

  5mL (50 tests) = 
  42023-104-05  

*or any other FDA-approved tuberculin skin test antigen 

 
PROCEDURES FOR INITIATION OF TB SCREENING 
Decision to conduct a TST will be based on relevant medical and social history and 
consideration of contraindications and precautions as outlined in this protocol 
and in the American Thoracic Society (ATC)/CDC Guideline.1 A risk assessment 
should be conducted by the pharmacist prior to initiation of the TST. The form in 
Appendix A can be used to complete the risk assessment. This assessment should 
not be self-administered by the client. The Report of Tuberculosis Screening in 
Appendix B must be completed at the conclusion of the screening. The Report 
(Appendix B) may be provided to the patient and may be subsequently provided 
to an employer, if necessary, and authorized by the patient. If active TB symptoms 
are present or indicated on the TB risk assessment documentation (see Appendix 
A), the patient must be immediately referred to a healthcare provider for further 
evaluation and further advised regarding isolation precautions. 
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The TST is performed by injecting 0.1mL of tuberculin PPD in the inner surface of the 
forearm. The injection should be made with a tuberculin syringe, with the needle bevel 
facing upward. The TST is an intradermal injection. When placed correctly, the 
injection should produce a pale elevation of the skin (a wheal) 6 to 10 mm in diameter 
(see Appendix C for detailed procedures for placing the TST). 

 
PROCEDURES FOR MONITORING AND FOLLOW UP 
The skin test reaction should be read between 48 and 72 hours after administration. 
Schedule an appointment for the reading at the time the TST is administered. An 
individual who does not return within 72 hours will need to be rescheduled for another 
skin test. The reaction should be measured in millimeters of the induration (palpable, 
raised, hardened area or swelling). The reader should not measure erythema 
(redness). The diameter of the indurated area should be measured across the forearm 
(perpendicular to the long axis) and recorded as millimeters of induration. 

 
Interpretation and classification of TST results is determined by diameter of induration and 
consideration of risk factors as outlined in Testing and Treatment of Latent Tuberculosis 
Infection in the United States: Clinical Recommendations (NTCA/NTSC, 2021) 3 (Appendix 
D). If active TB symptoms are present or indicated on the TB risk assessment 
documentation (see Appendix A), patients must be immediately referred to a healthcare 
provider for further evaluation and further advised regarding isolation precautions. 

 
COUNSELING REQUIREMENTS 
Individuals receiving TST will receive counseling regarding: 

 Need to return in 48-72 hours for interpretation of the TST 
 If mild itchiness occurs, avoid scratching the site. Do not use creams or other 

treatments to treat the itchiness. 
 Redness may develop. This is a normal reaction, avoid using creams or other 

treatments. 
 Result of the TST 
 Need for confirmatory evaluation and a chest X-ray following a positive TST result 
 Between an initial positive TST and confirmatory evaluation, the patient may carry on 

normal activity unless showing signs and symptoms of active TB disease. 
 If active TB symptoms are present or indicated on the TB risk assessment 

documentation (Appendix A), the patient must be immediately referred to a 
healthcare provider for further evaluation and further advised regarding isolation 
precautions. 

 
DOCUMENTATION 
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Pharmacists will document via prescription or medical record each person who 
receives a TST under this protocol including: 

1. Documentation for the dispensing of prescription medication; and 
documentation that the individual receiving the TST was provided with the 
required counseling and referral information pursuant to this protocol. 

2. Documentation of the completion of the risk assessment, date and time of test 
placement, date and time of test reading, results and interpretation must be 
maintained by the pharmacist and provided to the patient and shall include 
both the millimeters of induration and interpretation of the test (negative or 
positive). 

3. Individual test results, either positive or negative, may be provided to 
others upon the individual’s request. This can include employers when 
testing is provided as a requirement of employment. The Report of TB 
Screening is included in Appendix B. The individual should sign a release of 
information indicating the individual’s consent that this information can be 
shared (refer to the Patient Authorization section in Appendix A). 

4. Certain laws or regulations may preclude a pharmacist from signing 
documentation for an individual to certify the individual has been examined 
and is free of tuberculosis. This should be ascertained prior to 
administration of the TST. The individual may have to be referred back to 
their primary care provider to obtain necessary certification. 

NOTIFICATION AND REFERRAL 
Prior to screening the patient for TB, the patient must complete and sign the Patient 
Authorization section of Appendix A authorizing the pharmacist to notify the primary 
health care provider or local health department of a positive TST result. If the patient 
refuses such authorization, the pharmacist shall not screen the patient for TB and shall 
refer the patient to a primary health care provider for evaluation. If the patient does 
not have a primary health care provider, the pharmacist shall counsel the patient 
regarding the benefits of establishing a relationship with a primary health care provider 
and provide information regarding primary health care providers, including federally 
qualified health centers, free clinics, or local health departments serving the area in 
which the patient is located. 

 
Pursuant to § 54.1-3303.1 of the Code of Virginia, a pharmacist who administers PPD 
for a TST shall notify the patient's primary health care provider that the pharmacist has 
administered a TST and inform the provider of the test results within three (3) business 
days, provided that the patient consents to such notification. If the patient does not 
have a primary health care provider, the pharmacist shall counsel the patient regarding 
the benefits of establishing a relationship with a primary health care provider and 
provide information regarding primary health care providers, including federally 
qualified health centers, free clinics, or local health departments serving the area in 
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which the patient is located. 
Note: A pharmacy may create and use an electronic format of this protocol if the 
questions and process are identical to the Board-adopted protocol. 
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Appendix A 

Adopted by Virginia Board of Pharmacy: 9/24/2021; Effective Date: 12/22/2021 

 

 

VIRGINIA BOARD OF PHARMACY TUBERCULOSIS RISK ASSESSMENT FORM 
(For Pharmacist Use When Screening Patient; Not intended to be a Self-Screening Document) 

 
Name:     Today’s Date:   Weight:   
Date of Birth:   Age:   Healthcare Provider’s Name:     
Healthcare Provider’s Telephone, Fax, or Email:      
Any Allergies to Medications? Yes / No  If yes, list here:       

 
Are you required to have a Tuberculosis (TB) Risk Assessment or Tuberculin Skin Test (TST) for your job, school, or 
other mandatory reason? 
If yes, specify reason?   

Yes □ No□ 

If YES, ensure pharmacists may legally sign document certifying assessment or TST results for intended purpose. If pharmacist 
may not legally certify, refer patient to PCP. 

If NO, proceed with completing form. 
 
Patient Authorization: 
I hereby authorize the pharmacist to perform the TB Risk Assessment and administer the TST, if warranted. I agree that the results of 
this test may be shared with other health care providers. I acknowledge that I have received the Notice of Privacy Practices. I 
understand that: this information will be used by health care providers for care and not for statistical purposes only; this information 
will be kept confidential; medical records must be kept at a minimum of six years following the last patient encounter except for (i) 
records that have previously been transferred to another practitioner or health care provider or provided to the patient or the patient’s 
personal representative, or (ii) records that are required by contractual obligation or federal law to be maintained for a longer period 
of time. 
 
I agree to return to the pharmacy located at   
to have the results of the test read by the pharmacist on this date . 
 
I further authorize the pharmacist to notify the following of a positive TB Skin Test (choose one): 
 
☐ Primary Care Physician:     

(First & Last Name)  ( Tel. #) 
☐ Local Free Clinic ☐ Local Federally-Qualified Healthcare Center 
 
Patient Printed Name:  Date:  
Patient Signature:    Date:   

If patient does not agree to Patient Authorization section, refer patient to PCP. 

Screening for TB Symptoms:  
1. Do you have coughing that has lasted for more than 3 weeks? Yes □ No□ 

2. Are you coughing up blood or mucous? Yes □ No□ 

3. Do you have a fever? Temperature reading:  Yes □ No□ 

4. Have you experienced unintentional weight loss? Yes □ No □ 

5. Do you have a loss of appetite? (evaluate symptoms 5, 6, and 7 in context) Yes □ No □ 

6. Are you experiencing night sweats? (evaluate symptoms 5, 6, and 7 in context) Yes □ No □ 

7. Do you have fatigue? (evaluate symptoms 5, 6, and 7 in context) Yes □ No □ 
If patient answered YES to at least one of the questions above (taking 5, 6, and 7 in context), stop here and refer patient to PCP. 

If patient answered NO to all of the questions above, proceed with completing this form. 
 

Screening for TB History: 
8. Have you ever been treated for TB Disease/Latent Tuberculosis Infection (LTBI)? Yes □ No□ 
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9. Have you ever had a documented prior positive test for TB infection? 

If yes, date of positive test (if known):  Type of Test: ☐ TST/IGRA ☐ TST 
Reading: mm 
If yes to prior positive test, did you have a chest radiograph performed after the positive test? 
CXR date (if known):  Results: ☐ Normal ☐ Abnormal 
If chest radiograph was normal after positive test, did you receive LTBI treatment? 

Yes □ 
 
 

Yes □ 
 

Yes □ 

No□ 
 

No□ 

No□ 

If YES to prior positive TB test, those seeking testing for administrative purposes must have documentation of the past prior 
positive TB test otherwise testing will still be required for work clearance. 

If YES to prior positive TB test, and NO subsequent chest radiograph performed, refer patient to PCP. 
If YES to prior positive TB test and YES to subsequent NORMAL chest radiograph, no repeat TB testing is indicated if 

asymptomatic; refer for LTBI treatment if previously untreated. 
If NO prior positive TB test, proceed with completing this form. 

 
Screening for TB Infection Risk 

10. Have you had close contact to someone with known or suspected active TB disease at any time? Name 
of source case:  

Yes □ No□ 

If YES, report to local health department. TST may still be performed. 
If NO, proceed with completing this form. 

 
Screening for High Burden TB Countries: 

11. Were you born in a country outside of the United States? 
If yes, which country?   

Yes □ No□ 

12. Have you traveled or resided in a country outside of the United States for 3 months or longer? 
If yes, which country?   

Yes □ No□ 

13. Have you traveled or resided in a country outside of the United States for the purpose of receiving 
medical treatment? 
If yes, which country?   

Yes □ No□ 

Refer to current VDH High Burden TB Countries list. If YES and born in or traveled to/resided in country on list > 3 months, refer 
to BCG vaccination status. If BCG vaccinated, refer for IGRA. For others, TST may still be performed. 

If NO or country did not appear on list, proceed with completing this form. 
Screening for BCG 

14. Were you ever administered the BCG vaccination? Yes □ No□ 

If YES, refer. 
If NO, proceed with completing form. 

 
 

Assessing Other Risks for Acquiring LTBI 
15. Do you reside or work in a high TB risk congregate setting (e.g., correctional facility, nursing home, and 

long-term care facilities for elderly, mentally ill, or persons living with AIDS)? 
Yes □ No □ 

16. Are you a healthcare worker who serves high-risk clients? 
NOTE: Stop and refer patient to local health department if screening is part of an ongoing contact 
investigation within the facility approved by the local health department. 

Yes □ No □ 

17. Have you experienced homelessness within the past two years? Yes □ No □ 

18. Do you inject drugs for recreational use or use crack cocaine? Yes □ No □ 

19. Do you have a regular health care provider? 
Have you received medical care within the last two years? 
If NO to both questions, patient is considered medically underserved. 

Yes □ No □ 
Yes □ No □ 

If YES to any of the questions (#15-18) or if the patient is medically underserved, and screening is NOT part of an ongoing contact 
investigation within a facility approved by the local health department, a TST is indicated. 

If NO to questions #15-18 and patient is not medically underserved, proceed with completing form. 

 
Assessing Risk for Developing TB Disease if Infected 

20. Have you been diagnosed with HIV infection? Yes □ No □ 
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21. Are you at risk for HIV infection? 

If YES, recommend an HIV test. Administer TST even if patient refuses HIV test or consider referral for 
IGRA testing. 

Yes □ No □ 

22. Were you recently infected with Mycobacterium tuberculosis? Yes □ No □ 

23. Do you have any of the following medical conditions: 
- Low body weight due to chronic malabsorption syndromes? 
- Lung disease silicosis caused by breathing in tiny bits of silica? 
- Diabetes? 
- End stage renal disease or on hemodialysis? 
- Head or neck cancer? 
- Leukemia? 
- Lymphoma? 
- Hematologic or reticuloendothelial disease? 

 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 

 
No □ 
No □ 
No □ 
No □ 
No □ 
No □ 
No □ 
No □ 

24. Have you ever had any of the following procedures: 
- Gastrectomy? 
- Intestinal bypass? 
- Solid organ transplant (e.g., kidney, liver, heart, lung, intestines, pancreas)? 

 
Yes □ No □ 
Yes □ No □ 
Yes □ No □ 

25. Do you receive treatment with TNF-alpha antagonists (e.g., infliximab, etanercept), steroids (equivalent 
of prednisone > 15mg/day for > 1 month) or other immunosuppressive medication? 

 
Yes □ 

 
No□ 

If YES to any of the questions in this section, TST test is indicated. If YES to HIV positive questions or on immunosuppressive 
therapy, consider referal for IGRA testing. 

 

Note: Retesting should only occur in persons who previously tested negative and have new risk factors since last assessment. 
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Report of Tuberculosis Screening 

 
Name:   Date of Birth:   Date:   

TO WHOM IT MAY CONCERN: The above individual has been evaluated by (PRINT OR TYPE): 
Name of Pharmacist:    
Name of Pharmacy:   Tel. #:   
Pharmacy Address:     
TB Screening and/or Testing Conclusions 

I. No Symptoms or Risks Identified on TB Risk Assessment 
☐ A tuberculin skin test (TST) is not indicated at this time due to the absence of symptoms suggestive of active TB, no risk factors 
identified for infection or for developing active TB if infected, and no known recent contact with active TB. Health care workers 
employed in a low risk facility according to CDC “Guidelines for Preventing the Transmission of Mycobacterium tuberculosis in 
Health-Care Settings, 2005” do not need annual testing. 
☐ The individual has a history of TB infection. Follow-up chest x-ray is not indicated at this time due to the absence of symptoms 
suggestive of active TB. 
If one of these two statements applies, select the appropriate statement and skip to section IV and select statement “A”. 

If neither statement applies, go to section II. 
If in a health care setting that requires a test for TB infection but no symptoms are present, go to Section III. 

II. Symptoms Consistent with Potential Tuberculosis are Present 
Call the local health department to refer the person for further TB evaluation immediately. This notification is necessary even 
when the individual prefers to pursue an evaluation privately. Advise of isolation precautions. Proceed to section IV and select 

statement “B”. If there are no symptoms consistent with TB, go to section III. 

III. Testing for TB Infection via Tuberculin Skin Test (record both tests if a 2-step TST was required) 
#1 TST Lot:   Date Administered:   Time:  Site:    
Pharmacist Name:      
Date read:   Time:  Results:  mm  Interpretation: Negative ☐ Positive ☐ 

Pharmacist Name:   
 

#2 TST Lot:   Date Administered:   Time:   Site:    
Pharmacist Name:      
Date read:   Time: Results:  mm  Interpretation: Negative ☐ Positive ☐ 

Pharmacist Name:   
If test(s) above are negative, proceed to section IV and select statement “A”. 
If test(s) above are positive, proceed to section IV and select statement “B”. 

IV. TB Screening/Testing Conclusion 
☐ A. Based on the TB Screening and/or TST, the individual listed above does not demonstrate a risk of having tuberculosis in a 
communicable form. 
☐ B. Active tuberculosis cannot be ruled out in the individual listed above. The individual was counseled and referred to (check 
all that apply): 

☐ Primary Care Provider (Name):   (Tel.)   
☐ Local Health Department (Name):  (Tel.)   
☐ Provided Contact Information for Primary Health Care Providers 

 
This individual should be treated by a PCP for: 
☐ Evaluation for Active TB Disease Based on Symptoms (pharmacist must immediately call local health department); 
☐ Prior Positive Test with No Subsequent Normal Chest Radiograph; 
☐ Prior Positive Test with Normal Chest Radiograph, but LTBI Previously Untreated; 
☐ IGRA since Individual Born in High Burden TB Country; 
☐ IGRA since Individual has Received BCG; 
☐ IGRA since Individual is Immunocompromised or on Immunosuppressive Therapy; 
☐ Positive TST Result. 
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Appendix F. Quality control (QC) procedural observation checklists 

Quality Control (QC) Procedural Observation Checklist for Placing Tuberculin Skin Tests (TSTs) — Mantoux Method 
 

Date   Trainer (QC by)   Trainee (TST placed by)   
 

 
 

1. Preliminary 

  Uses appropriate hand hygiene methods before starting. 
  Screens patient for contraindications (severe adverse 

reactions to previous TST).* 
  Uses well-lit area. 

  Holds needle bevel-up and tip at 5°–15° angle to skin. 
  Inserts needle in first layer of skin with tip visible beneath skin. 
  Advances needle until entire bevel is under the first layer of skin. 
  Releases stretched skin. 
  Injects entire dose slowly. 
  Forms wheal, as liquid is injected. 

2. Syringe† filled with exactly 0.1 mL of 5 tuberculin units (TU)   Removes needle without pressing area. 
purified protein derivative (PPD) antigen§ 

  Removes antigen vial from refrigeration and confirms that it is 
5 TU PPD antigen.¶ 

  Checks label and expiration date on vial. 

  Activates safety feature of device per manufacturer’s 
recommendations, if applicable. 

  Places used needle and syringe immediately in puncture- 
resistant container without recapping needle. 

  Marks opening date on multidose vial.   Immediately measures wheal to ensure 6–10 mm in diameter 

  Fills immediately after vial removed from refrigeration. 
  Cleans vial stopper with antiseptic swab. 
  Twists needle onto syringe to ensure tight fit. 
  Removes needle guard. 
  Inserts needle into the vial. 
  Draws slightly over 0.1 mL of 5 TU PPD into syringe. 
  Removes excess volume or air bubbles to exactly 0.1 mL of 

5 TU PPD while needle remains in vial to avoid wasting of 
antigen. 

  Removes needle from vial. 
  Returns antigen vial to the refrigerator immediately after filling. 

3. TST administration site selected and cleaned 

(Actual wheal measurement  mm). 
  If blood or fluid is present, blots site lightly with gauze or cotton 

ball. 
  Discards used gauze or cotton ball according to local standard 

precautions. 
  If the TST is administered incorrectly (too deeply or too 

shallow) and the wheal is inadequate (<6 mm), a new TST 
should be placed immediately. Applying the second TST on 
the other arm or in a different area of the same arm (at least 
2 inches from the first site) is preferable so that the TST result 
will be easier to read. 

  Documents all information required by the setting (e.g., date 
and time of TST placement, person who placed TST, location 
of injection site and lot number of tuberculin). 

  Selects upper third of forearm with palm up ≥2 inches from   Uses appropriate hand hygiene methods after placing TST. 
elbow, wrist, or other injection site.** 

  Selects site free from veins, lesions, heavy hair, bruises, 
scars, and muscle ridge. 

5. Explanation to the client regarding care instructions for the 
injection site 

  Cleans the site with antiseptic swab using circular motion   The wheal (bump) is normal and will remain about 10 minutes. 
from center to outside. 

  Allows site to dry thoroughly before administering antigen. 

4. Needle inserted properly to administer antigen 

  Rests arm on firm, well-lit surface. 
  Stretches skin slightly.†† 

  Do not touch wheal; avoid scratching. 
  Avoid pressure or bandage on injection site. 
  Rare local discomfort and irritation does not require treatment. 
  May wash with soap and water (without pressure) after 1 hour. 
  No lotions or liquids on site, except for light washing, as above. 
  Keep appointment for reading. 

 
 

* Severe adverse reactions to the TST are rare but include ulceration, necrosis, vesiculation, or bullae at the test site, or anaphylactic shock, which is sub- 
stantially rare. These reactions are the only contraindications to having a TST administered. 

† Use a ¼–½-inch 27-gauge needle or finer, disposable tuberculin (preferably a safety-type) syringe. 
§ Prefilling syringes is not recommended. Tuberculin is absorbed in varying amounts by glass and plastics. To minimize reduction in potency, tuberculin should 

be administered as soon after the syringe has been filled as possible. Following these procedures will also help avoid contamination. Test doses should 
always be removed from the vial under strictly aseptic conditions, and the remaining solution should remain refrigerated (not frozen). Tuberculin should be 
stored in the dark as much as possible and exposure to strong light should be avoided. SOURCE: American Thoracic Society, CDC, Infectious Disease 
Society of America. Diagnostic standards and classification of tuberculosis in adults and children. Am J Respir Crit Care Med 2000;161:1376–95. 

¶ Preventing tuberculin antigen and vaccine (e.g., Td toxoid) misadministration is important. Measures should include physical separation of refrigerated prod- 
ucts, careful visual inspection and reading of labels, preparation of PPD for patient use only at time of testing, and improved record keeping of lot numbers 
of antigens, vaccines, and other injectable products. SOURCE: CDC. Inadvertent intradermal administration of tetanus toxoid–containing vaccines instead 
of tuberculosis skin tests. MMWR 2004;53:662–4. 

** If neither arm is available or acceptable for testing, the back of the shoulder is a good alternate TST administration site. 
SOURCE: National Tuberculosis Controllers Association, National Tuberculosis Nurse Consultant Coalition. Tuberculosis nursing: a comprehensive guide 
to patient care. Smyrna, GA: National Tuberculosis Controllers Association; 1997. 

†† Stretch skin by placing nondominant hand of health-care worker (HCW) on patient’s forearm below the needle insertion point and then applying traction in 
the opposite direction of the needle insertion. Be careful not to place the nondominant hand of the HCW opposite the administration needle if the patient 
is likely to move during the procedure, which might cause an accidental needle-stick injury to the HCWs. In children and others who are likely to move dur- 
ing the procedure, certain trainers prefer stretching the skin in the opposite direction of the needle insertion by placing the nondominant hand of the HCW 
under the patient’s forearm. This method should not be used for persons with poor skin turgor. 

 
 

Scoring:   or Y = Yes X or N = No NA = Not Applicable 
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Appendix F. (Continued ) Quality control (QC) procedural observation checklists 

Quality Control (QC) Procedural Observation Checklist for Reading Tuberculin Skin Test (TST) Results — Palpation Method 
 

Date   Trainer (QC by)   Trainee (TST placed by)   
 

 
 

1. Preliminary 

  Uses appropriate hand hygiene methods before starting. 
  Keeps fingernails shorter than fingertips to avoid misreading 

TST result. 
  Keeps TST reading materials at hand (eyeliner pencil or 

ballpoint pen,* and ruler). 
  Uses well-lit area. 
  Inspects for the site of the injection. 

2. Palpate — finding margin ridges (if any) 

  Palpates with arm bent at elbow at a 90° angle. 
  Lightly sweeps 2-inch diameter from injection site in four 

directions. 
  Uses zigzag featherlike touch. 
  Repeats palpation with arm bent at elbow at a 45° angle to 

determine presence or absence of induration. 

If induration is present, continue with these steps†: 
 

3. Placing marks 

  Holds palm over injection site. 
  Cleanse site with antiseptic swab using circular motion from 

center to outside. 
  Uses fingertips to find margins of the induration. 
  Marks the induration by placing small dots on both sides of the 

induration. 
  Inspects dots, repeats finger movements toward indurated 

margin, and adjusts dots if needed. 

  Marks dots transverse (perpendicular) to long axis of forearm. 

4. Placing and reading ruler 

  Places the “0” ruler line inside the edge of the left dot. Reads 
the ruler line inside right dot edge (uses lower measurement if 
between two gradations on millimeter scale) (Figure 1). 

  Uses appropriate hand hygiene methods after reading TST 
result. 

5. Documenting results 

  Records all TST results in millimeters, even those classified 
as negative. Does not record only as “positive” or “negative.” 
Records the absence of induration as “0 mm.” 

  Correctly records results in mm; only a single measured 
induration in mm should be recorded. 
Trainee’s measurement   mm. 
Trainer’s (gold standard) measurement   mm. 
Trainee’s result within 2 mm of gold standard reading?§ 

Yes   No   

 
NOTE: In rare instances, the reaction might be severe (vesiculation, 
ulceration, or necrosis of the skin). Report severe adverse events to the 
FDA MedWatch Adverse Events Reporting System (AERS), telephone: 
800-FDA-1088; fax: 800-FDA-0178; http://www.fda.gov/medwatch report 
form 3500, Physicians’ Desk Reference. 

 
 

* A fine-tipped eyeliner pencil or ballpoint pen can be used as a marker. An eyeliner pencil is useful for TST training and for blinded independent duplicate 
readings (BIDRs) because the dots are easy to remove with a dot of lubricant (e.g., baby oil). Alternative TST result reading methods have been described, 
including the pen method. 

† If induration is not present, record the TST result as 0 mm and go to the end of this form (Documenting results). 
§ For example, if the TST trainer reads the TST result (the gold standard reading) as 11 mm, the trainee’s TST reading should be between 9–13 mm to be 

considered correct. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Scoring:   or Y = Yes X or N = No NA = Not Applicable 
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The TST reading should be based on measurement of induration, not erythema, using a 
Mantoux skin test ruler. The diameter of induration should be measured transversely to the 
long axis of the forearm and recorded in millimeters. Record no induration as zero (0) 
millimeters. 

 
Classification of the Tuberculin Skin Test Reaction1 

 

>5 mm Induration >10 mm Induration >15 mm Induration 

Considered positive in the 
following persons: 
● Persons living with the 

human immunodeficiency 
virus (HIV) 

● Recent contacts of a person 
with Tuberculosis (TB) 
disease 

● Persons with a chest 
radiography (CXR) findings 
suggestive of previous TB 
disease 

● Patients with organ 
transplants 

● Persons who are 
immunosuppressed for other 
reasons (e.g., prolonged 
therapy with corticosteroids 
equivalent of >15 mg per day 
of prednisone for for 1 
month or longer or those 
taking tumor necrosis factor- 
alpha [TNF-alpha] 
antagonists) 

Considered positive in the 
following persons: 
● Persons born in countries 

where TB disease is common 
including Mexico, the 
Philippines, Vietnam, India, 
China, Haiti, and Guatemala, 
or other countries with high 
rates of TB 

● Persons with substance use 
disorders 

● Mycobacteriology laboratory 
personnel 

● Residents and employees of 
high-risk congregate settings 
such as nursing homes, 
homeless shelters, or 
correctional facilities 

● Persons with certain medical 
conditions that place them 
at high risk for TB, such as 
silicosis, diabetes mellitus, 
severe kidney disease, 
certain types of cancer, and 
certain intestinal conditions 

● Persons <90% of ideal body 
weight 

● Children aged <5 years 
● Infants, children, and 

adolescents exposed to 
adults in high-risk categories 

Considered positive in any 
person, including ducing 
persons with no known risk 
factors for TB. 

*All tests should be interpreted based on patient risk and test characteristics. 

A negative TST result does not exclude LTBI or active TB disease. 

 
 

1 Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations, Appendix 
1: Interpretation of Test Results.(NTCA/NTSC, 2021). Available at: https://survey.alchemer.com/s3/6183608/2021- 
LTBI-Testing-Treatment-Publication-Registration 

Commented [SA(6]: Is this a typo and rather meant 
‘including’? 

Commented [CJ7R6]: yes 
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Measure TSTs Transversely 

CDC LTBI: A Guide for Primary Health Care Providers 

https://www.cdc.gov/tb/publications/ltbi/pdf/LTBIbooklet508.pdf 
https://www.cdc.gov/tb/hcp/education/latent-tb-infection-guide-primary-care-providers.html 
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VIRGINIA BOARD OF PHARMACY 

 
TUBERCULIN SKIN TESTING TWO-STEP PROTOCOL: 

FOR INITIAL TESTING IN ADULTS WHO MAY BE UNDERGOING ANNUAL TESTING 

 
PURPOSE 
This protocol specifies the criteria and procedures for pharmacists to initiate the 
dispensing, administration, and interpretation of the Tuberculin Skin Test (TST) to 
assist in tuberculosis prevention and control. The two-step testing will help in 
reducing the likelihood that a boosted reaction to a subsequent TST will be 
misinterpreted as a recent infection. 

 
PHARMACIST EDUCATION AND TRAINING 
Prior to initiating the dispensing, administration, and interpretation of a TST under this 
protocol, the pharmacist(s) must successfully complete the following training: 

 The Centers for Disease Control and Prevention Guidelines for Targeted 
Tuberculin Testing1 from a provider accredited by the Accreditation Council for 
Pharmacy Education 

 The Centers for Disease Control and Prevention Core Curriculum on Tuberculosis 
- Chapter 2: Testing for Tuberculosis Infection2 or from a comparable provider 
approved by the Virginia Board of Pharmacy 

 
Records documenting completion of required training shall be maintained by the pharmacist for 
a minimum of six years following the last patient encounter pursuant to this protocol or 
subsequent iterations for which the training is required. The training records may be stored in 
an electronic database or record as an electronic image that provides an exact, clearly legible 
image of the document or in secured storage either onsite or offsite. All records in off-site storage 
or database shall be retrieved and made available for inspection or audit within 48 hours of a 
request by the board or an authorized agent. 

Prior to initiating the dispensing, administration, and interpretation of a TST under this 
protocol, the pharmacist(s) must understand and follow procedures as specified by: 

 The Centers for Disease Control and Prevention Guidelines for Targeted 
Tuberculin Testing 

 

1 Targeted Tuberculin Testing and Treatment of Latent Tuberculosis Infection ATS/CDC Statement Committee on 
Latent Tuberculosis Infection, June 2000. Available at 
https://www.cdc.gov/mmwr/preview/mmwrhtml/rr4906a1.htm. 
2 CDC Core Curriculum on Tuberculosis: What the Clinician Should Know. Available at 
https://www.cdc.gov/tb/education/corecurr/pdf/CoreCurriculumTB-508.pdf 
https://www.cdc.gov/tb/hcp/education/core-curriculum-on-
tuberculosis.html 
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 Testing and Treatment of Latent Tuberculosis Infection in the United States: 
Clinical Recommendations3: Sections 1 and 2 

 Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel: 
Recommendations from the National Tuberculosis Controllers Association and 
CDC, 20194 

 High Burden TB Country List, Virginia Department of Health5 
 

INCLUSION CRITERIA 
Pharmacists acting under this protocol are authorized to initiate the dispensing, 
administration, and interpretation of TSTs to adults aged > 18 years who are receiving 
initial TB skin testing and may continue to receive an annual TST for employment 
purposes. The 2020 CDC Guidelines for Screening, Testing and Treatment of Healthcare 
Personnel no longer include a recommendation for serial screening for the majority of 
healthcare personnel after the initial screening, unless they fall into a particular high 
risk group (e.g., pulmonologists) or there is an exposure or on-going transmission at the 
healthcare facility6. 

 
EXCLUSTIONEXCLUSION CRITERIA 
Individuals meeting any of the following criteria: 

 Allergy to any component of the TST or those patients with a previous allergic 
reaction to a TST 

 History of severe reaction (necrosis, blistering, anaphylactic shock, or 
ulcerations) to a previous TST 

 Documented active TB or a clear history of treatment for TB infection or 
disease 

 Extensive burns or eczema at the administration site 
 Live vaccination administered within the last month7 (simultaneous/same-day 

administration of live-vaccines and a TST is acceptable) 
 History of a positive TST 

 

3 Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations 
(NTCA/NTSC, 2021). Available at: https://survey.alchemer.com/s3/6183608/2021-LTBI-Testing-Treatment- 
Publication-Registration 
Testing and Treatment of Latent Tuberculosis Infection in the United States: A Clinical Guide for Health Care Providers and Public Health Programs 

(NTCA./NSTC, 202). Available at: LTBI Clinical Recommendations 

4 Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel: Recommendations from the 
National Tuberculosis Controllers Association and CDC, 2019. Available at: 
https://www.cdc.gov/mmwr/volumes/68/wr/mm6819a3.htm?s_cid=mm6819a3_w 
5 High Burden TB Country List, Virginia Department of Health. Available at: 
https://www.vdh.virginia.gov/tuberculosis/screening-testing/ 
6 Tuberculosis Screening, Testing, and Treatment of U.S. Health Care Personnel: Recommendations from the 
National Tuberculosis Controllers Association and CDC, Available at: 
https://www.cdc.gov/mmwr/volumes/68/wr/mm6819a3.htm?s_cid=mm6819a3_w 
7 Fact Sheets: Tuberculin Skin Testing. Centers for Disease Control and Prevention. Available at: 
https://www.cdc.gov/tb/publications/factsheets/testing/skintesting.htm 
https://www.cdc.gov/tb/publications/factsheets/testing/Tuberculin_Skin_Testing_Information_for_Health_Care_Prov
iders.pdf 
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 History of documented previous Bacilli Calmette-Guerin (BCG) vaccine 

 
CONSIDERATIONS 

 Individuals from high-burden TB countries may have received the BCG vaccine and 
not remember, this should be considered when administering the TST. 

 Individuals with a suppressed immune system (HIV, other acute/chronic infections, 
those on certain medications, etc.) may not react to a TST in the way an 
immunocompetent person does. In this instance, a false negative result may be 
possible. 

 Individuals who are contacts of a confirmed positive TB case may seek testing from 
a pharmacist. If a pharmacist becomes aware of this during the risk assessment, 
notification shall be made to the local health department. TST may still be 
performed. 

 
MEDICATIONS 
This protocol authorizes pharmacists to administer tuberculin skin test antigen, also 
known as purified protein derivative (PPD), read, and interpret the TST. TST is one of 
two standard methods for determining whether a person is infected with 
Mycobacterium tuberculosis. This protocol authorizes the pharmacist to dispense and 
administer the following products with an approved indication for TST. 

 
Product Mfr. / Dist. NDCs* 
Tubersol Sanofi Pasteur 1mL (10 tests) = 

49281-752-21 
5mL  (50  tests)  = 
49281-752-22 

Aplisol Parkdale 1 mL (10 tests) = 
42023-104-05 
5mL (50 tests) = 
42023-104-05 

*or any other FDA-approved tuberculin skin test antigen 

 
PROCEDURES FOR INITIATION OF TB SCREENING 
Decision to conduct a TST will be based on relevant medical and social history and 
consideration of contraindications and precautions as outlined in this protocol and in 
the American Thoracic Society (ATS)/CDC Guideline.1 In addition, the need for periodic 
retesting and the presence of individual risk factors for occupational exposures will be 
used to determine the need for two-step testing. A risk assessment should be 
conducted by the pharmacist prior to initiation of the TST. The form in Appendix A can 
be used to complete the risk assessment. This assessment should not be self- 

Commented [AB1]: History of BCG isn’t technically 
exclusionary for using TST, as we understand it. 

Commented [CJ2R1]: Recommend keeping.  See 
comments in one-step protocol. 

274



Adopted: 9/24/2021 
Effective: 12/22/2021 
Revised: 11/28/2023 

 

 

administered by the client. The Report of Tuberculosis Screening in Appendix B must 
be completed at the conclusion of the screening. The Report (Appendix B) may be 
provided to the patient and may be subsequently provided to an employer, if 
necessary, and authorized by the patient. If active TB symptoms are present or 
indicated on the TB risk assessment documentation (see Appendix A), the patient must 
be immediately referred to a healthcare provider for further evaluation and further 
advised regarding isolation precautions 

 
The TST is performed by injecting 0.1mL of tuberculin PPD in the inner surface of the 
forearm. The injection should be made with a tuberculin syringe, with the needle bevel 
facing upward. The TST is an intradermal injection. When placed correctly, the injection 
should produce a pale elevation of the skin (a wheal) 6 to 10 mm in diameter (see 
Appendix C for detailed procedures for placing the TST). 

 
PROCEDURES FOR MONITORING AND FOLLOW UP 
The skin test reaction should be read between 48 and 72 hours after administration. 
Schedule an appointment for the reading at the time the TST is administered. An 
individual who does not return within 72 hours will need to be rescheduled for another 
skin test. The reaction should be measured in millimeters of the induration (palpable, 
raised, hardened area or swelling). The reader should not measure erythema 
(redness). The diameter of the indurated area should be measured across the forearm 
(perpendicular to the long axis) and recorded as millimeters of induration. 

 
Interpretation and classification of TST results is determined by diameter of induration 
and consideration of risk factors as outlined in ATS/CDC Guideline1 (Appendix D ). If 
active TB symptoms are present or indicated on the TB risk assessment documentation 
(see Appendix A), patients must be immediately referred to a healthcare provider for 
further evaluation and further advised regarding isolation precautions. 

 
An initial positive reaction is considered a TB infection and a second TST is not required. 
The patient will need to receive a chest x-ray and additional evaluation to rule out active 
TB disease. An initial negative reaction requires a retest 1-3 weeks after the initial TST. 
Upon retesting, a negative reaction suggests the patient does not have a TB infection, in 
which case a TST can be repeated annually, if required. However, a positive reaction 
after retesting is considered a boosted reaction due to a TB infection that occurred a 
long time ago. In this case, the patient will need to receive a chest x-ray and additional 
evaluation to rule out active TB disease. A referral is required for this follow-up and so 
that treatment considerations can be made if latent TB infection is diagnosed (see 
Appendix E)2. 

COUNSELING REQUIREMENTS 
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Individuals receiving TST will receive counseling regarding: 
 Need to return in 48-72 hours for interpretation of the TST 
 If mild itchiness occurs, avoid scratching the site. Do not use creams or other 

treatments to treat the itchiness. 
 Redness may develop. This is a normal reaction, avoid using creams or other 

treatments. 
 Result of the TST 
 Need for a second TST in 1-3 weeks if the initial result is negative 
 Need for confirmatory evaluation and a chest X-ray following a positive TST result 
 Between an initial positive TST and confirmatory evaluation, the patient may carry 

on normal activity unless showing signs and symptoms of active TB disease. 
 If active TB symptoms are present or indicated on the TB risk assessment 

documentation (Appendix A), the patient must be immediately referred to a 
healthcare provider for further evaluation and further advised regarding isolation 
precautions. 

DOCUMENTATION 
Pharmacists will document via prescription or medical record each person who 
receives a TST under this protocol including: 

1. Documentation for the dispensing of prescription medication; and 
documentation that the individual receiving the TST was provided with the 
required education and referral information pursuant to this protocol. 

2. Documentation of the completion of the risk assessment, date and time of test 
placement, date and time of test reading, results and interpretation must be 
maintained by the pharmacist and provided to the patient and shall include 
both the millimeters of induration and interpretation of the test (negative or 
positive). 

3. Individual test results, either positive or negative, may be provided to 
others upon the individual’s request. This can include employers when 
testing is provided as a requirement of employment. The Report of TB 
Screening is included in Appendix B. The individual should sign a release of 
information indicating their consent that this information can be shared 
(refer to the Patient Authorization section in Appendix A). 

4. Certain laws or regulations may preclude a pharmacist from signing 
documentation for an individual to certify the individual has been examined 
and is free of tuberculosis. This should be ascertained prior to 
administration of the TST. The individual may have to be referred back to 
their primary care provider to obtain necessary certification. 

 
NOTIFICATION AND REFERRAL 
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Prior to screening the patient for TB, the patient must complete and sign the Patient 
Authorization section of Appendix A authorizing the pharmacist to notify the primary 
health care provider or local health department of a positive TST result. If the patient 
refuses such authorization, the pharmacist shall not screen the patient for TB and shall 
refer the patient to a primary health care provider for evaluation. If the patient does 
not have a primary health care provider, the pharmacist shall counsel the patient 
regarding the benefits of establishing a relationship with a primary health care provider 
and provide information regarding primary health care providers, including federally 
qualified health centers, free clinics, or local health departments serving the area in 
which the patient is located. 

Pursuant to § 54.1-3303.1 of the Code of Virginia, a pharmacist who administers PPD 
for a TST shall notify the patient's primary health care provider that the pharmacist has 
administered a TST and inform the provider of the test results within three (3) business 
days, provided that the patient consents to such notification. If the patient does not 
have a primary health care provider, the pharmacist shall counsel the patient regarding 
the benefits of establishing a relationship with a primary health care provider and 
provide information regarding primary health care providers, including federally 
qualified health centers, free clinics, or local health departments serving the area in 
which the patient is located. 

 
Note: A pharmacy may create and use an electronic format of this protocol if the 
questions and process are identical to the Board-adopted protocol. 
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VIRGINIA BOARD OF PHARMACY TUBERCULOSIS RISK ASSESSMENT FORM 
(For Pharmacist Use When Screening Patient; Not intended to be a Self-Screening Document) 

 
Name:     Today’s Date:   Weight:   
Date of Birth:   Age:   Healthcare Provider’s Name:     
Healthcare Provider’s Telephone, Fax, or Email:      
Any Allergies to Medications? Yes / No  If yes, list here:       

 
Are you required to have a Tuberculosis (TB) Risk Assessment or Tuberculin Skin Test (TST) for your job, school, or 
other mandatory reason? 
If yes, specify reason?   

Yes □ No□ 

If YES, ensure pharmacists may legally sign document certifying assessment or TST results for intended purpose. If pharmacist 
may not legally certify, refer patient to PCP. 

If NO, proceed with completing form. 
 
Patient Authorization: 
I hereby authorize the pharmacist to perform the TB Risk Assessment and administer the TST, if warranted. I agree that the results of 
this test may be shared with other health care providers. I acknowledge that I have received the Notice of Privacy Practices. I 
understand that: this information will be used by health care providers for care and not for statistical purposes only; this information 
will be kept confidential; medical records must be kept at a minimum of six years following the last patient encounter except for (i) 
records that have previously been transferred to another practitioner or health care provider or provided to the patient or the patient’s 
personal representative, or (ii) records that are required by contractual obligation or federal law to be maintained for a longer period 
of time. 
 
I agree to return to the pharmacy located at   
to have the results of the test read by the pharmacist on this date . 
 
I further authorize the pharmacist to notify the following of a positive TB Skin Test (choose one): 
 
☐ Primary Care Physician:     

(First & Last Name)  ( Tel. #) 
☐ Local Free Clinic ☐ Local Federally-Qualified Healthcare Center 
 
Patient Printed Name:  Date:  
Patient Signature:    Date:   

If patient does not agree to Patient Authorization section, refer patient to PCP. 

Screening for TB Symptoms:  
1. Do you have coughing that has lasted for more than 3 weeks? Yes □ No□ 

2. Are you coughing up blood or mucous? Yes □ No□ 

3. Do you have a fever? Temperature reading:  Yes □ No□ 

4. Have you experienced unintentional weight loss? Yes □ No □ 

5. Do you have a loss of appetite? (evaluate symptoms 5, 6, and 7 in context) Yes □ No □ 

6. Are you experiencing night sweats? (evaluate symptoms 5, 6, and 7 in context) Yes □ No □ 

7. Do you have fatigue? (evaluate symptoms 5, 6, and 7 in context) Yes □ No □ 
If patient answered YES to at least one of the questions above (taking 5, 6, and 7 in context), stop here and refer patient to PCP. 

If patient answered NO to all of the questions above, proceed with completing this form. 
 

Screening for TB History: 
8. Have you ever been treated for TB Disease/Latent Tuberculosis Infection (LTBI)? Yes □ No□ 
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9. Have you ever had a documented prior positive test for TB infection? 

If yes, date of positive test (if known):  Type of Test: ☐ TST/IGRA ☐ TST 
Reading: mm 
If yes to prior positive test, did you have a chest radiograph performed after the positive test? 
CXR date (if known):  Results: ☐ Normal ☐ Abnormal 
If chest radiograph was normal after positive test, did you receive LTBI treatment? 

Yes □ 
 
 

Yes □ 
 

Yes □ 

No□ 
 

No□ 

No□ 

If YES to prior positive TB test, those seeking testing for administrative purposes must have documentation of the past prior 
positive TB test otherwise testing will still be required for work clearance. 

If YES to prior positive TB test, and NO subsequent chest radiograph performed, refer patient to PCP. 
If YES to prior positive TB test and YES to subsequent NORMAL chest radiograph, no repeat TB testing is indicated if 

asymptomatic; refer for LTBI treatment if previously untreated. 
If NO prior positive TB test, proceed with completing this form. 

 
Screening for TB Infection Risk 

10. Have you had close contact to someone with known or suspected active TB disease at any time? Name 
of source case:  

Yes □ No□ 

If YES, report to local health department. TST may still be performed. 
If NO, proceed with completing this form. 

 
Screening for High Burden TB Countries: 

11. Were you born in a country outside of the United States? 
If yes, which country?   

Yes □ No□ 

12. Have you traveled or resided in a country outside of the United States for 3 months or longer? 
If yes, which country?   

Yes □ No□ 

13. Have you traveled or resided in a country outside of the United States for the purpose of receiving 
medical treatment? 
If yes, which country?   

Yes □ No□ 

Refer to current VDH High Burden TB Countries list. If YES and born in or traveled to/resided in country on list > 3 months, refer 
to BCG vaccination status. If BCG vaccinated, refer for IGRA. For others, TST may still be performed. 

If NO or country did not appear on list, proceed with completing this form. 
Screening for BCG 

14. Were you ever administered the BCG vaccination? Yes □ No□ 

If YES, refer. 
If NO, proceed with completing form. 

 

 
Assessing Other Risks for Acquiring LTBI 

15. Do you reside or work in a high TB risk congregate setting (e.g., correctional facility, nursing home, and 
long-term care facilities for elderly, mentally ill, or persons living with AIDS)? 

Yes □ No □ 

16. Are you a healthcare worker who serves high-risk clients? 
NOTE: Stop and refer patient to local health department if screening is part of an ongoing contact 
investigation within the facility approved by the local health department. 

Yes □ No □ 

17. Have you experienced homelessness within the past two years? Yes □ No □ 

18. Do you inject drugs for recreational use or use crack cocaine? Yes □ No □ 

19. Do you have a regular health care provider? 
Have you received medical care within the last two years? 
If NO to both questions, patient is considered medically underserved. 

Yes □ No □ 
Yes □ No □ 

If YES to any of the questions (#15-18) or if the patient is medically underserved, and screening is NOT part of an ongoing contact 
investigation within a facility approved by the local health department, a TST is indicated. 

If NO to questions #15-18 and patient is not medically underserved, proceed with completing form. 

 
Assessing Risk for Developing TB Disease if Infected 

20. Have you been diagnosed with HIV infection? Yes □ No □ 
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21. Are you at risk for HIV infection? 
If YES, recommend an HIV test. Administer TST even if patient refuses HIV test or consider referral for 
IGRA testing. 

Yes □ No □ 

22. Were you recently infected with Mycobacterium tuberculosis? Yes □ No □ 

23. Do you have any of the following medical conditions: 
- Low body weight due to chronic malabsorption syndromes? 
- Lung disease silicosis caused by breathing in tiny bits of silica? 
- Diabetes? 
- End stage renal disease or on hemodialysis? 
- Head or neck cancer? 
- Leukemia? 
- Lymphoma? 
- Hematologic or reticuloendothelial disease? 

 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 
Yes □ 

 
No □ 
No □ 
No □ 
No □ 
No □ 
No □ 
No □ 
No □ 

24. Have you ever had any of the following procedures: 
- Gastrectomy? 
- Intestinal bypass? 
- Solid organ transplant (e.g., kidney, liver, heart, lung, intestines, pancreas)? 

 
Yes □ No □ 
Yes □ No □ 
Yes □ No □ 

25. Do you receive treatment with TNF-alpha antagonists (e.g., infliximab, etanercept), steroids (equivalent 
of prednisone > 15mg/day for > 1 month) or other immunosuppressive medication? 

 
Yes □ 

 
No□ 

If YES to any of the questions in this section, TST test is indicated. If YES to HIV positive questions or on immunosuppressive 
therapy, consider referalreferral for IGRA testing. 

 

Note: Retesting should only occur in persons who previously tested negative and have new risk factors since last assessment. 
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Report of Tuberculosis Screening 

 
Name:   Date of Birth:   Date:   

TO WHOM IT MAY CONCERN: The above individual has been evaluated by (PRINT OR TYPE): 
Name of Pharmacist:    
Name of Pharmacy:   Tel. #:   
Pharmacy Address:     
TB Screening and/or Testing Conclusions 

I. No Symptoms or Risks Identified on TB Risk Assessment 
☐ A tuberculin skin test (TST) is not indicated at this time due to the absence of symptoms suggestive of active TB, no risk factors 
identified for infection or for developing active TB if infected, and no known recent contact with active TB. Health care workers 
employed in a low risk facility according to CDC “Guidelines for Preventing the Transmission of Mycobacterium tuberculosis in 
Health-Care Settings, 2005” do not need annual testing. 
☐ The individual has a history of TB infection. Follow-up chest x-ray is not indicated at this time due to the absence of symptoms 
suggestive of active TB. 
If one of these two statements applies, select the appropriate statement and skip to section IV and select statement “A”. 

If neither statement applies, go to section II. 
If in a health care setting that requires a test for TB infection but no symptoms are present, go to Section III. 

II. Symptoms Consistent with Potential Tuberculosis are Present 
Call the local health department to refer the person for further TB evaluation immediately. This notification is necessary even 
when the individual prefers to pursue an evaluation privately. Advise of isolation precautions. Proceed to section IV and select 

statement “B”. If there are no symptoms consistent with TB, go to section III. 

III. Testing for TB Infection via Tuberculin Skin Test (record both tests if a 2-step TST was required) 
#1 TST Lot:   Date Administered:   Time:  Site:    
Pharmacist Name:      
Date read:   Time:  Results:  mm  Interpretation: Negative ☐ Positive ☐ 

Pharmacist Name:   
 

#2 TST Lot:   Date Administered:   Time:   Site:    
Pharmacist Name:      
Date read:   Time: Results:  mm  Interpretation: Negative ☐ Positive ☐ 

Pharmacist Name:   
If test(s) above are negative, proceed to section IV and select statement “A”. 
If test(s) above are positive, proceed to section IV and select statement “B”. 

IV. TB Screening/Testing Conclusion 
☐ A. Based on the TB Screening and/or TST, the individual listed above does not demonstrate a risk of having tuberculosis in a 
communicable form. 
☐ B. Active tuberculosis cannot be ruled out in the individual listed above. The individual was counseled and referred to (check 
all that apply): 

☐ Primary Care Provider (Name):   (Tel.)   
☐ Local Health Department (Name):  (Tel.)   
☐ Provided Contact Information for Primary Health Care Providers 

 
This individual should be treated by a PCP for: 
☐ Evaluation for Active TB Disease Based on Symptoms (pharmacist must immediately call local health department); 
☐ Prior Positive Test with No Subsequent Normal Chest Radiograph; 
☐ Prior Positive Test with Normal Chest Radiograph, but LTBI Previously Untreated; 
☐ IGRA since Individual Born in High Burden TB Country; 
☐ IGRA since Individual has Received BCG; 
☐ IGRA since Individual is Immunocompromised or on Immunosuppressive Therapy; 
☐ Positive TST Result. 
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Appendix F. Quality control (QC) procedural observation checklists 

Quality Control (QC) Procedural Observation Checklist for Placing Tuberculin Skin Tests (TSTs) — Mantoux Method 
 

Date   Trainer (QC by)   Trainee (TST placed by)   
 

 
 

1. Preliminary 

  Uses appropriate hand hygiene methods before starting. 
  Screens patient for contraindications (severe adverse 

reactions to previous TST).* 
  Uses well-lit area. 

  Holds needle bevel-up and tip at 5°–15° angle to skin. 
  Inserts needle in first layer of skin with tip visible beneath skin. 
  Advances needle until entire bevel is under the first layer of skin. 
  Releases stretched skin. 
  Injects entire dose slowly. 
  Forms wheal, as liquid is injected. 

2. Syringe† filled with exactly 0.1 mL of 5 tuberculin units (TU)   Removes needle without pressing area. 
purified protein derivative (PPD) antigen§ 

  Removes antigen vial from refrigeration and confirms that it is 
5 TU PPD antigen.¶ 

  Checks label and expiration date on vial. 

  Activates safety feature of device per manufacturer’s 
recommendations, if applicable. 

  Places used needle and syringe immediately in puncture- 
resistant container without recapping needle. 

  Marks opening date on multidose vial.   Immediately measures wheal to ensure 6–10 mm in diameter 

  Fills immediately after vial removed from refrigeration. 
  Cleans vial stopper with antiseptic swab. 
  Twists needle onto syringe to ensure tight fit. 
  Removes needle guard. 
  Inserts needle into the vial. 
  Draws slightly over 0.1 mL of 5 TU PPD into syringe. 
  Removes excess volume or air bubbles to exactly 0.1 mL of 

5 TU PPD while needle remains in vial to avoid wasting of 
antigen. 

  Removes needle from vial. 
  Returns antigen vial to the refrigerator immediately after filling. 

3. TST administration site selected and cleaned 

(Actual wheal measurement  mm). 
  If blood or fluid is present, blots site lightly with gauze or cotton 

ball. 
  Discards used gauze or cotton ball according to local standard 

precautions. 
  If the TST is administered incorrectly (too deeply or too 

shallow) and the wheal is inadequate (<6 mm), a new TST 
should be placed immediately. Applying the second TST on 
the other arm or in a different area of the same arm (at least 
2 inches from the first site) is preferable so that the TST result 
will be easier to read. 

  Documents all information required by the setting (e.g., date 
and time of TST placement, person who placed TST, location 
of injection site and lot number of tuberculin). 

  Selects upper third of forearm with palm up ≥2 inches from   Uses appropriate hand hygiene methods after placing TST. 
elbow, wrist, or other injection site.** 

  Selects site free from veins, lesions, heavy hair, bruises, 
scars, and muscle ridge. 

5. Explanation to the client regarding care instructions for the 
injection site 

  Cleans the site with antiseptic swab using circular motion   The wheal (bump) is normal and will remain about 10 minutes. 
from center to outside. 

  Allows site to dry thoroughly before administering antigen. 

4. Needle inserted properly to administer antigen 

  Rests arm on firm, well-lit surface. 
  Stretches skin slightly.†† 

  Do not touch wheal; avoid scratching. 
  Avoid pressure or bandage on injection site. 
  Rare local discomfort and irritation does not require treatment. 
  May wash with soap and water (without pressure) after 1 hour. 
  No lotions or liquids on site, except for light washing, as above. 
  Keep appointment for reading. 

 
 

* Severe adverse reactions to the TST are rare but include ulceration, necrosis, vesiculation, or bullae at the test site, or anaphylactic shock, which is sub- 
stantially rare. These reactions are the only contraindications to having a TST administered. 

† Use a ¼–½-inch 27-gauge needle or finer, disposable tuberculin (preferably a safety-type) syringe. 
§ Prefilling syringes is not recommended. Tuberculin is absorbed in varying amounts by glass and plastics. To minimize reduction in potency, tuberculin should 

be administered as soon after the syringe has been filled as possible. Following these procedures will also help avoid contamination. Test doses should 
always be removed from the vial under strictly aseptic conditions, and the remaining solution should remain refrigerated (not frozen). Tuberculin should be 
stored in the dark as much as possible and exposure to strong light should be avoided. SOURCE: American Thoracic Society, CDC, Infectious Disease 
Society of America. Diagnostic standards and classification of tuberculosis in adults and children. Am J Respir Crit Care Med 2000;161:1376–95. 

¶ Preventing tuberculin antigen and vaccine (e.g., Td toxoid) misadministration is important. Measures should include physical separation of refrigerated prod- 
ucts, careful visual inspection and reading of labels, preparation of PPD for patient use only at time of testing, and improved record keeping of lot numbers 
of antigens, vaccines, and other injectable products. SOURCE: CDC. Inadvertent intradermal administration of tetanus toxoid–containing vaccines instead 
of tuberculosis skin tests. MMWR 2004;53:662–4. 

** If neither arm is available or acceptable for testing, the back of the shoulder is a good alternate TST administration site. 
SOURCE: National Tuberculosis Controllers Association, National Tuberculosis Nurse Consultant Coalition. Tuberculosis nursing: a comprehensive guide 
to patient care. Smyrna, GA: National Tuberculosis Controllers Association; 1997. 

†† Stretch skin by placing nondominant hand of health-care worker (HCW) on patient’s forearm below the needle insertion point and then applying traction in 
the opposite direction of the needle insertion. Be careful not to place the nondominant hand of the HCW opposite the administration needle if the patient 
is likely to move during the procedure, which might cause an accidental needle-stick injury to the HCWs. In children and others who are likely to move dur- 
ing the procedure, certain trainers prefer stretching the skin in the opposite direction of the needle insertion by placing the nondominant hand of the HCW 
under the patient’s forearm. This method should not be used for persons with poor skin turgor. 

 
 

Commented [CJ3]: Note to self: Replace this page with 
pdf when finalizing- formatting didn’t convert well from PDF 
to Word document. 
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Appendix F. (Continued ) Quality control (QC) procedural observation checklists 

Quality Control (QC) Procedural Observation Checklist for Reading Tuberculin Skin Test (TST) Results — Palpation Method 
 

Date   Trainer (QC by)   Trainee (TST placed by)   
 

 
 

1. Preliminary 

  Uses appropriate hand hygiene methods before starting. 
  Keeps fingernails shorter than fingertips to avoid misreading 

TST result. 
  Keeps TST reading materials at hand (eyeliner pencil or 

ballpoint pen,* and ruler). 
  Uses well-lit area. 
  Inspects for the site of the injection. 

2. Palpate — finding margin ridges (if any) 

  Palpates with arm bent at elbow at a 90° angle. 
  Lightly sweeps 2-inch diameter from injection site in four 

directions. 
  Uses zigzag featherlike touch. 
  Repeats palpation with arm bent at elbow at a 45° angle to 

determine presence or absence of induration. 

If induration is present, continue with these steps†: 
 

3. Placing marks 

  Holds palm over injection site. 
  Cleanse site with antiseptic swab using circular motion from 

center to outside. 
  Uses fingertips to find margins of the induration. 
  Marks the induration by placing small dots on both sides of the 

induration. 
  Inspects dots, repeats finger movements toward indurated 

margin, and adjusts dots if needed. 

  Marks dots transverse (perpendicular) to long axis of forearm. 

4. Placing and reading ruler 

  Places the “0” ruler line inside the edge of the left dot. Reads 
the ruler line inside right dot edge (uses lower measurement if 
between two gradations on millimeter scale) (Figure 1). 

  Uses appropriate hand hygiene methods after reading TST 
result. 

5. Documenting results 

  Records all TST results in millimeters, even those classified 
as negative. Does not record only as “positive” or “negative.” 
Records the absence of induration as “0 mm.” 

  Correctly records results in mm; only a single measured 
induration in mm should be recorded. 
Trainee’s measurement   mm. 
Trainer’s (gold standard) measurement   mm. 
Trainee’s result within 2 mm of gold standard reading?§ 

Yes   No   

 
NOTE: In rare instances, the reaction might be severe (vesiculation, 
ulceration, or necrosis of the skin). Report severe adverse events to the 
FDA MedWatch Adverse Events Reporting System (AERS), telephone: 
800-FDA-1088; fax: 800-FDA-0178; http://www.fda.gov/medwatch report 
form 3500, Physicians’ Desk Reference. 

 
 

* A fine-tipped eyeliner pencil or ballpoint pen can be used as a marker. An eyeliner pencil is useful for TST training and for blinded independent duplicate 
readings (BIDRs) because the dots are easy to remove with a dot of lubricant (e.g., baby oil). Alternative TST result reading methods have been described, 
including the pen method. 

† If induration is not present, record the TST result as 0 mm and go to the end of this form (Documenting results). 
§ For example, if the TST trainer reads the TST result (the gold standard reading) as 11 mm, the trainee’s TST reading should be between 9–13 mm to be 

considered correct. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Scoring:   or Y = Yes X or N = No NA = Not Applicable 
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The TST reading should be based on measurement of induration, not erythema, using a 
Mantoux skin test ruler. The diameter of induration should be measured transversely to the 
long axis of the forearm and recorded in millimeters. Record no induration as zero (0) 
millimeters. 

 
Classification of the Tuberculin Skin Test Reaction1 

 

>5 mm Induration >10 mm Induration >15 mm Induration 

Considered positive in the 
following persons: 
● Persons living with the 

human immunodeficiency 
virus (HIV) 

● Recent contacts of a person 
with Tuberculosis (TB) 
disease 

● Persons with a chest 
radiography (CXR) findings 
suggestive of previous TB 
disease 

● Patients with organ 
transplants 

● Persons who are 
immunosuppressed for other 
reasons (e.g., prolonged 
therapy with corticosteroids 
equivalent of >15 mg per day 
of prednisone for for 1 
month or longer or those 
taking tumor necrosis factor- 
alpha [TNF-alpha] 
antagonists) 

Considered positive in the 
following persons: 
● Persons born in countries 

where TB disease is common 
including Mexico, the 
Philippines, Vietnam, India, 
China, Haiti, and Guatemala, 
or other countries with high 
rates of TB 

● Persons with substance use 
disorders 

● Mycobacteriology laboratory 
personnel 

● Residents and employees of 
high-risk congregate settings 
such as nursing homes, 
homeless shelters, or 
correctional facilities 

● Persons with certain medical 
conditions that place them 
at high risk for TB, such as 
silicosis, diabetes mellitus, 
severe kidney disease, 
certain types of cancer, and 
certain intestinal conditions 

● Persons <90% of ideal body 
weight 

● Children aged <5 years 
● Infants, children, and 

adolescents exposed to 
adults in high-risk categories 

Considered positive in any 
person, including ducing 
persons with no known risk 
factors for TB. 

*All tests should be interpreted based on patient risk and test characteristics. 

A negative TST result does not exclude LTBI or active TB disease. 

 
 

1 Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations, Appendix 
1: Interpretation of Test Results.(NTCA/NTSC, 2021). Available at: https://survey.alchemer.com/s3/6183608/2021- 
LTBI-Testing-Treatment-Publication-Registration 
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Measure TSTs Transversely 

CDC LTBI: A Guide for Primary Health Care Providers 

https://www.cdc.gov/tb/publications/ltbi/pdf/LTBIbooklet508.pdf 
 https://www.cdc.gov/tb/hcp/education/latent-tb-infection-guide-primary-care-providers.html
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Appendix E: Booster Phenomenon and Two-step TST Testing; Effective 12/22/2021 

 
Figure 1: The TST Booster Phenomenon 

 
As the years pass, the person’s ability to react to tuberculin lessens. Occurs mainly in previously infected 
older adults whose ability to react to tuberculin has decreased over time. These people should still be 
considered for LTBI treatment after ruling out TB disease, particularly if they have risk factors for 
progression to disease. 

 

 

 
Figure 2: Two-Step TST Testing 

Two-step testing is a strategy used to reduce the likelihood that a boosted reaction will be 
misinterpreted as a recent infection (Figure 2). Two-step testing should be used for the initial skin 
testing of persons who will be retested periodically. If the reaction to the first TST is classified as 
negative, a second TST should be repeated 1 to 3 weeks later. A positive reaction to the second 
TST likely represents a boosted reaction. Based on this second test result, the person should be 
classified as previously infected. This would not be considered a skin test conversion or a new TB 
infection; however, the patient may still be a candidate for LTBI treatment. If the second skin test 
result is also negative, the person should be classified as having a negative baseline TST result. If 
either the first or second test result is positive, the individual should be referred for follow-up 
and evaluation for LTBI treatment. 
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  Adopted: 9/9/2020 
  Effective Date:  1/3/2021 
  Revised:  11/28/20239/30/2025 

 

VIRGINIA BOARD OF PHARMACY 
 

Pharmacist Epinephrine Statewide Protocol  
 
 
Consistent with the epinephrine manufacturer’s instructions for use approved by the US Food and 
Drug Administration, a pharmacist may issue a prescription to initiate treatment with, dispense, or 
administer the following drugs and devices to persons 18 years of age or older:   

 Epinephrine auto-injector; or,  
 Injectable epinephrine, including such controlled paraphernalia, as defined in § 54.1-3466, 

as may be necessary to administer such epinephrine; or,  
 Epinephrine nasal spray.  

 
PHARMACIST EDUCATION AND TRAINING  
Prior to issuing a prescription to initiate treatment with, dispensing, or administering epinephrine 
under this protocol, the pharmacist shall be knowledgable of the manufacturer’s instructions for 
use, paraphernalia necessary for administration, and how to properly counsel the patient on 
recognition and management of anaphylaxis. 
 
PATIENT INCLUSION CRITERIA 
Patients eligible for epinephrine under this protocol: 

 Any person, 18 years of age or older, demonstrating signs and symptoms of anaphylaxis 
or at risk for experiencing anaphylaxis, e.g., patients reporting having previously been 
prescribed epinephrine for treatment of possible anaphylaxis or reporting a diagnosis of 
allergies that may result in anaphylaxis.  

 
COUNSELING 
The pharmacist shall counsel the patient or the patient’s agent on how to properly recognize and 
mangage anaphylaxis, including proper administration of the epinephrine.   
 
RECORDKEEPING 
The pharmacist shall maintain records in accordance with Regulation 18VAC110-21-46. 
 
NOTIFICATION OF PRIMARY CARE PROVIDER 
In accordance with 54.1-3303.1 of the Code of Virginia, the pharmacist shall notify the patient’s 
primary care provider, provided that the patient consents to such notification.  If the patient does 
not have a primary care provider, the pharmacist shall counsel the patient regarding the benefits of 
establishing a relationship with a primary health care provider and provide information regarding 
primary health care providers, including federally qualified health centers, free clinics, or local 
health departments serving the area in which the patient is located.  
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VIRGINIA BOARD OF PHARMACY 
 

Pharmacist Protocol for Testing and Initiating Treatment for 
Acute Group A Streptococcus Bacteria Infection 

 
 

Pursuant to Virginia Code § 54.1-3303.1, a pharmacist may initiate CLIA-waived point-of-care testing for 
acute Group A streptococcal (GAS) pharyngitis and, when diagnostically confirmed, initiate the dispensing 
of antibiotics to treat the infection for persons 18 years of age or older. 

A pharmacist may not initiate assessment or testing unless sufficient antibiotics are readily available to treat 
acute GAS pharyngitis infection pursuant to this Protocol. 

A pharmacist shall ensure that sufficient space is available in or around the pharmacy for safe and confidential 
assessment and treatment of patients under this Protocol. 

 
PHARMACIST EDUCATION AND TRAINING 

Prior to initiating testing and dispensing antibiotic therapies under this Protocol, a pharmacist shall receive 
and document education and training in point-of-care CLIA-waived testing techniques appropriate to the test 
employed by the pharmacy. Additionally, the pharmacist shall maintain knowledge of the Infectious Disease 
Society of America (IDSA) and the Centers for Disease Control and Prevention (CDC)’s current guidelines 
for the treatment of acute GAS pharyngitis. Individuals who will be involved with patient specimen collection 
shall have documented hands-on training for specimen collection which includes infection control measures. 

 
PATIENT INCLUSION CRITERIA 

Pharmacist(s) authorized to initiate the dispensing of antibiotic therapy to treat acute GAS pharyngitis 
infection shall treat patients according to current IDSA and CDC guidelines. 

Any patient who presents to the pharmacy and meets all the following criteria: 

• Age 18 years or older and able to give informed consent; 
• Complaint of any sign or symptom consistent with acute GAS pharyngitis (sore throat, pain on 

swallowing, fever, swollen or tender cervical lymph nodes, or inflamed or swollen tonsils or uvula); 
and, 

• Reported symptom onset < 96 hours before time of presentation assessment. 

 
PATIENT EXCLUSION CRITERIA 
Any individual who meets any of the following criteria: 

• Under 18 years old; 
• Pregnant or breastfeeding; 
• Immunocompromised state, e.g.,  (hematologic malignancy, immunosuppressant drug 

therapy including corticosteroids for greater than two (2) weeks, HIV/AIDS); 
• History of rheumatic fever, rheumatic heart disease, scarlet fever, or acute GAS pharyngitis induced 
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glomerulonephritis; 
• Presenting with overt viral features, such as conjunctivitis, rhinorrhea, cough, oral ulcers, 

and/or hoarseness; 
• Known hypersensitivity to all antibiotic therapies available for treatment in this Protocol; 
• Known hypersensitivity to penicillin or cephalosporins and absence of susceptibility results or 

known resistance to macrolides and clindamycin 
• A patient receiving hospice or home health services; 
• History of tonsillectomy within the past 30 days; 
• A patient who has taken antibiotics for sore throat or upper respiratory infection in the last 30 days; 
• Any pending test at any pharmacy, laboratory, medical care facility, or clinic for the patient’s 

reported symptoms; 
• Severe symptoms of respiratory distress, including: 

o Muffled voice; 
o Drooling; 
o Stridor; 
o Respiratory distress; 
o "Sniffing" or "tripod" positions; 
o Fever and rigors; 
o Severe unilateral sore throat; 
o Bulging of the pharyngeal wall/floor or soft palate; 
o Trismus; 
o Crepitus; 
o Stiff neck; or 
o History of penetrating trauma to oropharynx; or 

• Clinical instability of the patient based on the clinical judgment of the pharmacist or: 
o Two or more of the following criteria: 

 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg; 
 Pulse >90 beats/min; 
 Respiratory rate >20 breaths/min; 
 Temperature < 96.8 degrees Fahrenheit; or 
 Temperature > 100.4 degrees Fahrenheit; or 

o Any one of the following criteria: 
 Acute altered mental status; 
 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg; 
 Pulse >125 beats/min; 
 Respiratory rate >30 breaths/min; 
 Oxygen saturation (SpO2) < 90% via pulse oximetry; or 
 Temperature > 102 degrees (temporal), > 103 degrees (oral), or > 104 

degrees (tympanic) Fahrenheit. 
 

PROCESS FOR DETERMINING PATIENT ELIGIBILITY 

Pharmacists shall assess a patient based on the inclusion and exclusion criteria based on the sample 
Pharmacist Assessment, Evaluation, and Prescribing Form in Appendix A. 

PROCESS FOR HANDLING INELIGIBLE PATIENTS 

Patients who do not qualify for CLIA-waived testing under this Protocol shall be referred by the 
pharmacist to a primary care provider or urgent/emergent treatment facility as clinically appropriate. 
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FURTHER CONDITIONS 

 
The pharmacist shall assess the patient’s relevant medical and social history: 

• Patient demographics 
• Medical history 
• Relevant social history 
• Current clinical comorbidities or disease states, including current mental status 
• Current blood pressure, pulse, oxygen saturation, respiratory rate, temperature, and weight 
• For females of child-bearing potential, pregnancy, or breastfeeding status 
• Current medications 
• Medication allergies and hypersensitivities (pharmacist shall assess reported allergies for validity by 

reviewing the patient’s pharmacy record, if applicable, and documenting the reported reaction) 
• Onset and duration of signs and symptoms 

 
If the patient qualifies for CLIA-waived testing under this Protocol, then the pharmacist shall perform a 
CLIA-waived point-of-care test to determine the patient’s acute GAS pharyngitis status. 

• If positive, the pharmacist may proceed to consideration for immediate antibiotic therapy treatment. 
• If negative, the pharmacist shall counsel the patient or caregiver pursuant to the Counseling section 

of this Protocol or refer the patient, if clinically appropriate. 
 

The pharmacist shall evaluate for contraindications and precautions: 
• Mild allergic reactions to penicillin (amoxicillin) 
• Mild allergic reactions to cephalosporins (cephalexin) 
• Severe allergic reactions to penicillin (amoxicillin and cephalexin) 
• Allergic reactions to macrolides (azithromycin and clarithromycin) 
• Allergic reactions to clindamycin 
• History of chronic kidney disease (i.e., creatinine clearance (CrCl) < 60 ml/min, reduced kidney 

function, etc.) 
 

DRUG INCLUSION CRITERIA 
 

The pharmacist may initiate one the following medication regimens based on relevant medical and social history 
and considerations of contraindications and precautions as identified through assessment and screening. 

 
Selection of antibiotic regimen will follow the ordered preference listed below. A lower-ranked regimen will 
only be prescribed if the patient or pharmacy record indicates a drug allergy or other contraindication to a higher- 
ranked regimen, or if the drug is not commercially available or appears on the FDA drug shortages list. The 
pharmacist shall assess reported drug allergies for validity by reviewing the patient’s pharmacy record and 
documenting the reported reaction. 

 
If the pharmacist has a recent patient creatinine level and current weight, the pharmacist may adjust the 
medication dose per the manufacturer package insert for patients with CrCl < 30. 
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A. First-line treatment 
a. Amoxicillin 

i. Contraindication: Penicillin allergy 
ii. Dosing: 500 mg PO twice daily x 10 days, or  
   1,000 mg PO once daily x 10 days 

b. Penicillin 
i. Contraindication: Penicillin allergy 
ii. Dosing 

1. Penicillin V, oral – 500mg PO twice daily x 10 days, or 
   250 mg PO four times daily x 10 days 
2. Penicillin G benzathine – 1.2million units IM, single dose, to be 

administered by the pharmacist. 
B. Second-line treatment 

a. Cephalexin 
i. Contraindications 

1. Cephalosporin allergy 
2. Severe penicillin allergy 

ii. Dosing: 500 mg PO twice daily x 10 days 
b. Cefadroxil 

i. Contraindications 
1. Cephalosporin allergy 
2. Severe penicillin allergy 

ii. Dosing: 1g PO daily x 10 days 
C. Third-line treatment (Note: Potential resistance exists for both clindamycin and azithromycin. 

Clindamycin, Azithromycin and Clarithromycin should not be used unless there is 
documented susceptibility. Clindamycin is the preferred third-line treatment.) 

a. Clindamycin 
i. Contraindication: Clindamycin allergy 
ii. Dosing: 300 mg PO three times daily x 10 days 

b. Azithromycin 
i. Contraindication: Macrolide allergy 
ii. Dosing: 500 mg PO once daily x 5 days 

D. Fourth-line treatment 
a. Clarithromycin 

i. Contraindication: Macrolide allergy 
ii. Dosing: 250 mg PO twice daily x 10 days 

E. The pharmacist may recommend the following adjunctive therapy for treatment of moderate 
to severe symptoms or control of high fever associated with acute GAS pharyngitis, unless 
contraindicated: 

a. Acetaminophen PO according to over-the-counter OTC dosing recommendations; and 
b. Ibuprofen PO according to OTC dosing recommendations. 

 
 

RECORDKEEPING 
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In any case where amoxicillin is not the selected regimen, the pharmacist shall document the rationale for 
selecting the antibiotic dispensed. Documentation may include medication sensitivity, cost, and shared 
clinical decision-making. 

 
The pharmacist shall create a medication profile record for each patient who is assessed, tested, and/or 
treated for acute GAS pharyngitis pursuant to this Protocol and shall document the results and dispensing 
of any antibiotic therapy in the prescription record, including documentation of the following: 

• Presenting signs and symptoms of the patient that warranted testing; 

• The manufacturer, lot, expiration date, and result of the CLIA-waived point-of-care test used; 

• Patient informed consent and counseling provided, including any patient referral; 
• Rationale for the antibiotic therapy selected, if any, and/or OTC medications recommended for symptom 

management; 
• Appropriate clinical follow-up, if any; and 
• Notifications to other healthcare providers. 

A patient record shall be maintained in compliance with 18VAC110-21-46. Each pharmacist dispensing 
medication pursuant to this Protocol shall record themselves as the prescriber. The record shall be maintained 
such that the required information is readily retrievable and shall be securely stored within the pharmacy or 
electronic pharmacy management system for a period of 6 years from the date of assessment, testing, and/or 
dispensing. Records may be required to be stored (and may be off-site) for longer periods to comply with 
other state and federal laws. 

 
COUNSELING 

The pharmacist shall provide counseling to any patient being assessed, tested, and/or treated pursuant to this 
Protocol on the following: 

• If CLIA-waived test results are negative, counsel the patient or caregiver on the risk of a false-negative 
test result and on appropriate self-care (stay home until for at least 24 hours have passed since last fever 
without the use of fever-reducing medicationsafter fever subsides, hygiene/infection control measures, 
drink plenty of fluids, treat symptoms as needed, etc.) or refer the patient to a primary care provider or 
urgent/emergency treatment facility as clinically appropriate. 

• If CLIA-waived test results are positive, counsel on CDC guidelines (https://www.cdc.gov/group-a-
strep/hcp/clinical-guidance/strep-throat.html) that a patient with a confirmed diagnosis of acute GAS 
pharyngitis should stay home from work or school until they are afebrile for at least 24 hours after 
starting antibiotic therapy; 

• Medication counseling; and 
• Signs and symptoms that warrant emergency medical care such as from a primary care provider 

or urgent/emergent treatment facility if symptoms worsen or do not improve within 48 hours. 
 

NOTIFICATION OF PRIMARY CARE PROVIDER 

In accordance with § 54.1-3303.1 of the Code of Virginia, the pharmacist shall notify the patient’s 
primary care provider, provided that the patient consents to such notification. If the patient does not 
have a primary care provider, the pharmacist shall counsel the patient regarding the benefits of 
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establishing a relationship with a primary health care provider and provide information regarding 
primary health care providers, including federally qualified health centers, free clinics, or local health 
departments serving the area in which the patient is located. 

 
Each pharmacist that conducts a CLIA-waived point-of-care test shall provide the patient with a copy of the 
test result. 
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Acute Group A Streptococcal Pharyngitis Patient Form 

PATIENT INFORMATION 
 

Name Date of Birth Age 

Address Phone Email 

 

City State Zip County 

Primary Care Provider 

Medication Allergies 

Current Medications (Prescription-only Rx, over-the-counter OTC, herbal, topical, pain, or allergy, 
supplements, vitamins, etc.): 

Treatments tried for current condition (if none, indicate N/A): 

 
PATIENT ELIGIBILITY 

□ Yes □ No Are you 18 years of age or older? 

□ Yes □ No Are you pregnant or breastfeeding? 

□ Yes □ No    Are you receiving hospice or home health services? 
□ Yes □ No Have you ever been diagnosed with a weakened immune system (e.g., cancer, HIV/AIDS, 
transplant, long-term steroids, etc.)? If yes, explain: 

□ Yes □ No Do you have a history of rheumatic fever, rheumatic heart disease, scarlet fever, or acute 
GAS pharyngitis induced glomerulonephritis? 
□ Yes  □ No  Do you have a history of allergic reactions to antibiotics, such as penicillin, 
amoxycillin, cephalexin, clarithromycin, or clindamycin? 

□ Yes □ No Do you have a pending test for your symptoms (COVID-19, strep, flu)? 

□ Yes □ No Have you had a tonsillectomy in the previous 30 days? 

□ Yes □ No Have you taken antibiotics in the last 30 days? If yes, why? 

When did your symptoms start? 

□ More than four days Four or more days ago. □ Fewer than four days ago 

Do you have any of the following symptoms (check all that apply)? 

□ Fever □ Sore throat □ Pain swallowing  □ Swollen/tender cervical lymph nodes 

□ Inflamed or swollen tonsils or uvula 
□ Other: 
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– PHARMACY STAFF ONLY –
PATIENT 

ASSESSMENT 

Physical Assessment 
(record values) 

Refer to PCP if determined clinically unstable in 
pharmacist professional judgment or any of the 
following criteria: 

Blood Pressure Systolic blood pressure < 90 mmHg or diastolic blood 
pressure < 60 mmHg 

Respiratory Rate Respiratory rate >30 breaths/min (single criteria); 
Respiratory rate >20 breaths/min (dual criteria) 

Oxygen Saturation Oxygen saturation (SpO2) < 90% via pulse oximetry 

Pulse Pulse >125 beats/min (single criteria); Pulse >90 
beats/min (dual criteria) 

Temperature Temperature > 102 degrees (temporal), > 103 degrees 
(oral), or 
> 104 degrees (tympanic) Fahrenheit (single criteria);
Temperature < 96.8 degrees Fahrenheit (single
criteria); Temperature > 100.4 degrees Fahrenheit
(dual criteria)

□ Yes □ No Acute altered mental status Yes 

Severe Symptoms of Respiratory Distress Muffled voice; Drooling; Stridor; Respiratory distress; 
"Sniffing" or "tripod" positions; Fever and rigors; 
Severe unilateral sore throat; Bulging of the 
pharyngeal wall/floor or soft palate; Trismus; 
Crepitus; Stiff neck; or History of penetrating trauma 
to oropharynx.  

Overt Viral Features 
Conjunctivitis, rhinorrhea, cough, oral ulcers, and/or 
hoarseness 

Patients who do not qualify for CLIA-waived testing under this Protocol shall be referred by the pharmacist to a 
primary care provider or urgent/emergent treatment facility as clinically appropriate. 

Treat using protocol if: 
• Age 18 years or older and able to give informed consent;
• Complaint of any sign or symptom consistent with acute GAS pharyngitis (sore throat, pain on

swallowing, fever, swollen or tender cervical lymph nodes, or inflamed or swollen tonsils or uvula);
and

• Reported symptom onset < 96 hours before time of presentation assessment.

Refer to PCP and exclude from testing if: 
• Under 18 years old;
• Pregnant or breastfeeding;
• Immunocompromised state, e.g.,  (hematologic malignancy, immunosuppressant drug therapy

including corticosteroids for greater than two (2) weeks, HIV/AIDS);
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• History of rheumatic fever, rheumatic heart disease, scarlet fever, or acute GAS pharyngitis induced
glomerulonephritis;

• Presenting with overt viral features, such as conjunctivitis, rhinorrhea, cough, oral ulcers, and/or
hoarseness;

• Known hypersensitivity to all antibiotic therapies available for treatment in this Protocol;
• A patient receiving hospice or home health services;
• History of tonsillectomy within the past 30 days;
• Patient has taken antibiotics for sore throat or upper respiratory infection in the last 30 days.
• Any pending test at any pharmacy, laboratory, medical care facility, or clinic for the patient’s reported

symptoms;

• Severe symptoms of respiratory distress, including:
o Muffled voice;
o Drooling;
o Stridor;
o Respiratory distress;
o "Sniffing" or "tripod" positions;
o Fever and rigors;
o Severe unilateral sore throat;
o Bulging of the pharyngeal wall/floor or soft palate;
o Trismus;
o Crepitus;
o Stiff neck; or
o History of penetrating trauma to oropharynx; or

• Clinical instability of the patient based on the clinical judgment of the pharmacist or:
o Two or more of the following criteria:

 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg;
 Pulse >90 beats/min;
 Respiratory rate >20 breaths/min;
 Temperature < 96.8 degrees Fahrenheit; or
 Temperature > 100.4 degrees Fahrenheit; or

o Any one of the following criteria:
 Acute altered mental status;
 Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg;
 Pulse >125 beats/min;
 Respiratory rate >30 breaths/min;
 Oxygen saturation (SpO2) < 90% via pulse oximetry; or
 Temperature > 102 degrees (temporal), > 103 degrees (oral), or > 104 degrees

(tympanic) Fahrenheit.

CLIA-WAIVED POC TEST RESULT 
□ Positive for acute GAS pharyngitis (continue)

□ Negative for acute GAS pharyngitis (refer to PCP as clinically appropriate + symptomatic treatment)

PATIENT ACTION 
□ Yes  □ No Acute GAS pharyngitis Diagnosed

□ Yes  □ No Antibiotic Treatment Prescribed

□ Yes  □ No Refer to PCP
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Therapy Options (Refer to Drug Inclusions section of Protocol for drug order preference) 
Acute GAS Pharyngitis Adult Treatment 

Documentation of Rationale for Treatment Selection (if required): 

❏ Oral Amoxicillin Dispense: ❑ 500mg 
#20 No refills 

Sig: Take 1 (one) (500mg) by 
mouth twice daily for 10 days; or 

❏ Oral Amoxicillin Dispense: ❑ 500mg 
#20 No refills 

Sig: Take 2 (two) (1000mg) by 
mouth once daily for 10 days 

❏ Oral Penicillin V Dispense: ❑ 500mg 
#20 No refills 

Sig: Take 1 (one) (500mg) by 
mouth twice daily for 10 days 

❏ Oral Penicillin V Dispense: ❑ 250mg 
#40 No refills 

Sig: Take 1 (one) (250mg) by 
mouth four times daily for 10 days 

 
❏ IM Penicillin G benzathine 

Dispense: ❑ 1.2million units IM, 
single dose 
No refills 

To be administered by the 
pharmacist 

❏ Oral Cephalexin Dispense: ❑ 500mg 
#20 No refills 

Sig: Take 1 (one) (500mg) by 
mouth twice daily for 10 days 

❏ Oral Cefadroxil Dispense: ❑ 1g 
#10 No refills 

Sig: Take 1 (one) (1g) by mouth 
daily for 10 days 

❏ Oral Clindamycin Dispense: ❑ 300mg  
#30 No refills 

Sig: Take 1 (one) (300mg) by 
mouth three times daily for 10 days 

❏ Oral Azithromycin Dispense: ❑ 500mg 
#5 No refills 

Sig: Take 1 (one) (500mg) by   
mouth daily for 5 days 

❏ Oral Clindamycin Dispense: ❑ 300mg 
#30 No refills 

Sig: Take 1 (one) (300mg) by 
mouth three times daily for 10 
days 

❏ Oral Clarithromycin Dispense: ❑ 250mg 
#20 No refills 

Sig: Take 1 (one) (250mg) by 
mouth twice daily for 10 days 

 
 

 
PHARMACIST PERFORMING ASSESSMENT AND/OR INITIATING TREATMENT 

Printed Name License Number 

 
 

 

 
SIGNATURE DATE 
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Virginia Board of Pharmacy

September 30, 2025

Licenses Issued

2/1/24 - 4/30/24 5/1/24 - 7/31/24 8/1/24 - 10/31/24 11/1/24 - 1/31/25 2/1/25 - 4/30/25 5/1/25 - 7/31/25 License Count 9/12/2025

Business CSR 47 49 114 74 69 55 1,759

CE Courses 0 0 0 0 0 0 0

EMS Designated Locations 403 199 75 44 709

Limited Use Pharmacy Technician 0 0 0 0 0 0 4

Medical Equipment Supplier 3 8 6 1 3 4 219

Non-restricted Manufacturer 0 2 1 0 0 0 36

Outsourcing Facility 0 0 0 0 0 0 1

Permitted Physician 0 0 0 0 0 0 0

Pharmacist 164 212 262 177 187 251 16,958

Pharmacist Volunteer Registration 0 0 0 0 0 0 0

Pharmacy 18 7 11 5 12 9 1,678

Pharmacy Intern 79 52 72 121 77 55 1,025

Pharmacy Technician 407 461 527 427 477 623 14,118

Pharmacy Technician Trainee 864 964 1,175 900 941 1,141 7,678

Physician Selling Controlled Substances 15 18 46 17 37 22 614

Limited Use Practitioner Dispensing 2 1 1 4 3 1 19

Nonresident Manufacturer 5 4 13 1 5 1 239

Nonresident Medical Equipment Supplier 9 16 9 8 10 5 381

Nonresident Outsourcing Facility 3 1 2 4 2 1 39

Nonresident Pharmacy 26 27 33 12 27 25 1,001

Nonresident Third Party Logistics Provider 6 8 12 7 11 4 260

Nonresident Warehouser 9 15 9 17 11 14 187

Nonresident Wholesale Distributor 9 12 12 7 17 19 654

Physician Selling Drugs Location 1 8 3 9 5 5 134

Pilot Programs 4 0 1 0 2 0 6

Repackaging Training Program 0 0 0 0 0 0 2

Restricted Manufacturer 0 0 0 0 0 0 30

Third Party Logistics Provider 0 0 0 0 1 0 6

Warehouser 1 2 1 2 0 4 126

Limited Use Facility Dispensing 0 1 1 1 0 1 7

Wholesale Distributor 1 2 1 3 1 0 61
Total 1,673 1,870 2,715 1,996 1,973 2,284 47,951
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CURRENT

Q4 2022 Q1 2023 Q2 2023 Q3 2023 Q4 2023 Q1 2024 Q2 2024 Q3 2024 Q4 2024 Q1 2025 Q2 2025 Q3 2025 Q4 2025
Number of Cases Received 1,621 1,556 1,481 1,773 1,898 2,050 1,961 2,054 1,881 1,941 1,876 1,929 2,244

Number of Cases Open 4,246 4,174 4,392 4,672 4,783 4,792 5,079 5,174 5,107 5,183 5,114 5,186 5,568

Number of Cases Closed 1,533 1,754 1,586 1,857 1,952 2,075 1,674 2,036 1,934 1,832 1,949 1,854 1,878

Cases Received, Open and Closed Fiscal Year 2025-Quarter 4 Page 1 of 12

The “Received, Open, Closed” table below shows the number of received and closed cases during the quarters specified and a “snapshot” of the cases still open at the end of the quarter.

July 1 - September 30
October 1- December 31
January 1 - March 31
April 1 - June 30

Quarter Date Ranges
Quarter 1
Quarter 2
Quarter 3
Quarter 4

Cases Received, Open & Closed
Agency Summary

Quarter 4 – Fiscal Year 2025
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Cases Received, Open and Closed Fiscal Year 2025-Quarter 4 Page 2 of 12

The “Received, Open, Closed” table below shows the number of received and closed cases during the quarters specified and a “snapshot” of the cases still open at the end of the quarter.

July 1 - September 30
October 1- December 31
January 1 - March 31
April 1 - June 30

Quarter Date Ranges
Quarter 1
Quarter 2
Quarter 3
Quarter 4

Cases Received, Open & Closed
Agency Summary

Quarter 4 – Fiscal Year 2025
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CURRENT

Q4 2022 Q1 2023 Q2 2023 Q3 2023 Q4 2023 Q1 2024 Q2 2024 Q3 2024 Q4 2024 Q1 2025 Q2 2025 Q3 2025 Q4 2025

Number of Cases Received 185 215 210 204 249 206 179 204 172 174 167 200 229

Number of Cases Open 409 416 437 384 442 390 372 383 348 321 310 341 372

Number of Cases Closed 181 228 214 288 220 257 199 195 210 200 179 174 207

Number of Cases Received 3 15 13 10 4 10 27 10 9 18 15 16 15

Number of Cases Open 39 35 34 36 35 31 55 52 33 39 46 48 55

Number of Cases Closed 10 21 18 8 5 14 4 15 29 12 9 15 8

Number of Cases Received 34 20 18 22 31 39 35 32 45 46 41 28 37

Number of Cases Open 162 163 169 174 172 167 157 154 159 170 167 154 150

Number of Cases Closed 22 26 16 24 49 44 43 37 40 35 43 42 50

Pharmacy

Physical Therapy

Psychology

Cases Received, Open and Closed Fiscal Year 2025-Quarter 4 Page 6 of 12

The “Received, Open, Closed” table below shows the number of received and closed cases during the quarters specified and a “snapshot” of the cases still open at the end of the quarter.

July 1 - September 30
October 1- December 31
January 1 - March 31
April 1 - June 30

Quarter Date Ranges
Quarter 1
Quarter 2
Quarter 3
Quarter 4

Cases Received, Open & Closed
Agency Summary

Quarter 4 – Fiscal Year 2025
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0
50
100
150
200
250
300
350
400
450
500

0

50

100

150

200

250

300

350

Cases Received Cases Closed Cases Open

135

140

145

150

155

160

165

170

175

180

0

10

20

30

40

50

60

Cases Received Cases Closed Cases Open

0

10

20

30

40

50

60

0

5

10

15

20

25

30

35

Cases Received Cases Closed Cases Open

Cases Received, Open and Closed Fiscal Year 2025-Quarter 4 Page 11 of 12

The “Received, Open, Closed” table below shows the number of received and closed cases during the quarters specified and a “snapshot” of the cases still open at the end of the quarter.

July 1 - September 30
October 1- December 31
January 1 - March 31
April 1 - June 30

Quarter Date Ranges
Quarter 1
Quarter 2
Quarter 3
Quarter 4

Cases Received, Open & Closed
Agency Summary

Quarter 4 – Fiscal Year 2025
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Page 2 of 4Quarter 4 - Fiscal Year 2025

The average age of cases closed is a measurement of how long it takes, on average, for a case to be processed from entry to closure. These calculations include only cases closed within the quarter specified.

Average Age of Cases Closed

Average Age of Cases Closed
Quarterly Summary

Quarter 4- Fiscal Year 2025
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CURRENT

BOARD Q4 2022 Q1 2023 Q2 2023 Q3 2023 Q4 2023 Q1 2024 Q2 2024 Q3 2024 Q4 2024 Q1 2025 Q2 2025 Q3 2025 Q4 2025

Audiology 231.0 309.4 291.0 216.7 278.0 137.6 179.8 325.7 390.6 163.3 310.7 194.5 554.0

Counseling 187.1 250.0 219.8 232.7 228.7 220.2 295.7 227.4 229.3 215.9 164.3 283.6 305.0

Dentistry 410.7 343.8 226.4 258.8 308.6 292.1 272.5 261.4 230.3 314.0 331.0 307.2 291.6

Funeral Directing 445.0 342.1 382.1 310.9 361.4 284.8 477.4 384.4 515.3 253.1 507.1 314.2 174.2

Long-Term Care Administrators 554.8 415.4 362.4 506.9 266.7 387.7 386.9 366.8 332.3 286.2 499.2 297.9 382.8

Medicine 233.6 256.3 275.0 186.9 203.7 169.2 190.8 166.7 157.8 192.5 162.4 129.4 137.4

Nurse aide 427.3 454.8 476.3 460.3 351.3 329.3 401.8 316.3 299.8 290.3 352.9 237.4 333.2

Nursing 494.1 380.6 384.7 430.9 380.7 329.5 306.5 335.5 349.3 355.0 302.9 306.4 340.5

Optometry 91.1 221.9 240.7 183.5 104.0 170.6 387.3 112.9 179.5 161.9 363.9 202.9 107.5

Pharmacy 130.7 124.3 147.6 197.5 104.6 135.8 164.7 221.2 134.4 155.3 164.0 119.6 134.0

Physical Therapy 436.4 238.2 405.8 202.7 580.3 366.6 106.3 390.0 292.0 440.1 492.5 132.1 536.7

Psychology 127.5 455.1 460.1 381.6 537.2 617.0 659.0 422.9 282.6 187.1 425.4 573.9 314.9

Social Work 136.5 130.9 63.7 204.3 95.9 211.3 51.8 282.5 446.3 226.0 170.2 477.9 299.2

Veterinary Medicine 298.6 205.9 209.6 214.6 207.0 173.5 274.7 236.7 271.8 255.6 368.3 252.0 285.2

Agency total 331.6 280.8 288.2 281.2 267.6 242.8 263.0 255.6 249.2 250.0 256.5 228.1 243.8

Application Satisfaction Survey
Quarterly Summary

Quarter 4- Fiscal Year 2025

Average Age of Cases Closed Page 1 of 4Quarter 4 - Fiscal Year 2025

The average age of cases closed is a measurement of how long it takes, on average, for a case to be processed from entry to closure. These calculations include only cases closed within the quarter specified.

Average Age of Cases Closed

July 1 - September 30
October 1- December 31
January 1 - March 31
April 1 - June 30

Quarter Date Ranges
Quarter 1
Quarter 2
Quarter 3
Quarter 4
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Arne W. Owens

Quarterly Performance Measurement, Q4 2021 - Q4 2025
Patient Care Disciplinary Case Processing Times (with Continuance Days):

Virginia Department of Health Professions 

“To ensure safe and competent patient care by licensing health professionals, enforcing standards of practice, and providing information to health care practitioners and the public.” 
DHP Mission Statement

In order to uphold its mission relating to discipline, DHP continually assesses and reports on its disciplinary case processing performance. Extensive trend information is provided on the DHP 
website, in biennial reports, and, most recently, on Virginia Performs through Key Performance Measures (KPMs). KPMs offer a concise, balanced, and data-based way to measure disciplinary case 
processing. Clearance Rate, Age of Pending Caseload and Time to Disposition uphold the objectives of the DHP mission statement; these three measures, taken together, enable staff to identify and 
focus on areas of greatest importance in managing the disciplinary caseload.  The following pages show the KPMs by board, listed in order by caseload volume; volume is defined as the number of 
cases received during the previous 4 quarters.  In addition, readers should be aware that vertical scales on the line charts change, both across boards and measures, in order to accommodate 
varying degrees of data fluctuation.  This report includes the number of days that a case was in the continuance activity. 

Clearance Rate - the number of closed cases as a 
percentage of the number of received cases.  A 
100% clearance rate means that the agency is 
closing the same number of cases as it receives each 
quarter. DHP's goal is to maintain a 100% clearance 
rate of allegations of misconduct. 

Age of Pending Caseload - the percent of open patient 
care cases over 250 business days old. This measure 
tracks the backlog of patient care cases older than 250 
business days to aid management in providing specific 

closure targets. The goal is to maintain the percentage of 
open patient care cases older than 250 business days at 

no more than 20%.  

Time to Disposition - the percent of patient care cases 
closed within 250 business days for cases received within 

the preceding eight quarters. This moving eight-quarter 
window approach captures the vast majority of cases closed 

in a given quarter and effectively removes any undue 
influence of the oldest cases on the measure. The goal is to 
resolve 90% of patient care cases within 250 business days.

Director

The current quarter's clearance rate is 80%, with 
1,453 patient care cases received and 1,168 closed.

The current quarter shows 22% patient care cases 
pending over 250 business days, with 883 of the 3,995 

patient care cases pending over 250 business days.

The current quarter shows 77% patient care cases pending 
over 250 business days, with 861 of the 1,114 cases closed 

within 250 business days.
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Note:  Vertical scales on line charts change, both across boards and measures, in order to accommodate varying degrees of data fluctuation.  
Note: If no cases are received and some cases are closed, we assign 100% as clearance rate

442 Cases Received

278 Cases Closed

Pending Caseload: 7%

54 cases out of 376 are pending over 250 Days

Time to Disposition: 89%

60 cases out of 802 are pending over 250 Days

Time to Disposition: 94%
256 cases out of 271 were closed within 250 Days

Dentistry
Clearance Rate: 66%

115 Cases Received

76 Cases Closed

Pending Caseload: 14%

Virginia Department of Health Professions - Patient Care Disciplinary Case Processing Times (with Continuance Days), by Board

Age of Pending Caseload Time to Disposition
(percent of cases pending over one year)

Clearance RateMedicine
Clearance Rate: 63%

Pharmacy
Clearance Rate: 96%

66 cases out of 85 were closed within 250 Days

91 Cases Received

87 Cases Closed

Pending Caseload: 14%
27 cases out of 199 are pending over 250 Days

Time to Disposition: 78%

67 cases out of 75 were closed within 250 Days
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Arne W. Owens

Quarterly Performance Measurement, Q4 2021 - Q4 2025
Patient Care Disciplinary Case Processing Times (with Continuance Days):

Virginia Department of Health Professions 

“To ensure safe and competent patient care by licensing health professionals, enforcing standards of practice, and providing information to health care practitioners and the public.” 
DHP Mission Statement

In order to uphold its mission relating to discipline, DHP continually assesses and reports on its disciplinary case processing performance. Extensive trend information is provided on the DHP website, 
in biennial reports, and, most recently, on Virginia Performs through Key Performance Measures (KPMs). KPMs offer a concise, balanced, and data-based way to measure disciplinary case 
processing. Clearance Rate, Age of Pending Caseload and Time to Disposition uphold the objectives of the DHP mission statement; these three measures, taken together, enable staff to identify and 
focus on areas of greatest importance in managing the disciplinary caseload. The following pages show the KPMs by board, listed in order by caseload volume; volume is defined as the number of 
cases received during the previous 4 quarters.  In addition, readers should be aware that vertical scales on the line charts change, both across boards and measures, in order to accommodate 
varying degrees of data fluctuation.  This report includes the number of days that a case was in the continuance activity. 

Clearance Rate - the number of closed cases as a 
percentage of the number of received cases.  A 100% 
clearance rate means that the agency is closing the 
same number of cases as it receives each quarter. 
DHP's goal is to maintain a 100% clearance rate of 
allegations of misconduct. 

The current quarter's clearance rate is 80%, with 1,453 
patient care cases received and 1,168 closed.

Age of Pending Caseload - the percent of open patient 
care cases over 415 business days old. This measure 
tracks the backlog of patient care cases older than 415 
business days to aid management in providing specific 

closure targets. The goal is to maintain the percentage of 
open patient care cases older than 415 business days at 

no more than 20%.  

Time to Disposition - the percent of patient care cases 
closed within 415 business days for cases received within 

the preceding eight quarters. This moving eight-quarter 
window approach captures the vast majority of cases 
closed in a given quarter and effectively removes any 

undue influence of the oldest cases on the measure. The 
goal is to resolve 90% of patient care cases within 415 

business days.

Director

The current quarter shows 7% patient care cases pending 
over 415 business days, with 284 of the 3,995 patient care 

cases pending over 415 business days.

The current quarter shows 98% of patient care cases being 
resolved within 415 business days, with 1,089 of the 1,114 

cases closed within 415 business days.
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Note:  Vertical scales on line charts change, both across boards and measures, in order to accommodate varying degrees of data fluctuation.  

Note: If no cases are received and some cases are closed, we assign 100% as clearance rate

91 Cases Received
87 Cases Closed

Pending Caseload Over 415 Days: 4%
7 cases out of 199 are pending over 415 Days

18 cases out of 802 are pending over 415 Days

Clearance Rate: 96%

73 cases out of 75 were closed within 415 Days

Virginia Department of Health Professions - Patient Care Disciplinary Case Processing Times (with Continuance Days), by Board

Age of Pending Caseload Time to Disposition
(percent of cases pending over one year)

Clearance RateMedicine
Clearance Rate: 63%

442 Cases Received

278 Cases Closed

Pending Caseload Over 415 Days: 2%

Time to Disposition Within 415 Days: 98%
83 cases out of 85 were closed within 415 Days

Time to Disposition Within 415 Days: 100%
270 cases out of 271 were closed within 415 Days

Pending Caseload Over 415 Days: 5%
18 cases out of 376 are pending over 415 Days

Time to Disposition Within 415 Days: 97%

Dentistry
Clearance Rate: 66%

115 Cases Received
76 Cases Closed

Pharmacy
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Discipline Program Report 

Open Cases as of 8/27/25: 

383

308 300 304
339 340 349

 2/14/24  6/5/24 8/21/2024  11/6/24 2/27/2025 4/23/2025 8/27/2025

Total No. of Active Cases Date "As of"

0 1 2 3 4 5 6

Pharmacist

Tech

Trainee

YTD No. Cases Rec'd for PSS

Mental Health Diversion

PC APD Investigation FH IFC Other Pending 
Closure 

Entry OAG TOTALS 

Patient 
Care 
Cases 

61 40 66 2 9 0 0 3 0 181 

Non-
Patient 

Care 
Cases 

75 31 26 5 8 1 22 0 0 168 

TOTAL: 349 
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Date "As of"

93
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82
73
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48
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26

Cases at Inv

Patient Care NonPatient Care

Dat e "As of" Upcoming Disciplinary Proceedings 

October 9, 2025 Agency Subordinate IFC 

October 15, 2025 Yuan/Richards-Spruill Innovative Pilot 

October 21, 2025 All Members Formal Hearings 

November 6, 2025 Agency Subordinate IFC 

November 18, 2025 All Members Formal Hearings 

November 20, 2025 Ratliff/Kale IFC 

December 9, 2025 Kocot/Dowdy Pilot SCC 

December 10, 2025 All Members FBM and Formal 
Hearings 

December 11, 2025 Dowdy/Hoffer IFC 
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Executive Director’s Report – September 30, 2025 

Staff: 
 Vacant disciplinary administrative assistant position

In-person or Virtual Meetings Attended Since May Board Meeting: 
 FDA Interstate Compounding Meeting – June 4-5
 Monthly Interagency Standing Meeting
 Forensic Science Board Meeting – July (O’Halloran)
 Clinical Psychologist Prescribing Meetings SB 752 – July and August
 New Board Member Orientation Meeting for Tim Robertson – July (Juran, Shinaberry,

Logan, and O’Halloran)
 Discussions regarding JCHC Pharmacy Desert Study
 School Health Services Committee, Subcommittee to Study SB 1303
 NABP Monthly Executive Officers’ Call
 Therapeutic Interchange Work Group Meeting – August
 NABP Task Force to Study Drugs Lost in Transit – Chairman – August
 Monthly Planning Meetings for NABP/AACP Districts 1 & 2 Meeting
 Joint Subcommittee for Health and Human Resources Oversight – August

Upcoming In-person or Virtual Meetings: 
 Monthly Interagency Standing Meeting
 Forensic Science Board Meeting – October
 Monthly Planning Meetings for NABP/AACP Districts 1 & 2 Meeting
 Discussions regarding JCHC Pharmacy Desert Study
 NABP Monthly Executive Officers’ Call
 NABP/AACP Districts 1 & 2 Meeting – October 15-17
 NABP .Pharmacy Executive Board Meeting - October
 NABP Executive Officer, Legal Counsel, Compliance Officer, and Board Member

Forums – October 27-31
 Regulation Committee Meeting – November 5
 Full Board Meeting – December 10

Presentations Given Since May Board Meeting: 
 Virginia Pharmacy Association, Board of Pharmacy Law Update – August
 Appalachia College of Pharmacy, Board of Pharmacy Update – August
 VCU School of Pharmacy, Board of Pharmacy Update – August

Upcoming Presentations: 
 Shenandoah School of Pharmacy, Board of Pharmacy Update – TBD
 Hampton University School of Pharmacy, Board of Pharmacy Update – TBD
 Virginia Society of Health-Systems Pharmacists Fall Seminar, November 7
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