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Project 753 - NOIRA  1 
BOARD OF PHARMACY  2 

Draft Proposed Rules-Periodic review  3 
 4 
18VAC110-20-10. Definitions.  5 

In addition to words and terms defined in §§54.1-3300 and 54.1-3401 of the Code of Virginia, the 6 
following words and terms when used in this chapter shall have the following meanings, unless the 7 
context clearly indicates otherwise:  8 

"ACPE" means the Accreditation Council for Pharmacy Education.  9 
"Acquisition" of an existing entity permitted, registered or licensed by the board means (i) the 10 

purchase or transfer of all or substantially all of the assets of the entity or of any corporation that 11 
owns or controls the entity; (ii) the creation of a partnership by a sole proprietor or change in 12 
partnership composition; (iii) the acquiring of 50% or more of the outstanding shares of voting stock 13 
of a corporation owning the entity or of the parent corporation of a wholly owned subsidiary owning 14 
the entity, except that this shall not apply to any corporation the voting stock of which is actively 15 
traded on any securities exchange or in any over-the-counter market; or (iv) the merger of a 16 
corporation owning the entity, or of the parent corporation of a wholly owned subsidiary owning the 17 
entity, with another business or corporation.  18 

"Alternate delivery site" means a location authorized in 18VAC110-20-275 to receive dispensed 19 
prescriptions on behalf of and for further delivery or administration to a patient. 20 

"Aseptic processing" means the technique involving procedures designed to preclude 21 
contamination of drugs, packaging, equipment, or supplies by microorganisms during processing.  22 

"Beyond-use date" means the date beyond which the integrity of a compounded, repackaged, or 23 
dispensed drug can no longer be assured and as such is deemed to be adulterated or misbranded 24 
as defined in §§54.1-3461 and 54.1-3462 of the Code of Virginia.  25 

"Board" means the Virginia Board of Pharmacy.  26 
"CE" means continuing education as required for renewal of licensure by the Board of Pharmacy.  27 
"CEU" means a continuing education unit awarded for credit as the equivalent of 10 contact 28 

hours.  29 
"Chart order” means a lawful order for a drug or device entered on the chart or in a medical 30 

record of a patient by a prescriber or his designated agent. 31 
"Class 100 environment" means an atmospheric environment which contains less than 100 32 

particles, 0.5 microns in diameter, per cubic foot of air.  33 
"Closed system transfer" means the movement of sterile products from one container to another 34 

in which the container-closure system and transfer devices remain intact throughout the entire 35 
transfer process, compromised only by the penetration of a sterile, pyrogen-free needle or cannula 36 
through a designated stopper or port to effect transfer, withdrawal, or delivery, to include the 37 
withdrawal of a sterile solution from an ampul in a class 100 environment.  38 

"Compliance packaging" means packaging for dispensed drugs which is comprised of a series of 39 
containers for solid oral dosage forms and which is designed to assist the user in administering or 40 
self-administering the drugs in accordance with directions for use.  41 

"Contact hour" means the amount of credit awarded for 60 minutes of participation in and 42 
successful completion of a continuing education program.  43 

"Correctional facility" means any prison, penitentiary, penal facility, jail, detention unit, or other 44 
facility in which persons are incarcerated by government officials. 45 

"Cytotoxic drug" means a drug which has the capability of killing living cells.  46 
"DEA" means the United States Drug Enforcement Administration.  47 



Draft Proposed Regulations 
 

Page 2 of 45 

"Electronic transmission prescription" is any prescription, other than an oral or written 48 
prescription or a prescription transmitted by facsimile machine, that is electronically transmitted from 49 
a practitioner authorized to prescribe directly to a pharmacy without interception or intervention from 50 
a third party, or from one pharmacy to another pharmacy.  51 

"Expiration date" means that date placed on a drug package by the manufacturer or repacker 52 
beyond which the product may not be dispensed or used.  53 

"Facsimile (FAX) prescription" means a written prescription or order which is transmitted by an 54 
electronic device over telephone lines which sends the exact image to the receiver (pharmacy) in a 55 
hard copy form.  56 

"FDA" means the United States Food and Drug Administration.  57 
"Floor stock" means a supply of drugs that have been distributed for the purpose of general 58 

administration by a prescriber or other authorized person pursuant to a valid order of a prescriber.  59 
"Foreign school of pharmacy" means a school outside the United States and its territories 60 

offering a course of study in basic sciences, pharmacology, and pharmacy of at least four years in 61 
duration resulting in a degree that qualifies a person to practice pharmacy in that country. 62 

“FPGEC certificate” means the certificate given by the Foreign Pharmacy Equivalency 63 
Committee of NABP which certifies that the holder of such certificate has passed the Foreign 64 
Pharmacy Equivalency Examination and a credential review of foreign training to establish 65 
educational equivalency to board approved schools of pharmacy, and has passed approved 66 
examinations establishing proficiency in English.  67 

"Generic drug name" means the nonproprietary name listed in the United States Pharmacopeia-68 
National Formulary (USP-NF) or in the USAN and the USP Dictionary of Drug Names.  69 

"Hermetic container" means a container that is impervious to air or any other gas under the 70 
ordinary or customary conditions of handling, shipment, storage, and distribution.  71 

"Home infusion pharmacy" means a pharmacy which compounds solutions for direct parenteral 72 
administration to a patient in a private residence, long-term care facility or hospice setting.  73 

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the Code of 74 
Virginia or as defined in regulations by the Virginia Department of Health.  75 

"Inactive license" means a license which is registered with the Commonwealth but does not 76 
entitle the licensee to practice, the holder of which is not required to submit documentation of CE 77 
necessary to hold an active license.  78 

"Light-resistant container" means a container that protects the contents from the effects of light 79 
by virtue of the specific properties of the material of which it is composed, including any coating 80 
applied to it. Alternatively, a clear and colorless or a translucent container may be made light 81 
resistant by means of an opaque covering, in which case the label of the container bears a 82 
statement that the opaque covering is needed until the contents have been used. Where a 83 
monograph directs protection from light, storage in a light-resistant container is intended.  84 

"Long-term care facility" means a nursing home, retirement care, mental care or other facility or 85 
institution which provides extended health care to resident patients.  86 

“NABP” means the National Association of Boards of Pharmacy. 87 
"Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services.  88 
"On duty" means that a pharmacist is on the premises at the address of the permitted pharmacy 89 

and is available as needed.  90 
"Open-system transfer" means the combining of products in a nonsealed reservoir before filling 91 

or when a solution passes through the atmosphere during a transfer operation.  92 
"Permitted physician" means a physician who is licensed pursuant to §54.1-3304 of the Code of 93 

Virginia to dispense drugs to persons to whom or for whom pharmacy services are not reasonably 94 
available.  95 
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"Personal supervision" means the pharmacist must be physically present and render direct, 96 
personal control over the entire service being rendered or act being performed. Neither prior nor 97 
future instructions shall be sufficient nor, shall supervision rendered by telephone, written 98 
instructions, or by any mechanical or electronic methods be sufficient.  99 

"Pharmacy closing" means that the permitted pharmacy ceases pharmacy services or fails to 100 
provide for continuity of pharmacy services or lawful access to patient prescription records or other 101 
required patient records for the purpose of continued pharmacy services to patients.  102 

"Pharmacy technician trainee" means a person who is currently enrolled in an approved 103 
pharmacy technician training program and is performing duties restricted to pharmacy technicians 104 
for the purpose of obtaining practical experience in accordance with §54.1-3321 D. 105 

"PIC" means the pharmacist-in-charge of a permitted pharmacy.  106 
"Practice location" means any location in which a prescriber evaluates or treats a patient.  107 
"Prescription department" means any contiguous or noncontiguous areas used for the 108 

compounding, dispensing and storage of all Schedule II through VI drugs and devices and any 109 
Schedule I investigational drugs.  110 

"PTCB" means the Pharmacy Technician Certification Board, co-founded by the American 111 
Pharmaceutical Association and the American Society of Health System Pharmacists, as the 112 
national organization for voluntary examination and certification of pharmacy technicians.  113 

"Quality assurance plan" means a plan approved by the board for continuous ongoing 114 
monitoring, measuring, evaluating, and, if necessary, improving the performance of a pharmacy 115 
function or system.  116 

"Radiopharmaceutical" means any drug that exhibits spontaneous disintegration of unstable 117 
nuclei with the emission of nuclear particles or photons and includes any nonradioactive reagent kit 118 
or radionuclide generator that is intended to be used in the preparation of any such substance, but 119 
does not include drugs such as carbon-containing compounds or potassium-containing salts that 120 
include trace quantities of naturally occurring radionuclides. The term also includes any biological 121 
product that is labeled with a radionuclide or intended solely to be labeled with a radionuclide.  122 

"Repackaged drug" means any drug removed from the manufacturer's original package and 123 
placed in different packaging.  124 

"Robotic pharmacy system" means a mechanical system controlled by a computer that performs 125 
operations or activities relative to the storage, packaging, labeling, dispensing, or distribution of 126 
medications, and collects, controls, and maintains all transaction information.  127 

"Safety closure container" means a container which meets the requirements of the federal 128 
Poison Prevention Packaging Act of 1970 (15 USC §§1471-1476), i.e., in testing such containers, 129 
that 85% of a test group of 200 children of ages 41-52 months are unable to open the container in a 130 
five-minute period and that 80% fail in another five minutes after a demonstration of how to open it 131 
and that 90% of a test group of 100 adults must be able to open and close the container.  132 

"Satellite pharmacy" means a pharmacy which is noncontiguous to the centrally permitted 133 
pharmacy of a hospital but at the location designated on the pharmacy permit.  134 

"Special packaging" means packaging that is designed or constructed to be significantly difficult 135 
for children under five years of age to open to obtain a toxic or harmful amount of the drug contained 136 
therein within a reasonable time and not difficult for normal adults to use properly, but does not 137 
mean packaging which all such children cannot open or obtain a toxic or harmful amount within a 138 
reasonable time.  139 

"Special use permit" means a permit issued to conduct a pharmacy of a special scope of service 140 
that varies in any way from the provisions of any board regulation.  141 

"Sterile pharmaceutical product" means a dosage form free from living microorganisms.  142 
"Storage temperature" means those specific directions stated in some monographs with respect 143 

to the temperatures at which pharmaceutical articles shall be stored, where it is considered that 144 
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storage at a lower or higher temperature may produce undesirable results. The conditions are 145 
defined by the following terms:  146 

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cold place in 147 
which temperature is maintained thermostatically between 2° and 8°C (36° and 46°F). A freezer is a 148 
cold place in which the temperature is maintained thermostatically between -20° and -10°C (-4° and 149 
14°F).  150 

2. "Room temperature" means the temperature prevailing in a working area.  151 
3. "Controlled room temperature" is a temperature maintained thermostatically that 152 

encompasses the usual and customary working environment of 20° to 25°C (68° to 77°F); that 153 
results in a mean kinetic temperature calculated to be not more than 25°C; and that allows for 154 
excursions between 15° and 30°C (59° and 86°F) that are experienced in pharmacies, hospitals, 155 
and warehouses.  156 

4. "Warm" means any temperature between 30° and 40°C (86° and 104°F).  157 
5. "Excessive heat" means any temperature above 40°C (104°F).  158 
6. "Protection from freezing" means where, in addition to the risk of breakage of the container, 159 

freezing subjects a product to loss of strength or potency, or to the destructive alteration of its 160 
characteristics, the container label bears an appropriate instruction to protect the product from 161 
freezing.  162 

7. "Cool" means any temperature between 8° and 15°C (46° and 59°F).  163 
"Terminally ill" means a patient with a terminal condition as defined in §54.1-2982 of the Code of 164 

Virginia.  165 
"Tight container" means a container that protects the contents from contamination by extraneous 166 

liquids, solids, or vapors, from loss of the drug, and from efflorescence, deliquescence, or 167 
evaporation under the ordinary or customary conditions of handling, shipment, storage, and 168 
distribution, and is capable of tight reclosure. Where a tight container is specified, it may be replaced 169 
by a hermetic container for a single dose of a drug and physical tests to determine whether 170 
standards are met shall be as currently specified in United States Pharmacopeia-National 171 
Formulary.  172 

"Unit dose container" means a container that is a single-unit container, as defined in United 173 
States Pharmacopeia-National Formulary, for articles intended for administration by other than the 174 
parenteral route as a single dose, direct from the container.  175 

"Unit dose package" means a container that contains a particular dose ordered for a patient.  176 
"Unit dose system" means a system in which multiple drugs in unit dose packaging are 177 

dispensed in a single container, such as a medication drawer or bin, labeled only with patient name 178 
and location. Directions for administration are not provided by the pharmacy on the drug packaging 179 
or container but are obtained by the person administering directly from a prescriber's order or 180 
medication administration record.  181 

"USP-NF" means the United States Pharmacopeia-National Formulary.  182 
"Well-closed container" means a container that protects the contents from extraneous solids and 183 

from loss of the drug under the ordinary or customary conditions of handling, shipment, storage, and 184 
distribution.  185 
18VAC110-20-20. Fees.  186 

A. Unless otherwise provided, fees listed in this section shall not be refundable.  187 
B. Unless otherwise provided, any fees for taking required examinations shall be paid directly to 188 

the examination service as specified by the board.  189 
C. Initial application fees.    190 

1. Pharmacist license $180 
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2. Pharmacy intern registration $15 

3. Pharmacy technician registration $25 

4. Pharmacy permit $270 

5. Permitted physician licensed to dispense drugs $270 

6. Medical equipment supplier permit $180 

7. Humane society permit $20 

8. Nonresident pharmacy $270 

9. Controlled substances registrations (Between November 2, 2005, and 
December 31, 2006, the application fee for a controlled substance 
registration shall be $50) 

$90 

10. Robotic pharmacy system approval $150 

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

$250 

12. Approval of a pharmacy technician training program $150 

13. Approval of a continuing education program $100 

D. Annual renewal fees.   191 
1. Pharmacist active license $90 

2. Pharmacist inactive license $45 

3. Pharmacy technician registration $25 

4. Pharmacy permit $270 

5. Physician permit to practice pharmacy $270 

6. Medical equipment supplier permit $180 

7. Humane society permit $20 

8. Nonresident pharmacy $270 

9. Controlled substances registrations $90 

10. Innovative program continued approval based on board order not to 
exceed $200 per approval period. 

  

11. Approval of a pharmacy technician training program $75 every two 
years 

E. Late fees. The following late fees shall be paid in addition to the current renewal fee to renew 192 
an expired license within one year of the expiration date or within two years in the case of a 193 
pharmacy technician training program. In addition, engaging in activities requiring a license, permit, 194 
or registration after the expiration date of such license, permit, or registration shall be grounds for 195 
disciplinary action by the board.  196 

1. Pharmacist license $30 

2. Pharmacist inactive license $15 

3. Pharmacy technician registration $10 
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4. Pharmacy permit $90 

5. Physician permit to practice pharmacy $90 

6. Medical equipment supplier permit $60 

7. Humane society permit $5 

8. Nonresident pharmacy $90 

9. Controlled substances registrations $30 

10. Approval of a pharmacy technician training program $15 

F. Reinstatement fees. Any person or entity attempting to renew a license, permit, or registration 197 
more than one year after the expiration date, or more than two years after the expiration date in the 198 
case of a pharmacy technician training program, shall submit an application for reinstatement with 199 
any required fees. Reinstatement is at the discretion of the board and, except for reinstatement 200 
following license revocation or suspension, may be granted by the executive director of the board 201 
upon completion of an application and payment of any required fees.  202 
  203 
1. Pharmacist license $210 

2. Pharmacist license after revocation or suspension $500 

3. Pharmacy technician registration $35 

4. Pharmacy technician registration after revocation or suspension $125 

5. Facilities or entities that cease operation and wish to resume shall not be eligible for 
reinstatement but shall apply for a new permit or registration. Facilities or entities that failed 
to renew and continued to operate for more than one renewal cycle shall pay the current 
and all back renewal fees for the years in which they were operating plus the following 
reinstatement fees: 

a. Pharmacy permit $240 

b. Physician permit to practice pharmacy $240 

c. Medical equipment supplier permit $210 

d. Humane society permit $30 

e. Nonresident pharmacy $115 

f. Controlled substances registration $180 

g. Approval of a pharmacy technician training program $75 

G. Application for change or inspection fees for facilities or other entities.  204 
1. Change of pharmacist-in-charge $50 

2. Change of ownership for any facility $50 

3. Inspection for remodeling or change of location for any facility 150 

4. Reinspection of any facility $150 

5. Board-required inspection for a robotic pharmacy system $150 

6. Board-required inspection of an innovative program location $150 

7. Change of pharmacist responsible for an approved innovative program $25 

H. Miscellaneous fees. 205 
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1. Duplicate wall certificate $25 

2. Returned check $35 

I. For the annual renewal due on or before December 31, 2006, the following fees shall be imposed 206 
for a license, permit or registration: 207 
1. Pharmacist active license $50 

2. Pharmacist inactive license $25 

3. Pharmacy technician registration $15 

4. Pharmacy permit $210 

5. Physician permit to practice pharmacy $210 

6. Medical equipment supplier permit $140 

7. Humane society permit $20 

8. Nonresident pharmacy $210 

9. Controlled substances registrations $50 
Part II  208 

Licensure Requirements for Pharmacists  209 
18VAC110-20-30. Requirements for pharmacy practical experience.  210 

A. Each applicant for licensure as a pharmacist by examination shall have gained practical 211 
experience in the practice of pharmacy, to include no less than 300 hours in the area of prescription 212 
compounding and dispensing within a pharmacy as set forth in this section and 18 VAC 110-20-40.  213 

B. An applicant who graduated from an approved school of pharmacy after January 1, 2003 shall 214 
accumulate for licensure as a pharmacist shall attain a minimum of 1,500 hours of practical 215 
experience, of which at least 300 hours shall be gained outside of a school of pharmacy practical 216 
experience program.  For purposes of this regulation, credit will not be given for more than 50 hours 217 
in any one week. Applicants who graduated from an approved school of pharmacy prior to January 218 
1, 2003 shall have gained at least 1,000 hours of practical experience.  219 

C. Practical experience that is gained within an ACPE-accredited school of pharmacy, that 220 
conforms to the current ACPE standards, and that allows the student to gain at least 1500 hours of 221 
practical experience, shall meet the board's practical experience requirements for licensure as a 222 
pharmacist.     223 

C.D. All practical experience credit gained outside of an ACPE-accredited school of pharmacy 224 
program required shall only be gained after successful completion of the first professional year 225 
equivalent of at least two semesters in an ACPE-accredited school of pharmacy.  Credit shall not be 226 
given for more than 50 hours in one week and not less than an average of 20 hours per week 227 
averaged over a month.  The board may grant an exception to the minimum number of hours for 228 
good cause shown. 229 

D. Practical experience gained in a school of pharmacy which has a program designed to 230 
provide the applicant with practical experience in all phases of pharmacy practice and which 231 
program is approved by the American Council on Pharmaceutical Education will be accepted by the 232 
board for the time period during which the student is actually enrolled. The applicant will be required 233 
to gain any additional experience outside the school program as needed to meet the requirements of 234 
subsections A and B of this section.  235 

E. In accordance with §54.1-3312 of the Code of Virginia, all practical experience required by 236 
this section shall be gained within the United States.  237 
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18VAC110-20-40. Procedure for gaining practical experience.  238 
A. Each pharmacy student or graduate of an approved school of pharmacy who desires to gain 239 

practical experience in a pharmacy within the Commonwealth shall person desiring to gain practical 240 
pharmacy experience in Virginia shall first register with the board as a pharmacy intern on a form 241 
provided by the board prior to becoming so engaged as a pharmacy intern. This requirement shall 242 
also apply to students any person gaining practical experience within the Commonwealth whether 243 
for licensure in Virginia or in another state.  244 

B. In order to be eligible to register as a pharmacy intern, an applicant shall meet at least one of 245 
the following criteria: 246 

1. The applicant shall be enrolled in, and have started course work, in a professional degree 247 
program of a board-approved school of pharmacy.  Such registration is only valid while the student 248 
is enrolled in the school of pharmacy and is satisfactorily progressing toward meeting the 249 
requirements for licensure as a pharmacist.  An expiration date shall be assigned to the registration 250 
to cover the estimated time period for the student to complete the school program and pass the 251 
required examinations.  If the student is no longer enrolled in the school program, takes a voluntary 252 
break from the program, or is otherwise not actively participating in the school program, except for 253 
regularly scheduled school breaks, the registration is no longer valid and shall be returned to the 254 
board immediately;  255 

2. The applicant is a graduate of a board-approved school of pharmacy or a graduate of a 256 
foreign school of pharmacy, has established educational equivalency and proficiency in English by 257 
obtaining the FPGEC certificate, and desires to gain required practical experience required for 258 
licensure as a pharmacist.  Such applicant shall provide documentation on a board-approved form of 259 
current employment, or an employment start date within 90 days, in a pharmacy in Virginia with 260 
approval by the supervising pharmacist.  An expiration date shall be assigned to cover the estimated 261 
time period needed to obtain the required practical experience hours and take the required 262 
examinations to become licensed as a pharmacist;  263 

3. The applicant has already gained the required practical experience, but is an otherwise 264 
qualified applicant awaiting examination for licensure.  A three-month expiration date shall be 265 
assigned to allow the applicant time to take required examinations; or  266 

4. The applicant is an applicant for reactivation or reinstatement of a previously-issued 267 
pharmacist license and is meeting board requirements for re-licensure.  An expiration date shall be 268 
assigned to reasonably cover the period of time necessary to meet the board requirements. 269 

C. For documented, good cause shown, the executive director of the board may extend the 270 
expiration date of the intern registration upon submission of an application form approved by the 271 
board and payment of the initial application fee. 272 

B.D. The applicant A pharmacy intern shall be supervised by a pharmacist who holds an a 273 
current, unrestricted license and assumes full responsibility for the training, supervision and conduct 274 
of the intern. The supervising pharmacist shall not supervise more than one pharmacy intern during 275 
the same time period.  276 

C.E. The intern registration of a pharmacy student shall be valid only while the student is 277 
enrolled in a school of pharmacy. The registration card issued by the board shall be returned to the 278 
board upon failure to be enrolled.    279 

D.F. Practical experience gained within any other state must be registered with and certified by 280 
the board of that state in order to be accepted or certified by this board. In the event that a state 281 
does not use internships to gain practical experience in pharmacy but relies on the pharmacy school 282 
to certify the hours of experience, an affidavit from the pharmacy school certifying the hours of 283 
experience gained in the United States may be accepted in lieu of board certification.  284 

E.G. All practical experience of the pharmacy intern shall be evidenced by an affidavit approved 285 
by the board, which shall be filed prior to or with the application for examination for licensure.  286 
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F.H. An applicant for licensure by endorsement may provide verification acceptable to the board 287 
of practical experience hours worked as a pharmacist in another state within the United States in lieu 288 
of pre-licensure intern hours in order to meet the practical experience requirement 289 

I. A pharmacy intern shall notify the board of any change in address of record within 14 days of 290 
such change.  291 
18VAC110-20-50. Curriculum and approved schools of pharmacy.  292 

A. The following minimum educational requirements for the specified periods shall be recognized 293 
by the board for the purpose of licensure.  294 

1. On and after June 1, 1928, but before June 1, 1936, the applicant for licensure shall have 295 
been graduated from a three-year course of study with a pharmacy graduate or pharmacy college 296 
degree in pharmacy awarded.  297 

2. On and after June 1, 1936, but before June 1, 1964, the applicant for licensure shall have 298 
been graduated from a four-year course of study with a Bachelor of Science degree in pharmacy 299 
awarded.  300 

3.2. On and after June 1, 1964, the applicant for licensure shall have been graduated from at 301 
least a five-year course of study with a Bachelor of Science degree in pharmacy or a Doctorate of 302 
Pharmacy degree awarded.  303 

B. In order to be licensed as a pharmacist within this Commonwealth, the applicant shall have 304 
been granted the first professional degree from a program of a school of pharmacy which meets the 305 
requirements of §54.1-3312 of the Code of Virginia.  306 
18VAC110-20-60. Content of the examination and grades required; limitation on admittance to 307 
examination.  308 

A. Prior to admission to any examination required for licensure, the applicant shall have met all 309 
other requirements to include education and practical experience requirements, but in no case shall 310 
the applicant be admitted if grounds exist to deny licensure under §54.1-3316 of the Code of 311 
Virginia.  312 

B. The applicant shall achieve a passing score as determined by the board on the licensure 313 
examination which is approved by the board and which shall consist of an integrated examination of 314 
pharmacy practice, pharmacology, pharmacy mathematics, and such other subjects as are 315 
necessary to assure that the candidate possesses the necessary knowledge and skills to practice 316 
pharmacy.  317 

C. The applicant shall also achieve a passing score as determined by the board on an 318 
examination which tests the candidate's knowledge of federal and state laws related to pharmacy 319 
practice.  320 

D. When an applicant for licensure by examination fails to meet the passing requirements of the 321 
board-approved integrated pharmacy examination on three occasions, he shall not be readmitted to 322 
the examination until he has completed an additional 1,000 hours of practical experience as a 323 
pharmacy intern as set forth in 18VAC110-20-40.  324 

D. The applicant shall also achieve a passing score as determined by the board on an 325 
examination which tests the candidate's knowledge of federal and state laws related to pharmacy 326 
practice. 327 

E. When an applicant fails to pass the law examination, he shall not be allowed to retake it for a 328 
period of 30 days. 329 

F. If an applicant requests a testing accommodation for either examination based on a physical 330 
or mental impairment that substantially limits one or more major life activities, subject to the 331 
Americans with Disabilities Act, the Board may approve a reasonable accommodation that does not 332 
compromise the security or integrity of the examination. 333 

1. Supporting documentation shall be provided by the applicant to include the following to be 334 
considered for review: 335 
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a.  A letter of request from the candidate that specifies the testing accommodation requested; 336 
b. A written report of an evaluation (educational, psychological, or physical) within the 337 
preceding two years from a qualified professional which states a diagnosis of the disability, 338 
describes the disability, recommends specific accommodations, and provides justification 339 
that the accommodation is appropriate and necessary for the diagnosed disability. If the 340 
comprehensive evaluation was done more than two years ago and the condition is one that 341 
is not subject to change, the original evaluation report may be submitted along with a current 342 
letter from the qualified professional stating that there has been no change in the condition 343 
since the time of the evaluation; and 344 
c. A written statement from the appropriate person at the applicant’s school of pharmacy 345 
which describes any testing accommodations made while the student was enrolled, if 346 
applicable.   347 

2. The applicant will be notified in writing of the decision.  If the request for accommodation is 348 
granted, the approval information will be forwarded to the examination contractor and the form of the 349 
accommodation will be coordinated with the contractor.  350 
18VAC110-20-70. Requirements for foreign-trained applicants.  351 

A. Applicants for licensure who were trained in foreign schools of pharmacy shall meet the 352 
following additional requirements obtain the FPGEC certificate prior to being allowed to take the 353 
examinations required by 18VAC110-20-60: register as a pharmacy intern and gain required 354 
practical experience in Virginia.  355 

1. Obtain verification from the Foreign Pharmacy Graduate Examination Committee (FPGEC) of 356 
the National Association of Boards of Pharmacy (NABP) that the applicant is a graduate of a foreign 357 
school of pharmacy.  358 

2. Complete and receive a score acceptable to the board on the Foreign Pharmacy Graduate 359 
Equivalency Examination (FPGEE).  360 

3. Complete and receive a score acceptable to the board on the Test of English as a Foreign 361 
Language (TOEFL) or on the TOEFL iBT, the Internet-based tests of listening, reading, speaking 362 
and writing.  363 

4. Complete the Test of Spoken English (TSE) or the TOEFL iBT as given by the Educational 364 
Testing Service with a score acceptable to the board.  365 

5.B. Fulfill After obtaining the FPGEC certificate, the applicant may apply for a pharmacy intern 366 
registration and shall fulfill the requirements for practical experience as prescribed set forth in 367 
18VAC110-20-30 A, B and E and 18VAC110-20-40 A, B, D, E and F before being admitted to 368 
examinations required by 18VAC110-20-60.  369 

B.C. Applicants for licensure who were trained in foreign schools of pharmacy shall also 370 
complete and achieve passing scores on the examinations as prescribed set forth in 18VAC110-20-371 
60 before being licensed as a pharmacist. 372 
18VAC110-20-80. Renewal and reinstatement of license.  373 

A. Pharmacist licenses expire on December 31 and shall be renewed annually prior to that date 374 
by the submission of a renewal fee, renewal form, and statement of compliance with continuing 375 
education requirements.  376 

B. A pharmacist newly licensed on or after October 1 shall not be required to renew that license 377 
until December 31 of the following year.  378 

C. A pharmacist who fails to renew his license by the expiration date may renew his license at 379 
any time within one year of its expiration by submission of the renewal fee and late fee, renewal 380 
form, and statement of compliance with continuing education requirements.  381 

D. A pharmacist who fails to renew his license for more than one year following expiration and 382 
who wishes to reinstate such license shall submit an application for reinstatement, pay the current 383 
renewal fee and a reinstatement fee, and submit documentation showing compliance with continuing 384 
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education requirements. Reinstatement is at the discretion of the board and may be granted by the 385 
executive director of the board provided no grounds exist to deny said reinstatement.  386 

E. A pharmacist who has been registered as inactive for more than one year must apply for 387 
reinstatement, submit documentation showing compliance with continuing education requirements, 388 
and pay the current year active renewal fee in order to resume active licensure.  389 

F. In order to reactivate or reinstate a license to active status, a pharmacist who holds an 390 
inactive license, who has allowed his license to lapse, or who has had his license suspended or 391 
revoked must submit evidence of completion of CEU's or hours equal to the requirements for the 392 
number of years in which his license has not been active, not to exceed a total of 60 hours of CE.  393 

G. A pharmacist whose license has been lapsed, in inactive status, or suspended or revoked for 394 
more than five years shall, as a condition of reinstatement in addition to 60 hours CE, take and 395 
receive a passing score on the board-approved law examination and furnish acceptable 396 
documentation of one of the following:  397 

1. Active pharmacy practice within the past five years as a properly licensed pharmacist in 398 
another state; or  399 

2. Practical experience as a pharmacy intern registered with the board of at least 160 hours 400 
within six months immediately prior to being reinstated.  401 

H. The practice of pharmacy without a current, active pharmacist license is unlawful and shall 402 
constitute grounds for disciplinary action by the board.  403 

I. It shall be the duty and responsibility of each licensee to inform the board of his current 404 
address. A licensee shall immediately notify the board within 14 days in writing or electronically of 405 
any change of an address of record. Properly updating address of record directly through the 406 
board’s web-based application or other approved means shall constitute lawful notification.  All 407 
notices required by law or by these rules and regulations are deemed to be legally given when 408 
mailed to the address given and shall not relieve the licensee of the obligation to comply.   409 
18VAC110-20-90. Requirements for continuing education.  410 

A. On and after December 31, 1993, a A pharmacist shall be required to have completed a 411 
minimum of 1.5 CEUs or 15 contact hours of continuing pharmacy education in an approved 412 
program for each annual renewal of licensure. CEUs or hours in excess of the number required for 413 
renewal may not be transferred or credited to another year.  414 

B. A pharmacy education program approved for continuing pharmacy education is:  415 
1. One that is approved by the Accreditation Council for Pharmacy Education (ACPE);  416 
2. One that is approved as a Category I Continuing Medical Education (CME) course, the 417 

primary focus of which is pharmacy, pharmacology or drug therapy; or  418 
3. One that is approved by the board in accordance with the provisions of 18VAC110-20-100.  419 
C. The board may grant an extension pursuant to §54.1-3314 E §54.1-3314.1 E of the Code of 420 

Virginia. Any subsequent extension shall be granted only for good cause shown.  421 
D. Pharmacists are required to attest to compliance with CE requirements in a manner approved 422 

by the board at the time of their annual license renewal. Following each renewal period, the board 423 
may conduct an audit of the immediate past two years' CE documents to verify compliance with 424 
requirements. Pharmacists are required to maintain, for two three years following renewal, the 425 
original certificates documenting successful completion of CE, showing date and title of the CE 426 
program or activity, the number of CEU's or contact hours awarded, and a certifying signature or 427 
other certification of the approved provider. Pharmacists selected for audit must provide these 428 
original documents to the board by the deadline date specified by the board in the audit notice.  429 
18VAC110-20-100. Approval of continuing education programs.  430 

A. The board will approve without application or further review any program offered by an ACPE-431 
approved provider and will accept for credit certificates bearing the official ACPE logo and program 432 
number.  433 
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B. The board may approve an individual CE program under the following provisions:  434 
1. An approved individual program is a course, activity, or lecture which includes subject matter 435 

related to the competency of the practice of pharmacy and which has been approved for CE credit 436 
by the board.  437 

2. In order to receive approval for an individual program, the sponsor or provider must make 438 
application apply prior to the program offering on a form provided by the board. The information 439 
which must be provided shall include but not be limited to: name of provider, location, date and time 440 
of program, charges to participants, description of program content and objectives, credentials of 441 
speaker or author, method of delivery, evaluation procedure, evidence of a pre and post test, credits 442 
requested, mechanism for recordkeeping, and any such information as the board deems necessary 443 
to assure quality and compliance.  444 

3. The sponsor making application applying for board approval of an individual program must 445 
pay a fee as required in 18VAC110-20-20 C 18.  446 

4. The board shall notify the provider or sponsor within 60 days following the receipt of a 447 
completed application of approval or disapproval of a program and the number of credits which may 448 
be awarded. The board shall also assign an expiration date for approval of the program not to 449 
exceed two years from the date of approval. 450 

5. The provider of an approved program shall provide to each participant who completes the 451 
required hours and passes the post test a certification with the name of the provider, name of the 452 
participant, description of course and method of delivery, number of hours credited, date of 453 
completion, and program identification number.  454 

6. The provider of an approved program shall maintain all records on that program, its 455 
participants, and hours awarded for a period of three five years and shall make those records 456 
available to the board upon request.  457 

7. The board shall periodically review and monitor programs. The provider of a CE program shall 458 
waive registration fees for a representative of the board for that purpose.  459 

8. Any changes in the information previously provided about an approved program or provider 460 
must be submitted or the board may withdraw its approval. If a provider wants to give a live program 461 
more than once, all program dates must either be submitted on the original application or provided to 462 
the board in subsequent correspondence.  463 

Part III  464 
Requirements For Pharmacy Technician Registration  465 

18VAC110-20-101. Application for registration as a pharmacy technician.  466 
A. Any person wishing to apply for registration as a pharmacy technician shall submit the 467 

application fee and an application on a form approved by the board.  468 
B. In order to be registered as a pharmacy technician, an applicant shall provide evidence of the 469 

following:  470 
1. Satisfactory completion of an approved training program, and  471 
2. A passing score on a board-approved examination.  472 
C. In lieu of the requirements of subsection B of this section, an applicant may provide evidence 473 

of current PTCB certification.  474 
D. A pharmacy technician trainee may perform tasks restricted to pharmacy technicians for no 475 

more than nine months without becoming registered as a pharmacy technician. 476 
18VAC110-20-102. Criteria for approval for training programs.  477 

A. Any person wishing to apply for approval of a pharmacy technician training program shall 478 
submit the application fee and an application on a form approved by the board and meet the criteria 479 
established in this section.  480 
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B. The curriculum of a training program for pharmacy technicians shall include instruction in 481 
applicable, current laws and regulations and in the tasks that may be performed by a pharmacy 482 
technician to include the following or any other task restricted to pharmacy technicians in regulation:  483 

1. The entry of prescription information and drug history into a data system or other 484 
recordkeeping system;  485 

2. The preparation of prescription labels or patient information;  486 
3. The removal of the drug to be dispensed from inventory;  487 
4. The counting, measuring, or compounding of the drug to be dispensed;  488 
5. The packaging and labeling of the drug to be dispensed and the repackaging thereof;  489 
6. The stocking or loading of automated dispensing devices or other devices used in the 490 

dispensing process; and  491 
7. The acceptance of refill authorization from a prescriber or his authorized agent provided there 492 

is no change to the original prescription.  493 
C. Instructors Each program shall have a program director who shall be either (i) a pharmacist 494 

with a current unrestricted license that has not been suspended or revoked by Virginia or in any 495 
jurisdiction in the United States; (ii) a pharmacy technician with at least one year of experience 496 
performing technician tasks who holds a current unrestricted registration in Virginia or a current 497 
PTCB certification and has not been suspended or revoked as a pharmacy technician by Virginia or 498 
any other state; or (iii) other person approved and deemed qualified by the board to be a program 499 
director.  500 

D. Instructors for the core components listed in paragraph B of this section shall meet the 501 
requirements for the program director listed in paragraph C of this section.  The program director 502 
may serve as an instructor.   503 

D.E. The length of the program shall be sufficient to prepare a program participant to sit for the 504 
board-approved examination and demonstrate entry-level competency.  505 

E.F. The program shall maintain records of program participants either on-site or at another 506 
location where the records are readily retrievable upon request for inspection. A program shall 507 
provide a certificate of completion to participants who successfully complete the program and 508 
provide verification of completion of the program for a participant upon request by the Board.  509 
Records shall be maintained for two years from date of completion or termination of program.  510 

G. The program shall report within 14 days any substantive change in the program to include a 511 
change in program name, program director, instructors, name of institution or business if applicable, 512 
address, program content, length of program, or location of records.   513 

H. A pharmacy technician training program approval expires after two years, after which the 514 
program may apply for renewal.  For continued approval, the program shall submit the renewal 515 
application, renewal fee, and a self-evaluation report on a form provided by the board at the time of 516 
renewal notification.  Renewal of a program's approval is at the discretion of the board, and the 517 
decision to renew shall be based on documentation of continued compliance with the criteria set 518 
forth in this section.  519 
18VAC110-20-103. Examination.  520 

A. The board shall approve one or more examinations to test entry-level competency for 521 
pharmacy technicians. In order to be approved, a competency examination shall be developed in 522 
accordance with and meet the recognized acceptable test measurement standards of the Joint 523 
Technical Standards for Education and Psychological Testing (American Psychological Association, 524 
current edition), and shall be administered by an independent third party.  525 

B. The board may contract with an examination service for the development and administration 526 
of a competency examination.  527 

C. The board shall determine the minimum passing standard on the competency examination.  528 
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D. Any requests for testing accommodations under the Americans with Disabilities Act shall be in 529 
accordance with the provisions of 18VAC110-20-60 F.  530 
18VAC110-20-104. Address of record; maintenance of certificate.  531 

A. It shall be the duty and responsibility of each pharmacy technician to inform the board of his 532 
current address. A pharmacy technician shall notify the board in writing or electronically of any 533 
change of an address of record within 30 14 days. Properly updating address of record directly 534 
through the board’s web-based application or other approved means shall constitute lawful 535 
notification. All notices required by law or by these rules and regulations are deemed to be legally 536 
given when mailed to the address given and shall not relieve the registrant of the obligation to 537 
comply.  538 

B. A pharmacy technician shall maintain his current registration certificate at his principal place 539 
of practice, available for inspection upon request.  A pharmacy technician who does not have a 540 
principal place of practice may maintain it at any pharmacy in which he practices or his address of 541 
record. 542 
18VAC110-20-106. Requirements for continued competency.  543 

A. A pharmacy technician shall be required to have completed a minimum of 0.5 CEUs or five 544 
contact hours of approved continuing education for each annual renewal of registration. Hours in 545 
excess of the number required for renewal may not be transferred or credited to another year.  546 

B. An approved continuing education program shall meet the requirements as set forth in 547 
subsection B of 18VAC110-20-90 18VAC110-20-100.  548 

C. Upon written request of a pharmacy technician, the board may grant an extension of up to 549 
one year in order for the pharmacy technician to fulfill the continuing education requirements for the 550 
period of time in question. The granting of an extension shall not relieve the pharmacy technician 551 
from complying with current year requirements. Any subsequent extension shall be granted for good 552 
cause shown.  553 

D. Original certificates showing successful completion of continuing education programs shall be 554 
maintained by the pharmacy technician for a period of two three years following the renewal of his 555 
registration. The pharmacy technician shall provide such original certificates to the board upon 556 
request in a manner to be determined by the board.  557 

Part IV  558 
Pharmacies  559 

18VAC110-20-110. Pharmacy permits generally.  560 
A. A pharmacy permit shall not be issued to a pharmacist to be simultaneously in charge of more 561 

than two pharmacies.  562 
B. The pharmacist-in-charge (PIC) or the pharmacist on duty shall control all aspects of the 563 

practice of pharmacy. Any decision overriding such control of the PIC or other pharmacist on duty 564 
shall be deemed the practice of pharmacy and may be grounds for disciplinary action against the 565 
pharmacy permit.  566 

C. When the PIC ceases practice at a pharmacy or no longer wishes to be designated as PIC, 567 
he shall take a complete and accurate inventory of all Schedule II through V controlled substances 568 
on hand and shall immediately return the pharmacy permit to the board indicating the effective date 569 
on which he ceased to be PIC.  570 

D. An outgoing PIC shall have the opportunity to take a complete and accurate inventory of all 571 
Schedule II through V controlled substances on hand on the date he ceases to be PIC, unless the 572 
owner submits written notice to the board showing good cause as to why this opportunity should not 573 
be allowed.  574 

E. A PIC who is absent from practice for more than 30 consecutive days shall be deemed to no 575 
longer be the PIC. Pharmacists-in-charge having knowledge of upcoming absences for longer than 576 
30 days shall be responsible for notifying the board, returning the permit, and taking the required 577 
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inventory. For unanticipated absences by the PIC, which exceed 15 days with no known return date 578 
within the next 15 days, the owner shall immediately notify the board and shall obtain a new PIC.  579 

D. F. An application for a permit designating the new PIC shall be filed with the required fee 580 
within 14 days of the original date of resignation or termination of the PIC on a form provided by the 581 
board. It shall be unlawful for a pharmacy to operate without a new permit past the 14-day deadline 582 
unless the board receives a request for an extension prior to the deadline. The executive director for 583 
the board may grant an extension for up to an additional 14 days for good cause shown.  584 

G. Only one pharmacy permit shall be issued to conduct a pharmacy within the same designated 585 
prescription department space.  A pharmacy shall not engage in any other activity requiring a license 586 
or permit from the board, such as manufacturing or wholesale-distributing, out of the same 587 
designated prescription department space.   588 

H. A pharmacy permit shall not be issued to any person to operate from a private dwelling or 589 
residence after (effective date of this subsection).  Before any permit is issued, the applicant shall 590 
attest to compliance with all federal, state and local laws and ordinances.  591 
18VAC110-20-111. Pharmacy technicians.  592 

A. Every pharmacy that employs or uses pharmacy technicians shall maintain a site-specific 593 
training program and manual for training pharmacy technicians to work at that pharmacy. The 594 
program shall include training consistent with that specific pharmacy practice to include, but not be 595 
limited to, training in proper use of site-specific computer programs and equipment, proper use of 596 
other equipment used at the pharmacy in performing technician duties, and pharmacy calculations 597 
consistent with the duties at that pharmacy.  598 

B. Every pharmacy shall maintain documentation of successful completion of the site specific 599 
training program for each pharmacy technician for the duration of the employment and for a period 600 
of two years from date of termination of employment. Documentation for currently employed 601 
pharmacy technicians shall be maintained on site or at another location where the records are 602 
readily retrievable upon request for inspection. After employment is terminated, such documentation 603 
may be maintained at an off-site location where it is retrievable upon request.  604 

C. Every pharmacy that employs or uses a person enrolled in an approved pharmacy technician 605 
training program pursuant to §54.1-3321 D of the Code of Virginia shall allow such person to 606 
conduct tasks restricted to pharmacy technicians for no more than nine months without that person 607 
becoming registered as a pharmacy technician with the board as set forth in 18VAC110-20-101. 608 
Every pharmacy using such a person shall have documentation on site and available for inspection 609 
showing that the person is currently enrolled in an approved training program and the start date for 610 
each pharmacy technician in training.  611 
18VAC110-20-120. Special or limited-use pharmacy permits.  612 

A. For good cause shown, the board may issue a special or limited-use pharmacy permit, when 613 
the scope, degree or type of pharmacy practice or service to be provided is of a special, limited or 614 
unusual nature as compared to a regular pharmacy service. The permit to be issued shall be based 615 
on special conditions of use requested by the applicant and imposed by the board in cases where 616 
certain requirements of regulations may be waived. The following conditions shall apply:  617 

1. The application shall list the regulatory requirements for which a waiver is requested and a 618 
brief explanation as to why each requirement should not apply to that practice.  619 

2. A policy and procedure manual detailing the type and method of operation, hours of operation, 620 
schedules of drugs to be maintained by the pharmacy, and method of documentation of continuing 621 
pharmacist control must accompany the application.  622 

3. The issuance and continuation of such permits shall be subject to continuing compliance with 623 
the conditions set forth by the board.  624 

B. For a special-use pharmacy located in or providing services to a free clinic that uses mostly 625 
volunteer pharmacists on a part-time basis with pharmacy business hours less than 20 hours a 626 
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week, the board may grant a waiver to the restricted access provisions of 18VAC110-20-190 under 627 
the following conditions:  628 

1. The access is only for the purpose of repairing or upgrading essential equipment or for the 629 
purpose of securing a delivered drug order in the pharmacy. 630 

2. The PIC shall be notified prior to each entry and give permission for the designated, specific 631 
individuals to enter. 632 

3. If entry is by a non-pharmacist, two persons must enter together, one of whom must be an 633 
employee or volunteer of the free clinic who holds a license as a nurse, physician, or a physician 634 
assistant.  Both persons must remain in the pharmacy the entire time that access is required. 635 

4. The key or other means of unlocking the pharmacy and the alarm access code shall be 636 
maintained in a secure location within the facility in a sealed envelope or other container with the 637 
name of the "sealing" pharmacist written across the seal.  If a non-pharmacist accesses the 638 
pharmacy, this means of access may be used, and the licensed health professional, as set forth in 639 
paragraph B 3 of this section, is responsible for resealing the means of access and writing his name 640 
across the seal.  The PIC shall ensure that the alarm access code is changed within 48 hours.  In 641 
lieu of the pharmacist's signature across a seal, the executive director for the board may approve 642 
other methods of securing the emergency access to the prescription department. 643 

5. A log must be maintained of each non-pharmacist entry showing date and time of entry, 644 
names of the two persons entering, purpose for entry, and notation that permission was granted by 645 
the pharmacist-in-charge and the date it was granted.  Such log shall be maintained on premises for 646 
one year. 647 
18VAC110-20-130. Pharmacy closings; going out of business; change of ownership.  648 

A. At least 14 days prior to the date a pharmacy closes in accordance with §54.1-3434.01 of the 649 
Code of Virginia or goes out of business, the owner shall notify the board. The proposed disposition 650 
of all Schedule II through VI drugs, prescription dispensing records, patient information records, and 651 
other required records shall be reported to the board. If the pharmacy drug stock and records are to 652 
be transferred to another licensee, the owner shall inform the board of the name and address of the 653 
licensee to whom the drugs and records are being transferred and the date of transfer.  Prescription 654 
records for prescriptions with active refills shall be transferred to another pharmacy where a patient 655 
may obtain access for the purpose of obtaining refills either at that location or in accordance with the 656 
transfer provisions of 18 VAC 110-20- 360.  657 

B. Exceptions to the public notice as required in §54.1-3434.01 of the Code of Virginia and the 658 
notice required in subsection A of this section shall be approved by the board and may include 659 
sudden closing due to fire, destruction, natural disaster, death, property seizure, eviction, 660 
bankruptcy, or other emergency circumstances. If the pharmacy is not able to meet the notification 661 
requirements of §54.1-3434.01, the owner shall ensure that the board and public are properly 662 
notified as soon as he knows of the closure and shall disclose the emergency circumstances 663 
preventing the notification within the required deadlines.  664 

C. In the event of an exception to the notice as required in §54.1-3434.01 of the Code of Virginia 665 
and in subsection A of this section, the PIC or owner shall provide notice as far in advance of closing 666 
as allowed by the circumstances.  667 

D. At least 14 days prior to any change in ownership of an existing pharmacy, the owner shall 668 
notify the board of the pending change.  669 

1. Upon any change in ownership of an existing pharmacy, the prescription dispensing records 670 
for the two years immediately preceding the date of change of ownership and other required patient 671 
information shall be provided to the new owners on the date of change of ownership in substantially 672 
the same format as previously used immediately prior to the transfer to provide continuity of 673 
pharmacy services.  674 

2. The previous owner shall be held responsible for assuring the proper and lawful transfer of 675 
records on the date of the transfer.  676 
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3. The format of the prescription dispensing records which are transferred to a new owner shall 677 
comply with the requirements of Chapter 34 (§54.1-3400 et seq.) of Title 54.1 of the Code of 678 
Virginia, and this chapter. Failure to comply with this chapter during a change in ownership shall be 679 
deemed to be a closing of the existing pharmacy for which the existing pharmacy owner shall be 680 
required to provide notice to the board and public in accordance with §54.1-3434.01 of the Code of 681 
Virginia and subsection A of this section.  682 
18VAC110-20-140. New pharmacies, acquisitions and changes to existing pharmacies.  683 

A. Any person wishing to open a new pharmacy, engage in the acquisition of an existing 684 
pharmacy, change the location of an existing pharmacy, move the location or make structural 685 
changes to an existing prescription department, or make changes to a previously approved security 686 
system shall file an application with the board.  687 

B. In the acquisition of an existing pharmacy, if prescription records are to be accessible to 688 
anyone for purposes other than for continuity of pharmacy services at substantially the same level 689 
offered by the previous owner or for the necessary transfer of prescription records, the owner of the 690 
pharmacy acquiring the records shall disclose such information in writing to each patient 14 days 691 
prior to the acquisition. Such release of prescription records shall be allowed only to the extent 692 
authorized by §32.1-127.1:03 of the Code of Virginia.  693 

C. The proposed location or structural changes shall be inspected by an authorized agent of the 694 
board prior to issuance of a permit.  695 

1. Pharmacy permit applications which indicate a requested inspection date, or requests which 696 
are received after the application is filed, shall be honored provided a 14-day notice is allowed prior 697 
to the requested inspection date.  698 

2. Requested inspection dates which do not allow a 14-day notice to the board may be adjusted 699 
by the board to provide 14 days for the scheduling of the inspection.  700 

3. At the time of the inspection, the dispensing area shall comply with 18VAC110-20-150, 701 
18VAC110-20-160, 18VAC110-20-170, 18VAC110-20-180, and 18VAC110-20-190.  702 

4. If an applicant substantially fails to meet the requirements for issuance of a permit and a 703 
reinspection is required, or if the applicant is not ready for the inspection on the established date and 704 
fails to notify the inspector or the board at least 24 hours prior to the inspection, the applicant shall 705 
pay a reinspection fee as specified in 18VAC110-20-20 prior to a reinspection being conducted.  706 

D. Drugs shall not be stocked within the proposed pharmacy or moved to a new location until 707 
approval is granted by the inspector or board staff.  708 

E. Once the permit is issued, prescription drugs may not be stocked earlier than two weeks prior 709 
to the designated opening date.  Once prescription drugs have been placed in the pharmacy, a 710 
pharmacist shall be present during the expected normal hours of operation.  The PIC shall be 711 
present on a regular basis.  If there is a change in the designated opening date, the pharmacy shall 712 
notify the board office, and a pharmacist shall continue to be on-site during expected normal hours 713 
of operation. 714 
18VAC110-20-180. Security system.  715 

A. A device for the detection of breaking shall be installed in each prescription department of 716 
each pharmacy. The installation and the device shall be based on accepted burglar alarm industry 717 
standards, and shall be subject to the following conditions:  718 

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other generally 719 
accepted and suitable device.  720 

2. The device shall be monitored in accordance with accepted industry standards, maintained in 721 
operating order, and shall have an auxiliary source of power, and shall be capable of sending an 722 
alarm signal to the monitoring entity when breached if the communication line is not operational.  723 

3. The device shall fully protect the prescription department and shall be capable of detecting 724 
breaking by any means when activated.  725 
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4. Access to the alarm system for the prescription department area of the pharmacy shall be 726 
restricted to the pharmacists working at the pharmacy, except for access by other persons in 727 
accordance with 18VAC110-20-190 B 2, and the system shall be activated whenever the 728 
prescription department is closed for business.  729 

B. Exceptions to provisions in this section: 730 
5.1. This regulation shall not apply to pharmacies which have been granted a permit Burglar 731 

alarm systems approved prior to November 4, 1993 will be deemed to meet the requirements of 732 
subsection A 1, 2, and 3, provided that a previously approved security alarm system is in place, that 733 
no structural changes are made in the prescription department, that no changes are made in the 734 
security system, that the prescription department is not closed while the rest of the business remains 735 
open, and provided further that a breaking and loss of drugs does not occur.  If a breaking with a 736 
loss of drugs occurs, the pharmacy shall immediately upgrade the burglar alarm to meet the current 737 
standards and shall file an application with the board in accordance with 18VAC110-20-140 A. 738 

6.2. If the prescription department was located in a business with extended hours prior to 739 
November 4, 1993, and had met the special security requirements by having a floor to ceiling 740 
enclosure, a separately activated alarm system shall not be required.  741 

7.3. This section shall not apply to pharmacies which are open and staffed by pharmacists 24 742 
hours a day. If the pharmacy changes its hours or if it must be closed for any reason, the PIC or 743 
owner must immediately notify the board, file an application in accordance with 18VAC110-20-140 744 
A, and have installed within 72 hours prior to closing, a security system which meets the 745 
requirements of subdivisions 1 through 4 of this section.  746 
18VAC110-20-190. Prescription department enclosures; access to prescription department.  747 

A. The prescription departments department of each pharmacy shall be provided with enclosures 748 
subject to the following conditions:  749 

1. The enclosure shall be constructed in such a manner that it protects the controlled drug stock 750 
prescription drugs from unauthorized entry and from pilferage at all times whether or not a 751 
pharmacist is on duty.  752 

2. The enclosure shall be of sufficient height as to prevent a person from reaching over to gain 753 
access to the drugs locked and alarmed at all times when a pharmacist is not on duty. 754 

3. Entrances to the enclosed area must have a door with no more than a six-inch gap from the 755 
floor and which is at least as high as the adjacent structure. The requirement for a maximum six-inch 756 
gap shall not apply to those pharmacies in existence prior to February 3, 1999, with the exception of 757 
any pharmacy which experiences a related diversion or theft.  The enclosure shall be capable of 758 
being locked in a secure manner, at any time the pharmacist on duty is not present in the 759 
prescription department. 760 

4. Doors to the area must have locking devices which will prevent unauthorized entry in the 761 
absence of the pharmacist.  762 

B. The door keys or other means of entry into a locked prescription department, and the alarm 763 
access code to the dispensing areas shall be subject to the following requirements:  764 

1. Only restricted to pharmacists practicing at the pharmacy and authorized by the PIC shall be 765 
in possession of any keys to or other means of opening the locking device on the door to such 766 
enclosure, or to the alarm access code. with the following exceptions: 767 

2.1. The PIC or a pharmacist on duty, for emergency access, may place a key or other means of 768 
opening the locking device unlocking the prescription department and the alarm access code in a 769 
sealed envelope or other container with the pharmacist's signature across the seal in a safe or vault 770 
or other secured place within the pharmacy or other secured place. This key or code means of 771 
emergency access shall only be used to allow entrance to the prescription department by other 772 
pharmacists, or by a pharmacy technician in accordance with subsection D of this section. In lieu of 773 
the pharmacist's signature across a seal, the executive director for the board may approve other 774 
methods of securing the emergency keys or access codes to the prescription department.  775 
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2. Pharmacy interns, pharmacy technicians, and other persons authorized by the PIC or 776 
pharmacist on duty may possess a key or other means of entry into a locked prescription 777 
department only when a pharmacist is on duty. Such key or other means of entry shall not allow 778 
entry when a pharmacist is not on duty.    779 

C. The prescription department is restricted to pharmacists who are practicing at the pharmacy. 780 
Interns Pharmacy interns, pharmacy technicians, and other persons designated by the pharmacist 781 
on duty may be allowed access by the pharmacist but only during the hours when the pharmacist is 782 
on duty.  Each pharmacist, while on duty, shall be responsible for the security of the pharmacy, 783 
including provisions for effective control against theft or diversion of prescription drugs and devices. 784 

D. Upon a request by a patient to obtain an already-dispensed prescription, a pharmacy 785 
technician may enter the pharmacy for the sole purpose of retrieving filled prescriptions that have 786 
already been reviewed and certified for accuracy by a pharmacist and deemed ready for delivery to 787 
the patient if:  788 

1. There is an unforeseen, unplanned absence of a pharmacist scheduled to work during regular 789 
prescription department hours;  790 

2. Alternate pharmacist coverage cannot immediately be obtained;  791 
3. The technician is accompanied by a member of the pharmacy's management or 792 

administration; and  793 
4. All requirements of subsection E of this section are met.  794 
E. Requirements for entry into the prescription department in the absence of a pharmacist.  795 
1. The requirements for prescriptions awaiting delivery in subsection A of 18VAC110-20-200 are 796 

followed.  797 
2. Prior to entry into the prescription department, the pharmacy technician shall obtain verbal 798 

permission from the PIC or another pharmacist regularly employed by that pharmacy to obtain and 799 
use the emergency key or other access and alarm access code and enter the pharmacy.  800 

3. A record shall be made by the pharmacy technician of the entry to include the date and time of 801 
entry; the name and signature of the pharmacy technician; the name, title, and signature of the 802 
person accompanying the pharmacy technician; the pharmacist's name granting permission to enter 803 
and telephone number where the pharmacist was reached; the name of the patient initially 804 
requesting needed medication and the nature of the emergency; a listing of all prescriptions 805 
retrieved during that entry; and the time of exit and re-securing of the prescription department.  806 

4. The pharmacy technician shall reseal the key and alarm access code after the pharmacy is re-807 
secured, and the PIC shall have the alarm access code changed within 48 hours of such an entry 808 
and shall document that this has been accomplished on the record of entry.  809 

5. All records related to entry by a pharmacy technician shall be maintained for a period of one 810 
year on premises.  811 
18VAC110-20-200. Storage of drugs, devices, and controlled paraphernalia; expired drugs.  812 

A. Prescriptions awaiting delivery. Prescriptions prepared for delivery to the patient may be 813 
placed in a secure place secured area outside of the prescription department, not accessible to the 814 
public, and where access to the prescriptions is restricted to individuals designated by the 815 
pharmacist to designated clerical assistants. With the permission of the pharmacist, the prepared 816 
prescriptions may be transferred to the patient at a time when the pharmacist is not on duty. If a 817 
prescription is delivered at a time when the pharmacist is not on duty, written procedures shall be 818 
established and followed by the pharmacy which detail security of the dispensed prescriptions and a 819 
method of compliance with counseling requirements of §54.1-3319 of the Code of Virginia. 820 
Additionally, a log shall be made and maintained of all prescriptions delivered to a patient when a 821 
pharmacist is not present to include the patient's name, prescription number(s), date of delivery, and 822 
the signature of the person receiving the prescription. Such log shall be maintained for a period of 823 
one year.  824 
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B. Dispersion of Schedule II drugs. Schedule II drugs shall either be dispersed with other 825 
schedules of drugs or shall be maintained within a securely locked cabinet, drawer, or safe. The 826 
cabinet, drawer, or safe may remain unlocked during hours that the prescription department is open 827 
and a pharmacist is on duty.  828 

C. Safeguards for controlled paraphernalia and Schedule VI medical devices. Controlled 829 
paraphernalia and Schedule VI medical devices shall not be placed in an area completely removed 830 
from the prescription department whereby patrons will have free access to such items or where the 831 
pharmacist cannot exercise reasonable supervision and control.  832 

D. Expired, or otherwise adulterated or misbranded drugs; security. Any drug which has 833 
exceeded the expiration date, or is otherwise adulterated or misbranded, shall not be dispensed or 834 
sold; it shall be separated from the stock used for dispensing. Expired prescription drugs shall be 835 
maintained in a designated area within the prescription department until proper disposal.  836 
18VAC110-20-210. Disposal of drugs by pharmacies.  837 

If a PIC wishes to dispose of unwanted drugs, he shall use one of the following procedures:  838 
1. Transfer the drugs to another person or entity authorized to possess or provide for proper 839 

disposal of such drugs; or  840 
2. Destroy the drugs by burning in an incinerator, or other board-approved method, in 841 

compliance with all applicable local, state, and federal laws and regulations. If Schedule II through V 842 
drugs are to be destroyed, the following procedures shall apply:  843 

a. At least 14 days prior to the destruction date, the PIC shall provide a written notice to 844 
the board office; the notice shall state the following:  845 
(1) Date, time, manner, and place of destruction.  846 
(2) The names of the pharmacists who will witness the destruction process.  847 
b. If the destruction date is to be changed or the destruction does not occur, a new notice 848 
shall be provided to the board office as set forth above in subdivision 2 of this section.  849 
c. The actual destruction shall be witnessed by the PIC and another pharmacist not 850 
employed by the pharmacy.  851 
d. The DEA drug destruction form shall be fully completed and used as the record of all 852 
drugs to be destroyed. A copy of the destruction form shall be retained at the pharmacy 853 
with other inventory records.  854 

Part VI  855 
Drug Inventory and Records  856 

18VAC110-20-240. Manner of maintaining records, prescriptions, inventory records.  857 
A. Each pharmacy shall maintain the inventories and records of drugs as follows:  858 
1. Inventories and records of all drugs listed in Schedules I and II shall be maintained separately 859 

from all other records of the pharmacy. Each pharmacy shall maintain a perpetual inventory of all 860 
Schedule II drugs received and dispensed, with reconciliation at least every thirty days. 861 

2. Inventories and records of drugs listed in Schedules III, IV, and V may be maintained 862 
separately or with records of Schedule VI drugs but shall not be maintained with other records of the 863 
pharmacy.  864 

3. All executed order forms, prescriptions, and inventories of Schedule II through V drugs shall 865 
be maintained at the same location address as the stock of drugs to which the records pertain. If 866 
authorized by DEA, other records pertaining to Schedule II through V drugs, such as invoices, may 867 
be maintained in an off-site database or in secured storage. All records in off-site storage shall be 868 
retrieved and made available for inspection or audit within 48 hours of a request by the board or an 869 
authorized agent.  870 

4. In the event that an inventory is taken as the result of a theft of drugs pursuant to §54.1-3404 871 
of the Drug Control Act, the inventory shall be used as the opening inventory within the current 872 
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biennial period. Such an inventory does not preclude the taking of the required inventory on the 873 
required biennial inventory date.  874 

5. All inventories required by §54.1-3404 of the Code of Virginia shall be signed and dated by the 875 
person taking the inventory and shall indicate whether the inventory was taken prior to the opening 876 
of business or after close of business. A 24-hour pharmacy with no opening or closing of business 877 
shall clearly document whether the receipt or distribution of drugs on the inventory date occurred 878 
before or after the inventory was taken.  879 

5. Invoices or other records showing receipts of Schedule VI drugs shall be maintained, but may 880 
be stored in an electronic database or record; as an electronic image which provides an exact, 881 
clearly legible, image of the document; or in secured storage, either on or offsite.  All records in 882 
offsite storage or database shall be retrieved and made available for inspection or audit within 48 883 
hours of a request by the board or an authorized agent.  884 

6. All records required by this section shall be filed chronologically and maintained for a period of 885 
not less than two years from the date of transaction.  886 

B. Prescriptions.  887 
1. A hard copy prescription shall be placed on file for every initial prescription dispensed and be 888 

maintained for two years from the date of last refill. All prescriptions shall be filed chronologically by 889 
date of initial dispensing.  890 

2. Schedule II drugs. Prescriptions for Schedule II drugs shall be maintained in a separate 891 
prescription file.  892 

3. Schedule III through V drugs. Prescriptions for Schedule III through V drugs shall be 893 
maintained either in a separate prescription file for drugs listed in Schedules III, IV, and V only or in 894 
such form that they are readily retrievable from the other prescriptions of the pharmacy. 895 
Prescriptions will be deemed readily retrievable if, at the time they are initially filed, the face of the 896 
prescription is stamped in red ink in the lower right corner with the letter "C" no less than one inch 897 
high and filed in the prescription file for drugs listed in the usual consecutively numbered prescription 898 
file for Schedule VI drugs. However, if a pharmacy employs an automated data processing system 899 
or other electronic recordkeeping system for prescriptions which permits identification by prescription 900 
number and retrieval of original documents by prescriber's name, patient's name, drug dispensed, 901 
and date filled, then the requirement to mark the hard copy prescription with a red "C" is waived.  902 

C. Chart orders.  903 
1. A chart order written for a patient in a hospital or long-term care facility, a patient receiving 904 

home infusion services, or a hospice patient pursuant to §54.1-3408.01 A of the Code of Virginia 905 
shall be exempt from having to contain all required information of a written prescription provided:  906 

a. This information is contained in other readily retrievable records of the pharmacy; and  907 
b. The pharmacy maintains a current policy and procedure manual that sets out where 908 
this information is maintained and how to retrieve it and the minimum requirements for 909 
chart orders consistent with state and federal law and accepted standard of care.  910 

2. A chart order may serve as the hard copy prescription for those patients listed in subdivision 1 911 
of this subsection.  912 

3. Requirements for filing of chart orders.  913 
a. Chart orders shall be filed chronologically by date of initial dispensing with the following 914 
exception: If dispensing data can be produced showing a complete audit trail for any 915 
requested drug for a specified time period and each chart order is readily retrievable 916 
upon request, chart orders may be filed using another method. Such alternate method 917 
shall be clearly documented in a current policy and procedure manual.  918 
b. If a single chart order contains both an order for a Schedule II drug and one or more 919 
orders for a drug in another schedule, where the Schedule II drug is not floor stocked, but 920 
is dispensed from the pharmacy pursuant to this order for the specific patient, the original 921 
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order must be filed with records of dispensing of Schedule II drugs and a copy of the 922 
order placed in the file for other schedules.  923 
 924 

Part VII.  925 
Prescription Order And Dispensing Standards 926 

18VAC110-20-270. Dispensing of prescriptions; certification of completed prescriptions; 927 
supervision of pharmacy technicians.  928 

A. In addition to the acts restricted to a pharmacist in §54.1-3320 A of the Code of Virginia, a 929 
pharmacist shall provide personal supervision of compounding of extemporaneous preparations by 930 
pharmacy technicians.  931 

B. A pharmacist directly monitoring the activities of a person enrolled in an approved pharmacy 932 
technician training program who is performing the tasks restricted to a pharmacy technician prior to 933 
registration in accordance with §54.1-3321 D of the Code of Virginia shall not monitor more than two 934 
such trainees at the same time, and at no time shall a pharmacist supervise more than four persons 935 
performing technician functions to include technicians and trainees.  A pharmacist on duty shall have 936 
sole discretion in determining the number of pharmacy interns, pharmacy technicians, and pharmacy 937 
technician trainees he can safely and competently supervise at one time.  938 

C. After the prescription has been prepared and prior to the delivery of the order, the pharmacist 939 
shall inspect the prescription product to verify its accuracy in all respects, and place his initials on 940 
the record of dispensing as a certification of the accuracy of, and the responsibility for, the entire 941 
transaction. Such record showing verification of accuracy shall be maintained on a pharmacy record 942 
for the required time period of two years, unless otherwise specified in regulation. 943 

D. If a pharmacist declines to fill a prescription for any reason other than the unavailability of the 944 
drug prescribed, he shall record on the back of the prescription the word "declined"; the name, 945 
address, and telephone number of the pharmacy; the date filling of the prescription was declined; 946 
and the signature of the pharmacist.  947 

E. If a pharmacist determines from a prescriber or other means that a prescription presented for 948 
dispensing is a forgery, the pharmacist shall not return the forged prescription to the person 949 
presenting it.  The forged prescription may be given to a law enforcement official investigating the 950 
forgery; or it shall be retained for a minimum of seven days before destroying it, in the event it is 951 
needed for an investigative or other legitimate purpose. 952 
18VAC110-20-275. Delivery of dispensed prescriptions.  953 

A. Pursuant to §54.1-3420.2 B of the Code of Virginia, in addition to direct hand delivery to a 954 
patient or patient's agent or delivery to a patient's residence, a pharmacy may deliver prescriptions 955 
to another pharmacy, to a practitioner of the healing arts licensed to practice pharmacy or to sell 956 
controlled substances, or to an authorized person or entity holding a controlled substances 957 
registration issued for this purpose in compliance with this section and any other applicable state or 958 
federal law.  959 

B. Delivery to another pharmacy.  960 
1. One pharmacy may fill prescriptions and deliver the prescriptions to a second pharmacy for 961 

patient pickup or direct delivery to the patient provided the two pharmacies have the same owner, or 962 
have a written contract or agreement specifying the services to be provided by each pharmacy, the 963 
responsibilities of each pharmacy, and the manner in which each pharmacy will comply with all 964 
applicable federal and state law.  965 

2. Each pharmacy using such a drug delivery system shall maintain and comply with all 966 
procedures in a current policy and procedure manual that includes the following information:  967 

a. A description of how each pharmacy will comply with all applicable federal and state 968 
law;  969 
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b. The procedure for maintaining required, retrievable dispensing records to include 970 
which pharmacy maintains the hard-copy prescription, which pharmacy maintains the 971 
active prescription record for refilling purposes, how each pharmacy will access 972 
prescription information necessary to carry out its assigned responsibilities, method of 973 
recordkeeping for identifying the pharmacist or pharmacists responsible for dispensing 974 
the prescription and counseling the patient, and how and where this information can be 975 
accessed upon request by the board;  976 
c. The procedure for tracking the prescription during each stage of the filling, dispensing, 977 
and delivery process;  978 
d. The procedure for identifying on the prescription label all pharmacies involved in filling 979 
and dispensing the prescription;  980 
e. The policy and procedure for providing adequate security to protect the confidentiality 981 
and integrity of patient information;  982 
f. The policy and procedure for ensuring accuracy and accountability in the delivery 983 
process;  984 
g. The procedure and recordkeeping for returning to the initiating pharmacy any 985 
prescriptions that are not delivered to the patient; and  986 
h. The procedure for informing the patient and obtaining consent if required by law for 987 
using such a dispensing and delivery process.  988 

3. Drugs waiting to be picked up at or delivered from the second pharmacy shall be stored in 989 
accordance with subsection A of 18VAC110-20-200.  990 

C. Delivery to a practitioner of the healing arts licensed by the board to practice pharmacy or to 991 
sell controlled substances or other authorized person or entity holding a controlled substances 992 
registration authorized for this purpose.  993 

1. A prescription may be delivered by a pharmacy to the office of such a practitioner or other 994 
authorized person provided there is a written contract or agreement between the two parties 995 
describing the procedures for such a delivery system and the responsibilities of each party.  996 

2. Each pharmacy using this delivery system shall maintain a policy and procedure manual that 997 
includes the following information:  998 

a. Procedure for tracking and assuring security, accountability, integrity, and accuracy of 999 
delivery for the dispensed prescription from the time it leaves the pharmacy until it is 1000 
handed to the patient or agent of the patient;  1001 
b. Procedure for providing counseling;  1002 
c. Procedure and recordkeeping for return of any prescription medications not delivered 1003 
to the patient;  1004 
d. The procedure for assuring confidentiality of patient information; and  1005 
e. The procedure for informing the patient and obtaining consent if required by law for 1006 
using such a delivery process.  1007 

3. Prescriptions waiting to be picked up by a patient at the alternate site shall be stored in a 1008 
lockable room or lockable cabinet, cart, or other device that cannot be easily moved and that shall 1009 
be locked at all times when not in use. Access shall be restricted to the licensed practitioner of the 1010 
healing arts or the responsible party listed on the application for the controlled substances 1011 
registration, or either person's designee.  1012 

D. The contracts or agreements and the policy and procedure manuals required by this section 1013 
for alternate delivery shall be maintained both at the originating pharmacy as well as the alternate 1014 
delivery site. 1015 

E. A controlled substances registration as an alternate delivery site shall only be issued if: 1016 
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1. There is a valid patient health or safety reason not to deliver dispensed prescriptions directly 1017 
to the patient; 1018 

2. The entity does not have a prescriber or pharmacist present at all times the site is open; and 1019 
3. Compliance with all requirements for security, policies, and procedures can be reasonably 1020 

assured. 1021 
18VAC110-20-280. Transmission of a prescription order by facsimile machine.  1022 

A. Prescription orders for Schedule III through VI drugs may be transmitted to pharmacies by 1023 
facsimile device (FAX) upon the following conditions:  1024 

1. The prescription shall be faxed only to the pharmacy of the patient's choice.  1025 
2. A valid faxed prescription shall contain all required information for a prescription. A written 1026 

prescription shall include the prescriber's signature.  1027 
3. An authorized agent, as defined in §54.1-3408.01 D of the Code of Virginia, may transmit an 1028 

oral prescription by facsimile and shall record on the faxed prescription the agent's full name and 1029 
wording that clearly indicates that the prescription being transmitted is an oral prescription.  1030 

4. A faxed prescription shall be valid only if faxed from the prescriber's practice location, except 1031 
in the following situations: 1032 

a. for forwarding Forwarding a faxed chart order from a long term care facility or from a 1033 
hospice, including a home hospice; 1034 
b. Faxing an oral prescription by authorized agent under the conditions set forth in 1035 
subsection A 2 of this section; or 1036 
c. Forwarding a written prescription by an authorized agent from a long term care facility, 1037 
provided the provider pharmacy maintains written procedures for such transactions, and 1038 
provided the original prescription is obtained by the provider pharmacy seven days of 1039 
dispensing.  The original prescription shall be attached to the faxed copy. 1040 

5. The following additional information shall be recorded on the faxed prescription: 1041 
a. The date that the prescription was faxed; 1042 
b. The printed name, address, phone number, and fax number of the authorized prescriber; 1043 
and 1044 
c. The institution, if applicable, from which the prescription was faxed, including address, 1045 
phone number and fax number. 1046 

B. Prescription orders for Schedule II drugs may only be faxed for information purposes and may 1047 
not serve as the original written prescription authorizing dispensing, except for orders to be 1048 
administered to nursing home long term care facility and home infusion patients in accordance with 1049 
§54.1-3408.01 C B of the Code of Virginia and except for prescriptions written for a Schedule II 1050 
narcotic substance for patients residing in a hospice certified by Medicare under Title XVIII or 1051 
licensed by the state, which may include home hospice. The prescriber shall note on the prescription 1052 
if the patient is a hospice patient, and the prescription shall meet all requirements for a written 1053 
prescription, including the prescriber's signature.   1054 

C. If the faxed prescription is of such quality that the print will fade and not remain legible for the 1055 
required retention period, the receiving pharmacist shall copy or transcribe the faxed prescription on 1056 
paper of permanent quality.  1057 

D. Authorizations for refills may be faxed by the prescriber to the pharmacy provided the 1058 
authorization includes patient name, address, drug name and strength, quantity, directions for use, 1059 
prescriber's name, prescriber's signature or agent's name, and date of authorization.  1060 
18VAC110-20-286. Chart orders for outpatients. 1061 

A chart order may be filled by an outpatient (community/retail) pharmacy for outpatient use 1062 
provided the following conditions are met: 1063 

1. The chart order was written for a patient while in a hospital or long term care facility. 1064 
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2. The pharmacist has all information necessary to constitute a valid outpatient prescription. 1065 
3. The pharmacist in an outpatient setting has direction, either written or obtained verbally, that 1066 

the chart order is actually intended to be outpatient or discharge prescription orders, and not merely 1067 
a listing drugs the patient was taking while an inpatient. 1068 

4. The orders include some direction related to quantity to be dispensed or authorized duration of 1069 
the order by which the pharmacist can calculate the authorized quantity using directions for use and 1070 
duration. 1071 
18VAC110-20-320. Refilling of Schedule III through VI prescriptions.  1072 

A. A prescription for a drug listed in Schedule III, IV, or V shall not be dispensed or refilled more 1073 
than six months after the date on which such prescription was issued, and no such prescription 1074 
authorized to be filled may be refilled more than five times.  1075 

1. Each refilling of a prescription shall be entered on the back of the prescription or on another 1076 
record in accordance with §54.1-3412 and 18VAC110-20-255, initialed and dated by the pharmacist 1077 
as of the date of dispensing. If the pharmacist merely initials and dates the prescription, it shall be 1078 
presumed that the entire quantity ordered was dispensed.  1079 

2. The partial dispensing of a prescription for a drug listed in Schedule III, IV, or V is permissible, 1080 
provided that:  1081 

a. Each partial dispensing is recorded in the same manner as a refilling;  1082 
b. The total quantity of drug dispensed in all partial dispensing does not exceed the total 1083 
quantity prescribed; and  1084 
c. No dispensing occurs after six months after the date on which the prescription order 1085 
was issued.  1086 

B. A prescription for a drug listed in Schedule VI shall be refilled only as expressly authorized by 1087 
the practitioner. If no such authorization is given, the prescription shall not be refilled, except as 1088 
provided in §54.1-3410 C or subdivision 4 of §54.1-3411 of the Code of Virginia.  1089 

A prescription for a Schedule VI drug or device shall not be dispensed or refilled more than one 1090 
year after the date on which it was issued unless the prescriber specifically authorizes dispensing or 1091 
refilling for a longer period of time not to exceed two years.  1092 

C. As an alternative to all manual recordkeeping requirements provided for in subsections A and 1093 
B of this section, an automated data processing system as provided in 18VAC110-20-250 may be 1094 
used for the storage and retrieval of all or part of dispensing information for prescription drugs 1095 
dispensed.  1096 

D. Authorized refills of all prescription drugs may only be dispensed in The timing of dispensing 1097 
an authorized refill of a prescription shall be within reasonable conformity with the directions for use 1098 
as indicated by the practitioner; if directions have not been provided, then any authorized refills may 1099 
only be dispensed in reasonable conformity with the recommended dosage and with the exercise of 1100 
sound professional judgment.  An authorized refill may be dispensed early provided the pharmacist 1101 
documents a valid reason for the necessity of the early refill. 1102 

Part VIII  1103 
Labeling and Packaging Standards for Prescriptions  1104 

18VAC110-20-340. Packaging standards for dispensed prescriptions.  1105 
A. A drug shall be dispensed only in packaging approved by the current U.S.P.-N.F. for that 1106 

drug. In the absence of such packaging standard for that drug, it shall be dispensed in a well-closed 1107 
container.  1108 

B. Drugs may be dispensed in compliance packaging for self-administration when requested by 1109 
the patient or for use in hospitals or long-term care facilities provided that such packaging meets all 1110 
current U.S.P.-N.F. standards for packaging, labeling and record keeping. Compliance packaging 1111 
that is comprised of a series of individual containers or pockets labeled with the specific date and 1112 
time when the contents of that container are to be taken, and which may contain more than one 1113 
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different drug, shall comply with USP-NF standards for customized patient medication packages to 1114 
include: 1115 

1. If the packaging allows for the separation of the individual containers, the labels for each 1116 
individual container shall be labeled with the identity of each of the drug products contained within; 1117 

2. The main packaging label shall contain all the required elements for any outpatient 1118 
prescription label and shall contain a physical description identifying each solid dosage form 1119 
contained within the individual containers.  1120 
18VAC110-20-350. Special packaging. (Repealed) 1121 

A. Each drug dispensed to a person in a household shall be dispensed in special packaging 1122 
except when otherwise directed in a prescription by a practitioner, when otherwise requested by the 1123 
purchaser, or when such drug is exempted from 16 CFR §1702.1 et seq. promulgated pursuant to 1124 
the Poison Prevention Packaging Act of 1970 (15 USC §§1471-1476).  1125 

B. Each pharmacy may have a sign posted near the prescription department advising the 1126 
patients that nonspecial packaging may be requested.  1127 

C. If nonspecial packaging is requested, a release of such request shall be obtained from the 1128 
patient or the patient's authorized agent and maintained for two years from the date of dispensing.  1129 
18VAC110-20-355. Pharmacy repackaging of drug; records required; labeling requirements.  1130 

A. Pharmacies in which bulk reconstitution of injectable, bulk compounding or the repackaging or 1131 
prepackaging of drugs is performed shall maintain adequate control records for a period of one year 1132 
or until the expiration, whichever is greater. The records shall show the name of the drug(s) used; 1133 
strength, if any; date repackaged; quantity prepared; initials of the pharmacist verifying the process; 1134 
the assigned lot or control number; the manufacturer's or distributor's name and lot or control 1135 
number; and an expiration date.  1136 

B. The drug name; strength, if any; the assigned lot or control number or the manufacturer's or 1137 
distributor's name and lot or control number; and an appropriate expiration date determined by the 1138 
pharmacist in accordance with USP guidelines shall appear on any subsequently repackaged or 1139 
reconstituted units.  1140 

C. Pharmacies using automated counting devices or dispensers in which drugs are removed 1141 
from manufacturer's original packaging and placed in bulk bins shall comply with the following 1142 
requirements:  1143 

1. A bin filling record shall be maintained, manually or in a computerized record for a period of 1144 
one year from date of filling from which information can be readily retrieved, for each bin including: 1145 

a. The drug name and strength, if any;  1146 
b. The name of the manufacturer or distributor;  1147 
c. Manufacturer’s control or lot number(s) and expiration date for all lots placed into the bin at the 1148 

time of filling;  1149 
d. Any assigned lot number; and 1150 
e. An expiration date determined according to USP guidelines for repackaging; 1151 
f. The date of filling; and 1152 
g. The pharmacist's initials verifying the accuracy of the process. 1153 
2. If more than one lot is added to a bin at the same time, the lot which expires first shall be used 1154 

to determine the expiration date if shorter than a calculated date based on USP guidelines. 1155 
3. Each bin shall be labeled in such a manner as to cross-reference the information on the filling 1156 

record with the correct expiration date. 1157 
4. If only one lot is added to a bin at one time, but a second subsequent lot may be added before 1158 

the first has cleared, the automated device shall be constructed to reasonably dispense the first lot 1159 
before the second lot is dispensed, the expiration date on the bin's label shall reflect the expiration 1160 
date assigned to the earlier lot, and the bin shall be allowed to "run dry" where all product is 1161 
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completely removed prior to filling at least once every 60 days with a record made of the run dry 1162 
dates. 1163 

D. A pharmacy may return a dispensed drug to stock for re-dispensing that has never left the 1164 
pharmacy premises or the control of the pharmacy delivery agent pursuant to §54.1-3411.1 A 3 1165 
under the following conditions: 1166 

1. An expiration date shall be placed on the label prior to returning the drug to stock.  In the 1167 
absence of stability data to the contrary, the date on the label may not exceed the expiration date on 1168 
the manufacturer’s container or one year from the date the drug was originally dispensed and placed 1169 
in the prescription vial, whichever date is earlier.  1170 

2. The restocked drug shall be used to fill the next prescription received for that product.  In the 1171 
event that the drug is not dispensed prior to the new assigned expiration date, it shall be removed 1172 
from working stock as expired, and disposed of in accordance with 18VAC110-20-210. 1173 

3. If there is no lot number on the label of a drug returned to stock or on the prescription records 1174 
which can be cross-referenced from the prescription label, the drug shall be removed from stock 1175 
upon any recall of that drug product and returned to the manufacturer or otherwise disposed of in 1176 
accordance with 18VAC110-20-210.  1177 

Part IX  1178 
Standards for Prescription Transactions  1179 

18VAC110-20-390. Kickbacks, fee-splitting, interference with supplier.  1180 
A. A pharmacist shall not solicit or foster prescription practice with a prescriber of drugs or any 1181 

other person providing for rebates, "kickbacks," fee-splitting, or special charges in exchange for 1182 
prescription orders unless fully disclosed in writing to the patient and any third party payor.  1183 

B. A pharmacist shall not interfere with the patient's right to choose his supplier of medication or 1184 
cooperate with any person or persons in denying a patient the opportunity to select his supplier of 1185 
prescribed medications.  1186 

C. If a pharmacy provides prescription blanks to prescribers, no advertising or other information 1187 
shall be on the face of the prescription blank other than prompts for essential information required by 1188 
law to be on a written prescription. Any nonessential information such as coupons or pharmacy 1189 
name may be placed on the back of the prescription blank or on a separate sheet of paper, but shall 1190 
not be on or attached to the face of the blank. 1191 
18VAC110-20-395. Purchase of drugs.  1192 

Except for an emergency purchase from another pharmacy, a pharmacist may only purchase 1193 
Schedule II through VI drugs from a wholesale distributor or warehouser licensed or registered by 1194 
the board.  1195 
18VAC110-20-400. Returning of drugs and devices.  1196 

A. Drugs may be accepted for return or exchange by any pharmacist or pharmacy for resale in 1197 
accordance with the provisions of §54.1-3411.1 of the Code of Virginia. Devices may be accepted 1198 
for return or exchange provided the device is in the manufacturer's original sealed packaging.  1199 

B. Any pharmacy accepting drugs returned from nursing homes or hospitals for the purpose of 1200 
redispensing to the indigent free of charge shall maintain a copy of a written agreement with the 1201 
nursing home or hospital in accordance with §54.1-3411.1 B of the Code of Virginia and a current 1202 
policy and procedure manual describing the following:  1203 

1. Method of delivery from the nursing home or hospital to the pharmacy and of tracking of all 1204 
prescription medications;  1205 

2. Procedure for determining the suitability and integrity of drugs for redispensing to include 1206 
assurance that the drugs have been stored according to official compendial standards; and  1207 

3. Procedure for assigning a beyond-use date on redispensed drugs.  1208 
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18VAC110-20-410. Permitted physician licensed by the board.  1209 
A. Pursuant to §54.1-3304 of the Code of Virginia, physicians licensed by the board to dispense 1210 

drugs, when pharmacy services are not reasonably available, shall be subject to the following 1211 
sections of this chapter. For purposes of this section, the terms "pharmacist," "pharmacist-in-1212 
charge," "pharmacy", and "PIC" in the following shall be deemed to mean the physician permitted by 1213 
the board:  1214 

1. 18VAC110-20-110 C and D;  1215 
2. 18VAC110-20-130 A;  1216 
3. 18VAC110-20-140 A and C;  1217 
4. 18VAC110-20-150 except that these requirements shall not apply to physicians licensed prior 1218 

to August 25, 2004, unless the dispensing area is relocated or remodeled;  1219 
5. 18VAC110-20-160;  1220 
6. 18VAC110-20-180;  1221 
7. 18VAC110-20-190 A, B and C;  1222 
8. 18VAC110-20-200;  1223 
9. 18VAC110-20-210; and  1224 
10. 18VAC110-20-240 through 18VAC110-20-410.  1225 
B. A physician may apply for a special or limited use permit in accordance with 18VAC110-20-1226 

120.  1227 
Part X  1228 

Unit Dose Dispensing Systems  1229 
18VAC110-20-425. Robotic Pharmacy Systems pharmacy systems.  1230 

A. A pharmacy providing services to a hospital or a long-term care facility using a unit dose 1231 
dispensing system may apply for approval of operate a robotic pharmacy system dispensing unit 1232 
dose, bar-coded drugs and a waiver of 18VAC110-20-270 B, and is exempted from 18VAC110-20-1233 
270 C, provided the accuracy of the final dispensed prescription product complies with is determined 1234 
by a written quality assurance plan and requirements of this chapter. An applicant shall apply using 1235 
a form provided by the board and shall pay a fee as set forth in 18VAC110-20-20. The following 1236 
requirements for operation of a robotic pharmacy system shall apply: 1237 

1. Pharmacists shall review for accuracy and appropriateness of therapy all data entry of 1238 
prescription orders into the computer operating the system. 1239 

2. The packaging, repackaging, stocking and restocking of the robotic pharmacy system shall be 1240 
performed by pharmacy technicians or pharmacists. 1241 

3. Pharmacists shall verify and check for the accuracy of all drugs packaged or repackaged for 1242 
use by the robot by a visual check of both labeling and contents prior to stocking the drugs in the 1243 
robotic pharmacy system. A repackaging record shall be maintained in accordance with 18VAC110-1244 
20-355 A, and the verifying pharmacist shall initial the record.  Packaging and labeling, including the 1245 
appropriate beyond-use date, shall conform to requirements of this chapter and current USP-NF 1246 
standards. 1247 

4. A written policy and procedure must be maintained and shall include at a minimum, 1248 
procedures for ensuring: 1249 

a. Accurate packaging and repackaging of all drugs for use in the robotic pharmacy system, 1250 
to include properly labeled barcodes, and method for ensuring pharmacist verification of all 1251 
packaged and repacked drugs compliant with this chapter;  1252 
b. Accurate stocking and restocking of the robotic pharmacy system; 1253 
c. Removing expired drugs; 1254 
d. Proper handling of drugs which may be dropped by the robotic pharmacy system;   1255 
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e. Performing routine maintenance of robotic pharmacy system as indicated by 1256 
manufacturer’s schedules and recommendations; 1257 
f. Accurate dispensing of drugs via robotic pharmacy system for cart fills, first doses, and cart 1258 
fill updates during normal operation and during any scheduled or unscheduled downtime; 1259 
g. Appropriately investigating, identifying and correcting sources of discrepancies or errors 1260 
associated with the robotic pharmacy system; and 1261 
h. Maintaining quality assurance reports. 1262 

5. Pharmacists shall perform a daily random check of medications picked by the robot for 5% of 1263 
all patients’ bins and 5% of all first doses or cart updates.  Documentation of this check shall include 1264 
the pharmacist’s initials for each medication checked and a description of all discrepancies found. 1265 

6. All manual picks shall be checked by pharmacists. 1266 
7. If the robot picks an incorrect medication, the pharmacy shall immediately institute a 100% 1267 

check of all patients’ bins or doses and shall immediately report the error to the board.  The 100% 1268 
check procedure shall continue until such time as the pharmacy provides documentation to the 1269 
board showing that the cause of the error has been determined and addressed and that the robot is 1270 
no longer making errors, and the board allows the pharmacy to return to a reduction in checking. 1271 

8. Quarterly quality assurance reports demonstrating the accuracy of the robot shall be 1272 
maintained.  At a minimum, these reports shall include:   1273 

a. A summary indicating the date and description of all discrepancies that include but are not 1274 
limited to discrepancies involving the packaging, repackaging and dispensing of drugs via the 1275 
robotic pharmacy system, found during that quarter plus a cumulative summary since 1276 
initiation of the robotic pharmacy system. 1277 
b. The total number of doses packaged for the robotic pharmacy system and total number of 1278 
doses picked by the robot during the quarter. 1279 
c. The total number of doses picked by the robot that were checked in conducting the 5% 1280 
patient bin check, 5% cart updates check, and 5% first dose check. 1281 
d. Dates and time associated with any scheduled or unanticipated downtime with an 1282 
explanation of the problem to include the time span of the downtime and the resolution.   1283 

9. All unanticipated downtime shall be immediately reported to the board. 1284 
10. All records required by this section shall be maintained at the address of the pharmacy for a 1285 

minimum of two years.  Records may be maintained in offsite storage or as an electronic image 1286 
which provides an exact image of the document that is clearly legible provided such offsite or 1287 
electronic storage is retrievable and made available for inspection or audit within 48 hours of a 1288 
request by the board or an authorized agent.               1289 

 B. A copy of the quality assurance plan shall be submitted as a part of the application and shall 1290 
include at a minimum the following:  1291 

1. Method of ensuring accurate packaging and loading of the robotic pharmacy system.  1292 
2. Procedures for conducting quality control checks of final dispensing for accuracy.  1293 
3. Manufacturer's schedules and recommendations for maintenance of the device.  1294 
4. Plan for maintenance of all related documentation for a minimum of two years.  1295 
C. The application shall be reviewed by an informal conference committee of the board, 1296 

consisting of no less than two members of the board.  1297 
1. The informal conference committee may approve or deny the application, or may approve the 1298 

application upon terms and conditions.  1299 
2. The committee may require an inspection of a new or modified robotic pharmacy system prior 1300 

to approval.  1301 
3. The committee may require that periodic reports be submitted detailing frequency and types of 1302 

errors determined by the continuous quality assurance checks.  1303 
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4. The board may withdraw the approval of a waiver for failure to comply with the quality 1304 
assurance plan or with other terms and conditions which have been established by the board.  1305 

D. The board shall be notified prior to implementing any modification to the approved application 1306 
and no modification may be implemented until approved by the board.  1307 

E. If a robotic pharmacy system is used, a pharmacist shall review all data entry of prescription 1308 
orders into the computer operating the system for accuracy and appropriateness of therapy and 1309 
shall check all repackaged medication prior to use in loading the system.   1310 
 1311 

Part XI 1312 
Pharmacy Services to Hospitals 1313 

18VAC110-20-440. Responsibilities of the pharmacist-in-charge.  1314 
A. The PIC in a pharmacy located within a hospital or the PIC of any outside pharmacy providing 1315 

pharmacy services to a hospital shall be responsible for establishing procedures for and assuring 1316 
maintenance of the proper storage, security, and dispensing of all drugs used throughout the 1317 
hospital.  1318 

B. The PIC of a pharmacy serving a hospital shall be responsible for maintaining a policy and 1319 
procedure for providing reviews of drug therapy to include at a minimum any irregularities in drug 1320 
therapy consistent with §54.1-3319 A of the Code of Virginia to include at a minimum any 1321 
irregularities in drug therapy, drug interactions, drug administration, or transcription errors. All 1322 
significant irregularities shall be brought to the attention of the attending practitioner or other person 1323 
having authority to correct the potential problem.  1324 

C. Prior to the opening of a satellite pharmacy within the hospital, the PIC shall notify the board 1325 
as required by 18VAC110-20-140 and shall ensure compliance with subsections B through G of 1326 
18VAC110-20-150, 18VAC110-20-160, 18VAC110-20-170, 18VAC110-20-180 and 18VAC110-20-1327 
190. No drugs shall be stocked in a satellite pharmacy until an inspection has been completed and 1328 
approval given for opening.  1329 

D. For the following list of Schedule VI controlled substances, the PIC of a pharmacy serving a 1330 
hospital may authorize the storage in an area of the hospital outside the pharmacy, and may 1331 
delegate the ordering and distribution within the hospital to nonpharmacy personnel provided the 1332 
conditions for proper storage and adequate security and the procedures for distribution are set forth 1333 
in the pharmacy's policy and procedure manual, and provided that the PIC assures that these 1334 
storage areas are checked monthly for compliance. The storage areas must be locked when 1335 
authorized staff is not present in the area. Except for nitrous oxide, medical gases may be stored in 1336 
an unlocked area.  1337 

1. Large volume parenteral solutions that contain no active therapeutic drugs other than 1338 
electrolytes;  1339 

2. Irrigation solutions;  1340 
3. Contrast media;  1341 
4. Medical gases;  1342 
5. Sterile sealed surgical or procedure trays that may include a Schedule VI drug; and  1343 
6. Blood components and derivatives, and synthetic blood components and products that are 1344 

classified as prescription drugs.  1345 
18VAC110-20-450. After-hours access to the pharmacy.  1346 

A. When authorized by the PIC, an authorized nurse may have access to the pharmacy in the 1347 
absence of the pharmacist a supply of drugs maintained by the pharmacy at a location outside the 1348 
pharmacy in order to obtain emergency medication during hours the pharmacy is closed, provided 1349 
that such drug is available in the manufacturer's original package or in units which have been 1350 
prepared and labeled by a pharmacist and provided further that a separate record shall be made 1351 
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and left within the pharmacy at the location of the stock of drugs on a form prescribed by the PIC  1352 
and such records are maintained within the pharmacy for a period of one year showing:  1353 

1 The date of withdrawal;  1354 
2. The patient's name;  1355 
3. The name of the drug, strength, dosage form and dose prescribed;  1356 
4. Number of doses removed; and  1357 
5. The signature of the authorized nurse.  1358 
B. If the after-hours supply of drugs is in an area that is continuously open and staffed, such as a 1359 

patient floor or emergency room, then the area does not need to be alarmed.  If the after-hours 1360 
supply is maintained in an area of the hospital that is not open and continuously staffed, such as a 1361 
floor that primarily houses departments that are closed daily, then an alarm that meets the 1362 
requirements of 18VAC110-20-180 shall be installed and activated at all times.   1363 
18VAC110-20-460. Floor stock drugs; proof of delivery; distribution records.  1364 

A. A pharmacist shall check all Schedule II-VI drugs delivered to a hospital unit as floor-stock 1365 
before the drugs leave the pharmacy and shall initial the record of distribution verifying the accuracy 1366 
of the distribution.   1367 

B. A delivery receipt shall be obtained for Schedule II through V drugs supplied as floor stock. 1368 
This record shall include the date, drug name and strength, quantity, hospital unit receiving drug and 1369 
the manual or electronic signatures of the dispensing pharmacist and the receiving nurse. Receipts 1370 
shall be maintained in the pharmacy for a period of two years or in offsite storage which shall be 1371 
retrievable and made available for inspection or audit within 48 hours of a request by the board or an 1372 
authorized agent.  1373 

B.C. A record of disposition/administration shall be used to document administration of Schedule 1374 
II through V drugs when a floor stock system is used for such drugs. The record shall be returned to 1375 
the pharmacy within three months of its issue. The PIC or his designee shall:  1376 

1. Match returned records with delivery receipts to verify that all records are returned;  1377 
2. Periodically audit returned administration records for completeness as to patient's names, 1378 

dose, date and time of administration, signature or initials of person administering the drug, and date 1379 
the record is returned;  1380 

3. Verify that all additions to inventory are recorded, that all additions to and deductions from 1381 
inventory are correctly calculated, that sums carried from one record to the next are correctly 1382 
recorded, and periodically verify that doses documented on administration records are reflected in 1383 
the medical record; and  1384 

4. Initial the returned record, file chronologically by date of issue, and retain for two years from 1385 
the date of return or in offsite storage which shall be retrievable and made available for inspection or 1386 
audit within 48 hours of a request by the board or an authorized agent.  1387 

C.D. All records required by this section shall be filed chronologically by date of issue, and 1388 
retained for two years from the date of return at the address of the pharmacy.  Schedule VI records 1389 
may be maintained in offsite storage or as an electronic image which provides an exact image of the 1390 
document that is clearly legible provided such offsite or electronic storage is retrievable and made 1391 
available for inspection or audit within 48 hours of a request by the board or an authorized agent.  1392 
Schedule II-V records may only be stored offsite or electronically as described above if authorized 1393 
by DEA or in federal law or regulation.  The filing requirements of 18VAC110-20-240 A 1 for 1394 
separation of Schedule II records shall be met for administration records if the Schedule II drugs are 1395 
listed in a separate section on a page that contains other schedules of drugs.  1396 
18VAC110-20-490. Automated devices for dispensing and administration of drugs.  1397 

A hospital may use automated devices for the dispensing and administration of drugs pursuant 1398 
to §54.1-3301 of the Code of Virginia and §§54.3401 and 54.1-3434.02 of the Drug Control Act and 1399 
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in accordance with 18VAC110-20-270, 18VAC110-20-420 or 18VAC110-20-460 as applicable. The 1400 
following conditions shall apply:  1401 

1. Prior to removal of drugs from the pharmacy, a delivery record shall be generated for all drugs 1402 
to be placed in an automated dispensing device which shall include the date; drug name, dosage 1403 
form, and strength; quantity; hospital unit and a unique identifier for the specific device receiving the 1404 
drug; initials of the person loading the automated dispensing device; and initials of the pharmacist 1405 
reviewing the transaction checking the drugs to be removed from the pharmacy and the delivery 1406 
record for accuracy.  1407 

2. At the time of loading, the delivery record for all Schedule II through V drugs shall be signed 1408 
by a nurse or other person authorized to administer drugs from that specific device, and the record 1409 
returned to the pharmacy and maintained in chronological order for a period of two years from date 1410 
of delivery. The delivery record and required signatures may be generated or maintained 1411 
electronically provided the system being used has the capability of recording an electronic signature 1412 
which is a unique identifier and restricted to the individual receiving the drugs and provided that this 1413 
record is maintained in a "read-only" format which cannot be altered after the information is 1414 
recorded. The electronic record shall be readily retrievable, maintained for a period of two years, and 1415 
the system used shall be capable of producing a hard-copy printout of the record upon request.  1416 

3. At the time of loading any Schedule II through V drug, the person loading will verify that the 1417 
count of that drug in the automated dispensing device is correct. Any discrepancy noted shall be 1418 
recorded on the delivery record and immediately reported to the pharmacist in charge, who shall be 1419 
responsible for reconciliation of the discrepancy or properly reporting of a loss.  1420 

4. Automated dispensing devices in hospitals shall be capable of producing a hard-copy record 1421 
of distribution which shall show patient name, drug name and strength, dose withdrawn, dose to be 1422 
administered, date and time of withdrawal from the device, and identity of person withdrawing the 1423 
drug.  1424 

5. The PIC or his designee shall conduct at least a monthly audit to review distribution and 1425 
administration of Schedule II through V drugs from each automated dispensing device as follows:  1426 

a. The audit shall reconcile records of all quantities of Schedule II through V drugs 1427 
dispensed from the pharmacy with records of all quantities loaded into each device to 1428 
detect whether any drugs recorded as removed from the pharmacy were diverted rather 1429 
than being placed in the proper device.  1430 
b. A discrepancy report shall be generated for each discrepancy in the count of a drug on 1431 
hand in the device. Each such report shall be resolved by the PIC or his designee within 1432 
72 hours of the time the discrepancy was discovered or, if determined to be a theft or an 1433 
unusual loss of drugs, shall be immediately reported to the board in accordance with 1434 
§54.1-3404 E of the Drug Control Act.  1435 
c. The audit shall include a review of a sample of administration records from each device 1436 
per month for possible diversion by fraudulent charting. A sample from each device shall 1437 
not be less than 24 consecutive hours within the month being auditedshall include all 1438 
Schedule II-V drugs administered for a time period of not less than 24 consecutive hours 1439 
during the audit period.  1440 
d. The audit shall include a check of medical records to ensure that a valid order exists 1441 
for a random sample of doses recorded as administered.  1442 
e. The audit shall also check for compliance with written procedures for security and use 1443 
of the automated dispensing devices, accuracy of distribution from the device, and proper 1444 
recordkeeping.  1445 
f. The hard-copy distribution and administration records printed out and reviewed in the 1446 
audit shall be initialed and dated by the person conducting the audit and maintained in 1447 
the pharmacy for a period of two years. If nonpharmacist personnel conduct the audit, a 1448 
pharmacist shall review the record and shall initial and date the record. These distribution 1449 
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records reviewed in conducting the audit may be maintained electronically provided they 1450 
can be readily retrieved upon request; provided they are maintained in a read-only format 1451 
which does not allow alteration of the records; and provided a log is maintained for a 1452 
period of two years showing dates of audit and review, the identity of the automated 1453 
dispensing device being audited, the time period covered by the audit and review, and 1454 
the initials of all reviewers.  1455 

6. If an automated dispensing device is used to obtain drugs for dispensing from an emergency 1456 
room, a separate dispensing record is not required provided the automated record distinguishes 1457 
dispensing from administration and records the identity of the physician who is dispensing.  1458 

7. Automated dispensing devices shall be inspected monthly by pharmacy personnel to verify 1459 
proper storage, proper location of drugs within the device, expiration dates, the security of drugs and 1460 
validity of access codes.  1461 

8. Personnel allowed access to an automated dispensing device shall have a specific access 1462 
code which records the identity of the person accessing the device.  1463 

9. Proper use of the automated dispensing devices and means of compliance with requirements 1464 
shall be set forth in the pharmacy's policy and procedure manual.  1465 

10. All records required by this section shall be filed in chronological order from date of issue and 1466 
maintained for a period of not less than two years. Records shall be maintained at the address of the 1467 
pharmacy providing services to the hospital except:  1468 

a. Manual Schedule VI distribution records may be maintained in offsite storage; or 1469 
electronically as an electronic image which provides an exact image of the document that is 1470 
clearly legible provided such offsite or electronic records are retrievable and made available 1471 
for inspection or audit within 48 hours of a request by the board or an authorized agent. 1472 
b. Distribution and delivery records and required signatures may be generated or maintained 1473 
electronically provided  1474 
(1) The system being used has the capability of recording an electronic signature which is a 1475 
unique identifier and restricted to the individual required to initial or sign the record 1476 
(2) The records are maintained in a read-only format which cannot be altered after the 1477 
information is recorded 1478 
(3) The system used is capable of producing a hard-copy printout of the records upon 1479 
request.      1480 
c. Schedule II-V distribution and delivery records may only be stored offsite or electronically 1481 
as described above if authorized by DEA or in federal law or regulation.   1482 
d. Hard-copy distribution and administration records that are printed and reviewed in 1483 
conducting required audits may be maintained at an off-site location or electronically 1484 
provided they can be readily retrieved upon request; provided they are maintained in a read-1485 
only format which does not allow alteration of the records; and provided a separate log is 1486 
maintained for a period of two years showing dates of audit and review, the identity of the 1487 
automated dispensing device being audited, the time period covered by the audit and review, 1488 
and the initials of all reviewers.  1489 

18VAC110-20-500. Licensed emergency medical services agencies program.  1490 
The pharmacy may prepare a drug kit for a licensed emergency medical services agency 1491 

provided:  1492 
1. The PIC of the hospital pharmacy shall be responsible for all controlled prescription drugs 1493 

contained in this drug kit.  A pharmacist shall check each drug kit after filling the kit, and initial the 1494 
filling record certifying the accuracy and integrity of the contents of the kit.  1495 

2. The drug kit is sealed in such a manner that it will preclude any possibility of deter theft or loss 1496 
of drugs and aid in detection of such.  1497 
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3. Drugs may be administered by an emergency medical technician upon an oral order or written 1498 
standing order of an authorized medical practitioner in accordance with §54.1-3408 of the Code of 1499 
Virginia. Oral orders shall be reduced to writing by the technician and shall be signed by a medical 1500 
practitioner. Written standing orders shall be signed by the operational medical director for the 1501 
emergency medical services agency. The emergency medical technician shall make a record of all 1502 
drugs administered to a patient. This administration record shall be signed by the medical 1503 
practitioner who assumes responsibility for the patient at the hospital. If the patient is not transported 1504 
to the hospital or if the attending medical practitioner at the hospital refuses to sign the record, a 1505 
copy of this record shall be signed and placed in delivery to the hospital pharmacy who was 1506 
responsible for that kit exchange by the agency's operational medical director within seven days of 1507 
the administration.  1508 

4. When the drug kit has been opened, the kit shall be returned to the pharmacy and exchanged 1509 
for an unopened kit. The record of the drugs administered shall accompany the opened kit when 1510 
exchanged. An accurate record shall be maintained by the pharmacy on the exchange of the drug kit 1511 
for a period of one year.  1512 

5. The record of the drugs administered shall be maintained as a part of the pharmacy records 1513 
pursuant to state and federal regulations for a period of not less than two years.  1514 

6. Intraveous solutions provided by a hospital pharmacy to an emergency medical services 1515 
agency, may be stored separately outside the drug kit. 1516 

7. A pharmacy may provide for an exchange program in which an entire kit is not returned to the 1517 
pharmacy, but the pharmacy replenishes the kit by replacing drugs administered from a kit on a 1:1 1518 
exchange basis.  If this procedure is used, the pharmacy must maintain a policy and procedure 1519 
manual that provides for required sealing of the kits, proper review by a pharmacist for expired 1520 
drugs, proper review by a pharmacist for any missing drugs, and obtaining records required by this 1521 
section. If the emergency medical services agency uses this method without obtaining a controlled 1522 
substances registration and actual responsibility for unused drugs in the kit, the pharmacy maintains 1523 
ownership of the unused drugs, and is still responsible for the contents.  1524 
 1525 
18VAC110-20-515. Remote prescription order processing for hospitals and long-term care 1526 
facilities.  1527 

A. Remote processing of a prescription does not include the dispensing of a drug, but does 1528 
include any of the following activities related to the dispensing process:  1529 

1. Receiving, interpreting, analyzing, or clarifying prescriptions;  1530 
2. Entering prescription and patient data into a data processing system;  1531 
3. Transferring prescription information;  1532 
4. Performing a prospective drug review to include an evaluation of a prescription order and 1533 

patient records for over- or under-utilization of medication, therapeutic duplication of medication, 1534 
drug disease contraindications, drug interactions, incorrect drug dosage or duration of drug 1535 
treatment, or clinical abuse or misuse of medication;  1536 

5. Obtaining substitution authorizations, or otherwise communicating with the prescriber 1537 
concerning a patient's order;  1538 

6. Interpreting or acting on clinical data;  1539 
7. Performing therapeutic interventions;  1540 
8. Providing drug information to the medical or nursing staff of the hospital or long-term care 1541 

facility; or  1542 
9. Authorizing the administration of the drug to the patient by appropriate hospital or long-term 1543 

care facility staff.  1544 
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B. The primary pharmacy providing pharmacy services to a hospital or long-term care facility 1545 
may outsource certain order processing functions as described in subsection A of this section to 1546 
another pharmacy in Virginia or a registered nonresident pharmacy under the following conditions:  1547 

1. The pharmacies shall either have the same owner or have a written contract describing the 1548 
scope of services to be provided and the responsibilities and accountabilities of each pharmacy in 1549 
compliance with all federal and state laws and regulations related to the practice of pharmacy;  1550 

2. Any central or remote pharmacy shall comply with Virginia law and regulation with respect to 1551 
requirements for supervision of pharmacy technicians and the duties that are restricted to 1552 
pharmacists and pharmacy technicians. Pharmacy technicians at the remote pharmacy shall either 1553 
be registered in Virginia or possess credentials substantially equivalent to those required for a 1554 
technician registered in Virginia;  1555 

3. Any pharmacist participating in remote prescription order processing shall be a Virginia 1556 
licensed pharmacist; and  1557 

4. The pharmacies shall share a common electronic file or have technology that allows sufficient 1558 
information necessary to process a prescription order.  1559 

C. A policy and procedure manual that relates to remote processing shall be maintained at each 1560 
pharmacy involved in the processing of a prescription and available for inspection. The manual shall 1561 
at a minimum include the following:  1562 

1. The responsibilities of each pharmacy;  1563 
2. A list of the name, address, telephone numbers, and permit/registration numbers of all 1564 

pharmacies involved in remote processing;  1565 
3. Procedures for protecting the confidentiality and integrity of patient information;  1566 
4. Procedures for ensuring that pharmacists performing prospective drug reviews have access to 1567 

appropriate drug information resources;  1568 
5. Procedures for maintaining required records;  1569 
6. Procedures for complying with all applicable laws and regulations;  1570 
7. Procedures for objectively and systematically monitoring and evaluating the quality of the 1571 

program to resolve problems and improve services; and  1572 
8. Procedures for annually reviewing the written policies and procedures for needed 1573 

modifications and documenting such review.  1574 
D. A pharmacy involved in remote prescription order processing shall maintain a record that 1575 

identifies each person who performed a processing function for every order.  1576 
1. The record shall be available by prescription order or by patient name.  1577 
2. The record may be maintained in a common electronic file if the record is maintained in such a 1578 

manner that the data processing system can produce a printout that identifies every person who 1579 
performed a task involved in processing a prescription order and the location where the task was 1580 
processed.  1581 

3. The record shall be readily retrievable for at least the past two years through the primary 1582 
dispensing pharmacy, and shall be available for inspection by the board.  1583 

E. Nothing in this section shall prohibit an individual employee licensed as a pharmacist in 1584 
Virginia from accessing the employer pharmacy's database from a remote location for the purpose of 1585 
performing certain prescription processing functions as described in subsection A of this section 1586 
provided the pharmacy establishes controls to protect the privacy and security of confidential 1587 
records.  1588 

Part XII  1589 
Pharmacy Services to Long-Term Care Facilities  1590 

  1591 
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18VAC110-20-520. Drugs in long-term care facilities.  1592 
Drugs Controlled substances, as defined in the Drug Control Act, shall not be floor stocked by a 1593 

long-term care facility, except those in the stat drug box or emergency drug box or as provided for in 1594 
18VAC110-20-560 within this chapter.  1595 
18VAC110-20-530. Pharmacy's responsibilities to long-term care facilities.  1596 

The pharmacy serving a long-term care facility shall:  1597 
1. Receive a valid order prior to the dispensing of any drug.  1598 
2. Ensure that personnel administering the drugs are trained in using the dispensing system 1599 

provided by the pharmacy.  1600 
3. Ensure that the drugs for each patient are kept and stored in the originally received containers 1601 

and that the medication of one patient shall not be transferred to another patient.  1602 
4. Ensure that each cabinet, cart or other area utilized for the storage of drugs is locked and 1603 

accessible only to authorized personnel.  1604 
5. Ensure that the storage area for patients drugs is well lighted, of sufficient size to permit 1605 

storage without crowding, and is maintained at appropriate temperature.  1606 
6. Ensure that poison and drugs for "external use only" are kept in a cabinet and separate from 1607 

other medications.  1608 
7. Provide for the disposition of discontinued drugs under the following conditions:  1609 

a. Discontinued drugs may be returned to the pharmacy for resale or transferred to 1610 
another pharmacy for redispensing to the indigent if authorized by §54.1-3411.1 and 1611 
18VAC110-20-400, or destroyed disposed of by appropriate means in compliance with 1612 
18VAC110-20-210 and with any applicable local, state, and federal laws and regulations.  1613 
b. Drug destruction at the pharmacy shall be witnessed by the PIC and by another 1614 
pharmacy employee. The pharmacy may transfer the drugs for destruction to an entity 1615 
appropriately licensed to accept returns for destruction. Drug destruction at the facility 1616 
shall be witnessed by the director of nursing or, if there is no director, then by the facility 1617 
administrator and by a pharmacist providing pharmacy services to the facility or by 1618 
another employee authorized to administer medication.  1619 
c. A complete and accurate record of the drugs returned or destroyed or both shall be 1620 
made. The original of the record of destruction shall be signed and dated by the persons 1621 
witnessing the destruction and maintained at the long-term care facility for a period of two 1622 
years. A copy of the destruction record shall be maintained at the provider pharmacy for 1623 
a period of two years.  1624 
d. Long-term care facilities shall destroy discontinued or unused drugs or return them to 1625 
the pharmacy without 30 days of the date the drug was discontinued.  1626 

8. Ensure that appropriate drug reference materials are available in the facility units.  1627 
9. Ensure that a monthly review of drug therapy by a pharmacist is conducted for each patient in 1628 

long-term care facilities except those licensed under Title 63.1 of the Code of Virginia. Such review 1629 
shall be used to determine any irregularities, which may include but not be limited to drug therapy, 1630 
drug interactions, drug administration or transcription errors. The pharmacist shall sign and date the 1631 
notation of the review. All significant irregularities shall be brought to the attention of the attending 1632 
practitioner or other party having authority to correct the potential problem.  1633 
18VAC110-20-535. Repackaging of already dispensed prescriptions. 1634 

The primary provider pharmacy for a long term care facility may, but shall not be required to, 1635 
repackage a resident's prescription drugs, dispensed by another pharmacy, into the unit-dose or 1636 
compliance packaging system used by the long term care facility to assist in maintaining a uniform 1637 
or more accurate system of administration.   1638 

1. Such repackaging shall only be done at the provider pharmacy.  1639 
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2. Unit dose repackaging shall comply with requirements of 18VAC110-20-420 and compliance 1640 
packaging shall comply with 18VAC110-20-340 B.   1641 

3. Records shall be maintained of all such repackaging of previously dispensed medications to 1642 
include date; repackaging pharmacist's initials (or those of the checking pharmacist); and the 1643 
pharmacy name, address, and prescription number of the original dispensing.  1644 

4. Any portion of a resident's medication not placed into unit dose or compliance packaging may 1645 
be returned to the resident or kept for subsequent repackaging at the provider pharmacy in the 1646 
original labeled container.  If kept at the pharmacy, it shall be stored within the prescription 1647 
department but separate from any working stock of drugs used for dispensing by the pharmacy, and 1648 
shall only be used for the patient to whom the medication was originally dispensed. 1649 
18VAC110-20-536. Prescription drugs sent outside the facility. 1650 

A. The provider pharmacy shall assure that residents who leave a long term care facility for short 1651 
periods of time or are discharged and who are allowed to take dispensed prescription medications 1652 
with them, do so only in appropriate packaging, properly labeled for outpatient use.   1653 

B. Pharmacies that provide medication to residents, in compliance packaging that meets the 1654 
requirements of 18VAC110-20-340 B, shall assure that if the facility separates and sends only the 1655 
individual containers needed during the time the resident is away without the main package label, 1656 
that the resident is also given a copy of the main package label or other appropriate documentation 1657 
that contains the complete labeling information on the main package label.  1658 
18VAC110-20-550. Stat-drug box.  1659 

An additional drug box called a stat-drug box may be prepared by a pharmacy to provide for 1660 
initiating therapy prior to the receipt of ordered drugs from the pharmacy. Access to the stat-drug 1661 
box is restricted to a licensed nurse, pharmacist, or prescriber and only these licensed individuals 1662 
may administer a drug taken from the stat-drug box.  Additionally, a valid prescription or lawful order 1663 
of a prescriber must exist prior to the removal of any drug from the stat-drug box. A stat-drug box 1664 
shall be provided to those facilities in which only those persons licensed to administer are 1665 
administering drugs and shall be subject to the following conditions:  1666 

1. The box is sealed in such a manner that will preclude the loss of drugs.  1667 
a. The dispensing pharmacy must have a method of sealing such boxes so that once the 1668 
seal is broken, it cannot be reasonably resealed without the breach being detected.  1669 
b. If a seal is used, it shall have a unique numeric or alphanumeric identifier to preclude 1670 
replication or resealing, or both. The pharmacy shall maintain a record of the seal 1671 
identifiers when placed on a box and maintain the record until such time as the seal is 1672 
replaced.  1673 
c. In lieu of seals, a box with a built-in mechanism preventing resealing or relocking once 1674 
opened except by the provider pharmacy is also acceptable.  1675 

2. The box shall have a form to be filled out upon opening the box and removing contents to 1676 
write the name of the person opening the box, the date, time and name and quantity of item(s) 1677 
removed. When the stat-drug box has been opened, it is returned to the pharmacy.  1678 

3. Any drug used from the box shall be covered by a drug order signed by the prescriber, when 1679 
legally required, within 72 hours.  1680 

4. There shall be a listing of the contents of the box maintained in the pharmacy and also 1681 
attached to the box in the facility. This same listing shall become a part of the policy and procedure 1682 
manual of the facility served by the pharmacy.  1683 

5.4. The drug listing on the box shall bear an expiration date for the box. The expiration date 1684 
shall be the day on which the first drug in the box will expire.  1685 

6.5. The contents of the box shall be limited to those drugs in which a delay in initiating therapy 1686 
may result in harm to the patient.  1687 
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a. The listing of drugs contained in the stat-drug box shall be determined by the provider 1688 
pharmacist in consultation with the medical and nursing staff of the long-term care facility.  1689 
b. The stat-drug box shall contain no Schedule II drugs.  1690 
c. The stat-drug box shall contain no more than one Schedule III through V drug in each 1691 
therapeutic class and no more than five doses of each.  1692 

18VAC110-20-555. Use of automated dispensing devices.  1693 
Nursing homes licensed pursuant to Chapter 5 (§32.1-123 et seq.) of Title 32.1 of the Code of 1694 

Virginia may use automated drug dispensing systems, as defined in §54.1-3401 of the Code of 1695 
Virginia, upon meeting the following conditions:  1696 

1. Drugs placed in an automated drug dispensing system in a nursing home shall be under the 1697 
control of the pharmacy providing services to the nursing home, the pharmacy shall have on-line 1698 
communication with and control of the automated drug dispensing system, and access to any drug 1699 
for a patient shall be controlled by the pharmacy.  1700 

2. A nursing home without an in-house pharmacy shall obtain a controlled substances 1701 
registration prior to using an automated dispensing system.  1702 

3. Removal of drugs from any automated drug dispensing system for administration to patients 1703 
can only be made pursuant to a valid prescription or lawful order of a prescriber. under the following 1704 
conditions:  1705 

a. A drug may not be administered to a patient from an automated dispensing device until a 1706 
pharmacist has reviewed the prescription order and electronically authorized the access of 1707 
that drug for that particular patient in accordance with the order.   1708 
b. The PIC of the provider pharmacy shall ensure that a pharmacist who has on-line access 1709 
to the system is available at all times to review a prescription order as needed and authorize 1710 
administering pursuant to the order reviewed. 1711 
c. Drugs that would be stocked in an emergency drug kit pursuant to 18VAC110-20-540 may 1712 
be accessed prior to receiving electronic authorization from the pharmacist provided that the 1713 
absence of the drugs would threaten the survival of the patients. 1714 
d. Automated dispensing devices shall be capable of producing a hard-copy record of 1715 
distribution which shall show patient name, drug name and strength, dose withdrawn, dose to 1716 
be administered, date and time of withdrawal from the device, and identity of person 1717 
withdrawing the drug. 1718 

4. Drugs placed in automated dispensing devices shall be in the manufacturer's sealed original 1719 
unit dose or unit-of-use packaging or in repackaged unit-dose containers in compliance with the 1720 
requirements of 18VAC110-20-355 relating to repackaging, labeling, and records.  1721 

5. Prior to removal of drugs from the pharmacy, a delivery record shall be generated for all drugs 1722 
to be placed in an automated dispensing device which shall include the date; drug name, dosage 1723 
form, and strength; quantity; nursing home; and a unique identifier for the specific device receiving 1724 
drugs; and initials of pharmacist checking the order of drugs to be removed from the pharmacy and 1725 
the records of distribution for accuracy. 1726 

6. At the direction of the PIC, drugs may be loaded in the device by a pharmacist or a pharmacy 1727 
technician adequately trained in the proper loading of the system.   1728 

7. At the time of loading, the delivery record for all Schedule II through V VI drugs shall be signed 1729 
by a nurse or other person authorized to administer drugs from that specific device, and the record 1730 
returned to the pharmacy and maintained in chronological order for a period of two years from date 1731 
of delivery.  The delivery record and required signatures may be generated or maintained 1732 
electronically provided the system being used has the capability of recording an electronic 1733 
"signature" which is a unique identifier and restricted to the individual receiving the drugs and 1734 
provided that this record is maintained in a "read-only" format which cannot be altered after the 1735 
information is recorded. The electronic record shall be readily retrievable, maintained for a period of 1736 
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two years, and the system used shall be capable of producing a hard copy printout of the record 1737 
upon request. 1738 

8. At the time of loading any Schedule II through V drug, the person loading will verify that the 1739 
count of that drug in the automated dispensing device is correct.  Any discrepancy noted shall be 1740 
recorded on the delivery record and immediately reported to the PIC, who shall be responsible for 1741 
reconciliation of the discrepancy or properly reporting of a loss. 1742 

9. The PIC or his designee shall conduct at least a monthly audit to review distribution and 1743 
administration of Schedule II through V drugs from each automated dispensing device as follows:   1744 

a. The audit shall reconcile records of all quantities of Schedule II through V drugs dispensed 1745 
from the pharmacy with records of all quantities loaded into each device to detect whether 1746 
any drugs recorded as removed from the pharmacy were diverted rather than being placed in 1747 
the proper device.   1748 
b. A discrepancy report shall be generated for each discrepancy in the count of a drug on 1749 
hand in the device.  Each such report shall be resolved by the PIC or his designee within 72 1750 
hours of the time the discrepancy was discovered or, if determined to be a theft or an 1751 
unusual loss of drugs, shall be immediately reported to the board in accordance with § 54.1-1752 
3404 E of the Drug Control Act.  1753 
c. The audit shall include a review of a sample of administration records from each device 1754 
per month for possible diversion by fraudulent charting.  A sample from each device shall not 1755 
be less than 24 consecutive hours within the month being audited shall include all Schedule 1756 
II-V drugs administered for a time period of not less than 24 consecutive hours during the 1757 
audit period. 1758 
d. The audit shall include a check of medical records to ensure that a valid order exists for a 1759 
random sample of doses recorded as administered. 1760 
e. The audit shall also check for compliance with written procedures for security and use of 1761 
the automated dispensing devices, accuracy of distribution from the device, and proper 1762 
recordkeeping. 1763 
f. The hard-copy distribution and administration records printed out and reviewed in the audit 1764 
shall be initialed and dated by the person conducting the audit and maintained in the 1765 
pharmacy for a period of two years.  If nonpharmacist personnel conduct the audit, a 1766 
pharmacist shall review the record and shall initial and date the record.  These distribution 1767 
records reviewed in conducting the audit may be maintained electronically provided they can 1768 
be readily retrieved upon request; provided they are maintained in a "read-only' format which 1769 
does not allow alteration of the records; and provided a log is maintained for a period of two 1770 
years showing dates of audit and review, the identity of the automated dispensing device 1771 
being audited, the time period covered by the audit and review, initials of all reviewers. 1772 

10. Automated dispensing devices shall be inspected monthly by pharmacy personnel to verify 1773 
proper storage, proper location of drugs within the device, expiration dates, the security of drugs and 1774 
validity of access codes. 1775 

11. Personnel allowed access to an automated dispensing device shall have a specific access 1776 
code which records the identity of the person accessing the device.  1777 

12. The PIC of the pharmacy providing services to the nursing home shall establish, maintain, 1778 
and assure compliance with written policy and procedure for the accurate stocking and proper 1779 
storage of drugs in the automated drug dispensing system, accountability for and security of all 1780 
drugs maintained in the automated drug dispensing system, preventing unauthorized access to the 1781 
system, tracking access to the system, complying with federal and state regulations related to the 1782 
storage and dispensing of controlled substances, maintaining patient confidentiality, maintaining 1783 
required records, and assuring compliance with the requirements of this chapter. The manual shall 1784 
be capable of being accessed at both the pharmacy and the nursing home. 1785 
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13. All records required by this section shall be filed in chronological order from date of issue and 1786 
maintained for a period of not less than two years. Records shall be maintained at the address of the 1787 
pharmacy providing services to the nursing home except:  1788 

a. Manual Schedule VI distribution records may be maintained in offsite storage; or 1789 
electronically as an electronic image which provides an exact image of the document that is 1790 
clearly legible provided such offsite or electronic storage is retrievable and made available for 1791 
inspection or audit within 48 hours of a request by the board or an authorized agent. 1792 
b. Distribution and delivery records and required signatures may be generated or maintained 1793 
electronically provided  1794 
(1) the system being used has the capability of recording an electronic signature which is a 1795 
unique identifier and restricted to the individual required to initial or sign the record 1796 
(2) the records are maintained in a read-only format which cannot be altered after the 1797 
information is recorded 1798 
(3) the system used is capable of producing a hard-copy printout of the records upon 1799 
request.      1800 
c. Schedule II-V distribution and delivery records may only be stored offsite or electronically 1801 
as described above if authorized by DEA or in federal law or regulation.   1802 
d. Hard-copy distribution and administration records that are printed and reviewed in 1803 
conducting required audits may be maintained off site or electronically provided they can be 1804 
readily retrieved upon request; provided they are maintained in a read-only format which 1805 
does not allow alteration of the records; and provided a separate log is maintained for a 1806 
period of two years showing dates of audit and review, the identity of the automated 1807 
dispensing device being audited, the time period covered by the audit and review, and the 1808 
initials of all reviewers.   1809 

 1810 
Part XIII 1811 

Other Institutions and Facilities 1812 
18VAC110-20-570. Drugs in infirmaries/first aid rooms.  1813 

A. Controlled Prescription drugs purchased by an institution, agency, or business within the 1814 
Commonwealth, having been purchased in the name of a practitioner licensed by the 1815 
Commonwealth of Virginia and who is employed by an institution, agency, or business which does 1816 
not hold a pharmacy permit, shall be used only for administering to those persons at that institution, 1817 
agency, or business.  1818 

B. All controlled prescription drugs shall be maintained and secured in a suitable locked storage 1819 
area, the key to which will be in the possession of the practitioner or nurse who is under the direction 1820 
and supervision of the practitioner.  1821 

C. Such institution, agency, or business shall adopt a specific protocol for the administration of 1822 
prescription drugs, listing the inventory of such drugs maintained, and authorizing the administering 1823 
of such drugs in the absence of a practitioner in an emergency situation when the timely prior verbal 1824 
or written order of a prescriber is not possible. Administering of such drugs shall be followed by 1825 
written orders.  1826 

1. For the purpose of this chapter, "emergency" means a circumstance requiring administration 1827 
of controlled prescription drugs necessary to preserve life or to prevent significant or permanent 1828 
injury or disability.  1829 

2. The protocol shall be maintained for inspection and documentation purposes.  1830 
D. A nurse may, in the absence of a practitioner, administer and provide nonprescription drugs in 1831 

unit dose containers in quantities which in the professional judgment of the nurse will maintain the 1832 
person at an optimal comfort level until the person's personal practitioner can be consulted. The 1833 
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administering and providing of such medication must be in accordance with explicit instructions of a 1834 
specific protocol promulgated by the practitioner in charge of the institution, agency, or business.  1835 
18VAC110-20-580. Humane societies and animal shelters.  1836 

A humane society or animal shelter, after having obtained the proper permits pursuant to state 1837 
and federal laws, may purchase, possess and administer any drug approved by the State 1838 
Veterinarian to euthanize injured, sick, homeless and unwanted domestic pets and animals provided 1839 
that these procedures are followed:  1840 

1. Drugs ordered by a humane society for euthanasia shall only be stored and administered at 1841 
the address of the humane society. Humane societies shall not order or possess a stock of drugs for 1842 
any purpose other than euthanasia.   1843 

1.2. A veterinarian shall provide general supervision for the facility and shall provide and certify 1844 
training in accordance with guidelines set forth by the State Veterinarian to the person(s) responsible 1845 
for administration of the drugs.  Certification of training signed by the veterinarian shall be 1846 
maintained at the facility for each person administering drugs and must be retained for not less than 1847 
two years after the person ceases administering.  1848 

2.3. The person in charge of administration of drugs for euthanasia for the facility shall obtain the 1849 
required permit and controlled substances registration from the board and shall be responsible for 1850 
maintaining proper security and required records of all controlled substances obtained and 1851 
administered.  1852 

a. If that person ceases employment with the facility or relinquishes his position, he shall 1853 
immediately return the permit to the board and shall take a complete and accurate inventory 1854 
of all drugs in stock.  1855 
b. An application for a new permit shall be filed with the required fee within 14 days on a form 1856 
provided by the board. At that time, the new responsible person shall take a complete and 1857 
accurate inventory of all drugs in stock.  1858 

3.4. Drugs shall be stored in a secure, locked place and only the person(s) responsible for 1859 
administering may have access to the drugs.  1860 

4.5. Any drug used shall be obtained and administered in the injectable form only.  1861 
5.6. All invoices and order forms shall be maintained for a period of two years.  1862 
6.7. Complete and accurate records shall be maintained for two years on the administration of 1863 

the drug. The record shall show the name and strength of the drug, date of administration, the 1864 
species of the animal, the weight of animal, the amount of drug administered and the signature of 1865 
the person administering the drug.   1866 
18VAC110-20-590. Drugs in correctional institutions facilities.  1867 

A. All prescription drugs at any correctional unit facility shall be obtained only on an individual 1868 
prescription basis from a pharmacy and subject to the following conditions:  1869 

1. All prepared drugs shall be maintained in a suitable locked storage area with only the person 1870 
responsible for administering the drugs having access.  1871 

2. Complete and accurate records shall be maintained of all drugs received, administered and 1872 
discontinued. The administration record shall show the:  1873 

a. Patient name;  1874 
b. Drug name and strength;  1875 
c. Number of dosage units received;  1876 
d. Prescriber's name; and  1877 
e. Date, time and signature of the person administering the individual dose of drug.  1878 

3. All unused or discontinued drugs shall be sealed and the amount in the container at the time 1879 
of the sealing shall be recorded on the drug administration record, a copy of the drug administration 1880 
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record, or other form showing substantially the same information. Such drugs shall be returned to 1881 
the provider pharmacy or to a secondary pharmacy along with the drug administration record 1882 

3. All unused or discontinued drugs shall be sealed and the amount in the container at the time 1883 
of the sealing shall be recorded on the drug administration record. Such drugs shall be returned to 1884 
the provider pharmacy or to a secondary pharmacy along with the drug administration record, a copy 1885 
of the drug administration record, or other form showing substantially the same information, within 1886 
thirty days of discontinuance.  1887 

a. The provider or secondary pharmacy shall conduct random audits of returned drug 1888 
administration records for accountability.  1889 
b. The drug administration records shall be filed in chronological order by the provider or 1890 
secondary pharmacy and maintained for a period of one year or, at the option of the facility, 1891 
the records may be returned by the pharmacy to the facility.  1892 
c. Drugs may be returned to pharmacy stock in compliance with the provisions of 18VAC110-1893 
20-400.  1894 
d. Other drugs shall be disposed of or destroyed by the provider pharmacy in accordance 1895 
with local, state, and federal regulations.  1896 
4. Alternatively, drugs for destruction may be forwarded by a pharmacist directly from the 1897 
correctional facility to a returns company after performing the audit required by subdivision 3 1898 
a of this section and ensuring the proper maintenance of the administration records.  1899 

B. Emergency and stat-drug box. An emergency box and a stat-drug box may be prepared for 1900 
the a correctional facility served by the pharmacy pursuant to 18VAC110-20-540 and 18VAC110-20-1901 
550 provided that the facility employs one or more full-time physicians, registered nurses, licensed 1902 
practical nurses, or physician assistants or correctional health assistants.  1903 

C. Prescription drugs, including but not limited to vaccines, may be floor-stocked only at a 1904 
medical clinic or surgery center which is part of a correctional facility and which is staffed by one or 1905 
more physicians prescribers during the hours of operation, provided the clinic first obtains a 1906 
controlled substances registration and complies with the requirements of  18VAC110-20-690, 1907 
18VAC110-20-700, 18VAC110-20-710, and 18VAC110-20-720. 1908 

Part XIV 1909 
Exempted Stimulant or Depressant Drugs and Chemical Preparations  1910 

18VAC110-20-610. Exempted chemical preparations.  1911 
The list of exempt chemical preparations set forth in pursuant to 21 CFR §1308.24 and 1912 

maintained by the administrator of DEA is adopted pursuant to the authority set forth in §§54.1-3443, 1913 
54.1-3450 and 54.1-3452 of the Drug Control Act. 1914 
18VAC110-20-620. Exempted prescription products.  1915 

The list of exempt prescription products set forth in pursuant to 21 CFR 1308.32 and maintained 1916 
by the administrator of DEA is adopted pursuant to the authority set forth in §§54.1-3443, 54.1-3450 1917 
and 54.1-3452 of the Drug Control Act; the exempted prescription products are drugs which are 1918 
subject to the provisions of §54.1-3455 of the Drug Control Act. 1919 
18VAC110-20-621. Exempted anabolic steroid products.  1920 

The list of exempt anabolic steroid products set forth in pursuant to 21 CFR 1308.34 and 1921 
maintained by the administrator of DEA is adopted pursuant to the authority set forth in §§54.1-3443, 1922 
54.1-3450 and 54.1-3452 of the Drug Control Act; the exempted anabolic steroid products are drugs 1923 
which are subject to the provisions of §54.1-3455 of the Drug Control Act.  1924 
18VAC110-20-622. Excluded veterinary anabolic steroid implant products.  1925 

The list of excluded veterinary anabolic steroid implant products set forth in pursuant to 21 CFR 1926 
1308.26 and maintained by the administrator of DEA is adopted only for legitimate veterinary use 1927 
pursuant to the authority set forth in §§54.1-3443, 54.1-3450 and 54.1-3452 of the Drug Control Act; 1928 
the exempted anabolic steroid products are drugs which are subject to the provisions of §54.1-3455 1929 
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of the Drug Control Act when used for implant to cattle or other nonhuman species. These products 1930 
are not excluded from Schedule III if prescribed, administered, dispensed, or otherwise distributed 1931 
for human use.  1932 

Part XV  1933 
Medical Equipment Suppliers  1934 

18VAC110-20-680. Medical equipment suppliers.  1935 
A. A medical equipment supplier's location shall be inspected by the board prior to engaging in 1936 

business. The location shall be clean and sanitary and shall have a system of temperature control to 1937 
provide for specified storage conditions for any Schedule VI drug or device.  1938 

B. Hypodermic needles and syringes and Schedule VI drugs shall not be placed on open display 1939 
or in an open area where patrons will have access to such items. No Schedule VI devices shall be 1940 
placed in an area where responsible parties cannot exercise reasonable supervision and control.  1941 

C. A medical equipment supplier shall receive a valid order from a practitioner prior to dispensing 1942 
and shall maintain this order on file on the premises for a period of two years from date of last 1943 
dispensing. The original order may be kept at a centralized office as long as it is readily retrievable 1944 
within 48 hours and a copy of the order is kept on the premises of the dispensing supplier. In lieu of 1945 
a hard copy, an electronic image of an order may be maintained in an electronic database provided 1946 
it preserves and provides an exact image of the order which is clearly legible and made available 1947 
within 48 hours of a request by a person authorized by law to have access to prescription 1948 
information. 1949 

D. Medical equipment suppliers shall make a record at the time of dispensing. This record shall 1950 
be maintained on the premises for two years from date of dispensing and shall include:  1951 

1. Name and address of patient;  1952 
2. Item dispensed and quantity, if applicable; and  1953 
3. Date of dispensing.  1954 

Part XVI  1955 
Controlled Substances Registration for Other Persons or Entities  1956 

18VAC110-20-690. Persons or entities authorized or required to obtain a controlled 1957 
substances registration.  1958 

A. A person or entity which maintains or intends to maintain a supply of Schedule II through 1959 
Schedule VI controlled substances, other than manufacturers' samples, in order to administer such 1960 
drugs in accordance with provisions of the Drug Control Act (§54.1-3400 et seq. of the Code of 1961 
Virginia) may apply for a controlled substances registration on forms approved by the board.  1962 

B. Persons or entities which may be registered by the board shall include, but not be limited to, 1963 
hospitals without in-house pharmacies, nursing homes without in-house pharmacies that use 1964 
automated drug dispensing systems, ambulatory surgery centers, outpatient clinics, alternate 1965 
delivery sites, and emergency medical services agencies provided such persons or entities are 1966 
otherwise authorized by law and hold required licenses or appropriate credentials to administer the 1967 
drugs for which the registration is being sought.  1968 

C. In determining whether to register an applicant, the board shall consider factors listed in 1969 
subsections A and D of §54.1-3423 of the Code of Virginia and compliance with applicable 1970 
requirements of this chapter.  1971 

1. The proposed location shall be inspected by an authorized agent of the board prior to 1972 
issuance of a CSR. 1973 

2. Controlled substances registration applications which indicate a requested inspection date, or 1974 
requests which are received after the application is filed, shall be honored provided a 14-day notice 1975 
is allowed prior to the requested inspection date.  1976 
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3. Requested inspection dates which do not allow a 14-day notice to the board may be adjusted 1977 
by the board to provide 14 days for the scheduling of the inspection. 1978 

4. Any person wishing to change an approved location of the drug stock or make structural 1979 
changes to an existing approved drug storage location, or make changes to a previously approved 1980 
security system shall file an application with the board and be inspected consistent with subsection 1981 
B.  1982 

5. Drugs shall not be stocked within the proposed drug storage location or moved to a new 1983 
location until approval is granted by the board.   1984 

D. The application shall be signed by a person who will act as a responsible party for the 1985 
controlled substances. The responsible party may be a prescriber; nurse; pharmacist; or pharmacy 1986 
technician for alternate delivery sites; or other person approved by the Board who is authorized to 1987 
administer or otherwise possess the controlled substances for that type entity.     1988 

E. The board may require a person or entity to obtain a controlled substances registration upon a 1989 
determination that Schedule II through VI controlled substances have been obtained and are being 1990 
used as common stock by multiple practitioners and that one or more of the following factors exist:  1991 

1. A federal, state, or local government agency has reported that the person or entity has made 1992 
large purchases of controlled substances in comparison with other persons or entities in the same 1993 
classification or category.  1994 

2. The person or entity has experienced a diversion, theft, or other unusual loss of controlled 1995 
substances which requires reporting pursuant to §54.1-3404 of the Drug Control Act.  1996 

3. The person or entity has failed to comply with recordkeeping requirements for controlled 1997 
substances.  1998 

4. The person or entity or any other person with access to the common stock has violated any 1999 
provision of federal, state, or local law or regulation relating to controlled substances. 2000 
18VAC110-20-700. Requirements for supervision for controlled substances registrants.  2001 

A. A practitioner licensed in Virginia shall provide supervision for all aspects of practice related to 2002 
the maintenance and use of controlled substances as follows:  2003 

1. In a hospital or nursing home without an in-house pharmacy, a pharmacist shall supervise.  2004 
2. In an emergency medical services agency, the operational medical director shall supervise.  2005 
3. For any other person or entity approved by the board, a practitioner of pharmacy, medicine, 2006 

osteopathy, podiatry, dentistry, or veterinary medicine type applicant or registrant,  a pharmacist or a 2007 
prescriber whose scope of practice is consistent with the practice of the person or entity applicant or 2008 
registrant and who is approved by the board shall may provide the required supervision.  2009 

B. The supervising practitioner shall approve the list of drugs which may be ordered by the 2010 
holder of the controlled substances registration; possession of controlled substances by the entity 2011 
shall be limited to such approved drugs. The list of drugs approved by the supervising practitioner 2012 
shall be maintained at the address listed on the controlled substances registration.  2013 

C. Access to the controlled substances shall be limited to the supervising practitioner or to those 2014 
persons who are authorized by the supervising practitioner and who are authorized by law to 2015 
administer drugs in Virginia, or to other such persons as designated by the supervising practitioner 2016 
or the responsible party to have access in an emergency situation.  If approved by the supervising 2017 
practitioner, pharmacy technicians may have access for the purpose of delivering controlled 2018 
substances to the registrant; stocking controlled substances in automated dispensing devices; 2019 
conducting inventories, audits and other recordkeeping requirements; and overseeing delivery of 2020 
dispensed prescriptions at an alternate delivery site. 2021 

D. The supervising practitioner shall establish procedures for and provide training as necessary 2022 
to ensure compliance with all requirements of law and regulation, including, but not limited to, 2023 
storage, security, and recordkeeping.  2024 
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E. Within 14 days of a change in the responsible party or supervising practitioner assigned to the 2025 
registration, either the responsible party or outgoing responsible party shall inform the Board and a 2026 
new application shall be submitted indicating the name and license number, if applicable, of the new 2027 
responsible party or supervising practitioner. 2028 
18VAC110-20-710. Requirements for storage and security for controlled substances 2029 
registrants.  2030 

A. Drugs shall be stored under conditions which meet USP-NF specifications or manufacturers' 2031 
suggested storage for each drug.  2032 

B. Any drug which has exceeded the expiration date shall not be administered; it shall be 2033 
separated from the stock used for administration and maintained in a separate, locked area until 2034 
properly disposed.  2035 

C. If a controlled substances registrant wishes to dispose of unwanted or expired Schedule II 2036 
through VI drugs, he shall transfer the drugs to another person or entity authorized to possess and 2037 
to provide for proper disposal of such drugs.  2038 

D. Drugs shall be maintained in a lockable cabinet, cart, device or other area which shall be 2039 
locked at all times when not in use. The keys or access code shall be restricted to the supervising 2040 
practitioner and persons designated access in accordance with 18VAC110-20-700 C.  2041 

E. In a facility not staffed 24 hours a day, the drugs shall be stored in a fixed and secured room, 2042 
cabinet or area which has a security device for the detection of breaking which meets the following 2043 
conditions:  2044 

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other generally 2045 
accepted and suitable device.  2046 

2. The installation shall be hard wired and both the installation and device shall be based on 2047 
accepted burglar alarm industry standards.  2048 

3. The device shall be maintained in operating order, and shall have an auxiliary source of 2049 
power, be monitored in accordance with accepted industry standards, be maintained in operating 2050 
order; and shall be capable of sending an alarm signal to the monitoring entity if breached and the 2051 
communication line is not operational. 2052 

4. The device shall fully protect all areas where prescription drugs are stored and shall be 2053 
capable of detecting breaking by any means when activated.  2054 

5. Access to the alarm system shall be restricted to only designated and necessary persons, and 2055 
the system shall be activated whenever the drug storage areas are closed for business.  2056 

6. An alarm system is not required for researchers, animal control officers, humane societies, or 2057 
alternate delivery sites as provided in 18VAC110-20-275.  2058 


