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Agency name | Board of Pharmacy, Department of Health Professions

Virginia Administrative Code | 18VAC110-20
(VAC) citation

Regulation title | Regulations Governing the Practice of Pharmacy

Action title | Possession and repackaging of drugs in certain mental health facilities

Date this document prepared | 3/29/10

This form is used when an agency wishes to promulgate an emergency regulation (to be effective for up to one year),
as well as publish a Notice of Intended Regulatory Action (NOIRA) to begin the process of promulgating a permanent
replacement regulation.

This information is required for executive branch review and the Virginia Registrar of Regulations, pursuant to the
Virginia Administrative Process Act (APA), Executive Orders 36 (2006) and 58 (1999), and the Virginia Register
Form, Style, and Procedure Manual.

The APA (Code of Virginia § 2.2-4011) states that an “emergency situation” is: (i) a situation involving an
imminent threat to public health or safety; or (ii) a situation in which Virginia statutory law, the Virginia
appropriation act, or federal law requires that a regulation shall be effective in 280 days or less from its
enactment, or in which federal regulation requires a regulation to take effect no later than 280 days from
its effective date.

1) Please explain why this is an “emergency situation” as described above.
2) Summarize the key provisions of the new regulation or substantive changes to an existing regulation.

Chapter 28 (HB150) of the 2010 Acts of the Assembly requires the Board of Ph@aomacy
promulgate regulations to authorize community services boards and behagadtla authorities
to possess, repackage and dispense medications and crisis stabilizatitmstoits and
administer a stock of drugs needed for emergency treatment. The second enatiGleyiter
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28 provides that an emergency existed, so the act became effective orxappvaved by the
Governor on March 4, 2010. The third enactment requires that the Board promulgateoregulati
to implement the provisions of the act to be effective within 280 days of its enactment
Therefore, there is an “emergency situation” as defined in § 2.2-4011 of the Adativest
Process Act.

Regulations promulgated pursuant to the legislative mandate set forth reznisdarn
registration of a community service board (CSB) or behavioral health aut{RifA) to
possess, repackage and dispense drugs and for a program to train unlicensed persons in
repackaging for CSB’s or BHA’s. Regulations include labeling, storagerdieeeping,
destruction and other requirements for repackaging in these facitish(do not have a
pharmacy), persons authorized to repackage, and information to clients abouagedatrkigs.
There are also curricula and instructional criteria for approval of repagkigining programs
and for expiration and renewal of program approval. Finally, there are provigiasiedking,
recordkeeping and administration of Schedule VI at a crisis stabilizatibfourmmediate
treatment of patients as necessary.

Legal basis ‘

Other than the emergency authority described above, please identify the state and/or federal legal
authority to promulgate this proposed regulation, including: 1) the most relevant law and/or regulation,
including Code of Virginia citation and General Assembly chapter number(s), if applicable, and 2)
promulgating entity, i.e., agency, board, or person. Describe the legal authority and the extent to which
the authority is mandatory or discretionary.

The legal authority to promulgate the proposed regulation is found in Chapter 28 of the 2010
Acts of the Assembly (HB150pt t p: / /1 egl. st at e. va. us/ cgi -

bi n/ 1 egp504. exe?101+f ul +CHAP0028. The authority to promulgate regulations to establish
criteria for possession and repackaging by CSB’s and BHA's is mapdator

Please describe the subject matter and intent of the planned regulatory action. Also include a brief
explanation of the need for and the goals of the new or amended regulation.

The purpose of the planned regulatory action is to comply with a legislative mandat
promulgate regulation for community services boards, behavioral health aathauitd clinics
established by the Virginia Department of Behavioral Health and Bewvental Services to
receive, store, retain, and repackage prescription drug orders dispensedeotdqrdhe
purpose of assisting a client with self-administration of the drug. The tiegslalso provide for
registration of crisis stabilization units to maintain stocks of Schedulielgs necessary for
immediate treatment of patients admitted to the unit.


http://leg1.state.va.us/cgi-bin/legp504.exe?101+ful+CHAP0028
http://leg1.state.va.us/cgi-bin/legp504.exe?101+ful+CHAP0028
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Please detail the specific reasons why the agency has determined that the proposed regulatory action is
essential to protect the health, safety, or welfare of citizens. In addition, delineate any potential issues
that may need to be addressed as the regulation is developed.

House Bill 150 was introduced to address a problem for community services boards @aB
behavioral health authorities (BHA'’s) in handling the unique prescription neadsatient
population following closure by the state of the Community Resource Pharmacly,hakiic
provided most pharmacy services to the CSBs. The legislation does three things

1) It authorizes the CSBs and BHA's to retain prescription medicationsfairc patients
including but not limited to those who may be homeless or live in a residence where
prescriptions are likely to be stolen, who may need assistance or monitoriny of sel
administration, who may not be capable of self administering, or who may not be a good
candidate for keeping the entire dispensed prescription due to suicide risks.

2) It authorizes CSB and BHA personnel, who hold appropriate licensure or who hee @as
training course approved by the Board of Pharmacy, to repackage a portiortiehtspa
medication to assist that patient with self-administration and compliantelesage
instructions.

3) It authorizes residential crisis stabilization units to maintaioaa-Etock of Schedule VI
controlled substances that may be needed for immediate administrationdatpatimitted to
the units in order to treat a crisis situation and prevent inpatient hospitadizati

Because of the urgent need for the change in law and for regulations to impleosenthanges,
the bill had an emergency enactment clause as well as a provision for emeeggations by
the Board of Pharmacy. Regulations addressing storage, repackaging, recogd&edpi
training of persons who handle drugs will ensure that client or patient nedusragenet while
protecting the security and integrity of the drugs and the health and shfiegyclient and
general population.

Substance ‘

Please detail any changes that will be proposed. Please outline new substantive provisions, all
substantive changes to existing sections, or both where appropriate.

Current Current requirement Proposed change and rationale
section
number
20 Sets out fees for licensees Adds a fee of $50 for approval of a repackaginming program, a
and permit holders fee of $30 for renewal of approval every two yemrd a $10 late fee

for renewal after the deadline.

Nominal fees are set for handling the paperworkined in review
of the curriculum, qualifications of instructors Ginetention of
documentation for training programs. The fees matybe sufficient
to cover all costs but are deliberately so theraasfinancial
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disincentive to community service boards in gettingple
appropriately trained.

275 Establishes rules for Subsection A is amended to clarify that dispensédérs for
delivery of dispensed Schedule VI drugs may be delivered to alternatites sbut
prescriptions to alternative Schedule Il through V drugs may not be deliverel@smauthorized.
delivery sites. Such deliveries are currently not authorized byefatilaw, so the

regulation needed to be consistent and not confusin

690 Sets out the requirementg In subsection B, crisis stabilization units areeditb the list of
for entities or persons that| entities without in-house pharmacies that may béestered by the
must obtain a controlled | board for a controlled substance registration. hwte passage of
substance registration in | Hb150, such units are now authorized by law to ta&ina stock of
order to maintain a stock afdrugs to be used for emergency treatment of patiarguch units.
drugs

Subsection D is amended to clarify that the perssponsible for
the controlled substances at a controlled substagistrant must be
someone who is authorized by law to administer sucttrolled
substances.

700 Sets out the requirementg Subsection C is amended to expand access to dedtsalbstances
for supervision in facilities| to persons who have completed repackaging traiioing CSB or a
that hold a controlled BHA (see definitions below).
substance registration A second amendment adds repackaging of prescrigtiog orders

at a CSB or BHA is within the scope of practiceagfharmacy
technician, if approved by the supervising pharstaci
A third amendment specifies that access to stoegdin a crisis
stabilization unit is limited to prescribers, nigsg pharmacists;
access does not include any unlicensed persoeslamitians.
New Current requirement Proposed change and rationale
section
number
685 n/a For the purpose of use in Part SVI on Controlledosiances

Registration, "CSB" is defined as a community smsi board
facility licensed by the Department of Behaviorakaith and
Developmental Services that holds a controlled tsuloes
registration issued by the board. "BHA" is defiresia behavioral
health authority facility licensed by the Departien Behavioral
Health and Developmental Services that holds a rothed
substances registration issued by the board.

725 n/a Section 725 sets out all requirementsepackaging in a CSB or

BHA.

Subsection A define “repackaging” for the purpostshis section
as removing a drug from a container already dispeér@d labeled
by a pharmacy or medical practitioner authorizedligpense, for a
particular client of a CSB or BHA, and placing it a container
designed for a person to be able to repackage vars dispensed
prescription medications to assist with self-adstiaition and
compliance with dosage instructions.

The purpose of defining repackaging as it appleeshe activity by
an unlicensed person in a CSB or BHA is to ensha it is not
confused with repackaging performed in a pharmaog & clarify
that training in “repackaging” as defined in thisestion does not

qualify an individual to repackage drugs in othettggs and for
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other purposes.

154

The regulations also stipulate that such repackagaes not include
the preparation of a patient-specific label whiaetlides drug name,
strength, or directions for use or any other precestricted to a
pharmacist or pharmacy technician under the dsepervision of g
pharmacist.Preparation of such a label is an act restrictedaw to
a pharmacist, pharmacy technician under the disegiervision of g
pharmacist, or physician licensed to dispense.

Subsection B specifies those persons who are amgdorto
repackage, including a pharmacist, pharmacy te@mimurse, of
another person who has successfully completed adtaggproved
training program for repackaging of prescriptiorugirorders ag
authorized by statute.

If a CSB or BHA uses non-licensed persons who haoeived
specific repackaging training, it must maintain wimentation of
completion of an approved training program for edst one year
from date of termination of employment or cessattbnepackaging
activities.

Inspectors for the board will check on whether @&B or BHA hag
followed regulations on storage, recordkeeping,. ecd whether
persons who are authorized to do so are repackagimg drugs
dispensed to clients of the facility.

Subsection C sets out the requirements for repauidg include:

1. The repackaging of a dispensed prescription dvtaer
pursuant to § 54.1-3420.2 shall only be done a8 Gr BHA.

2. The repackaging of dispensed prescription drsiggl be
restricted to solid oral dosage forms and a maxinuinra 14-day
supply of drugs.

3. The drug container used for repackaging purstarthis
section shall bear a label containing the cliefitg and last name|,
and name and 24-hour contact information for th& GEBHA.

4. A clean, well-closed container that assistsctrent with self-
administration shall be used when multiple doses eépackaged
drug are provided to the client at one time.

5. A prescription drug order shall not be repackiadgeyond the
assigned expiration date noted on the prescriptadrel of the
dispensed drug, if applicable, or beyond one yeamfthe date thg
drug was originally dispensed by a pharmacy, whiehedate is
earlier.

154

All requirements are intended to improve compliamgth dosage
directions, minimize risks, and improve the safétthe drugs being
dispensed. Drugs will typically be repackaged in-usable
medication planning packaging (plastic containerghwseparate
compartments for days of the week and times ofthttyconsumerg
often purchase to repackage their own medications)

Subsection D requires that at the time a repackadgegl is initially
given to a client, and upon any subsequent changjeei medicatior
order, the client must be provided written inforibat about the
name and strength of the drug and the directiomsuf®. Such
written information shall have been prepared byrarmacy or by g
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nurse at the CSB or BHAThis written information is intended to
provide the client, client's family, or any othezdith care provider
in an emergency with information about drug nams&sengths,
dosage directions, and dispensing pharmacy nameesithis
information resides on the dispensed pharmacy @oatawith
labeling which will in many cases have been retdiaethe CSB o
BHA.

Subsection E sets out the requirements for retgnstorage and
destruction of repackaged drugs. It provides that:

1. Any portion of a client’s prescription drug ord®ot placed
into a container intended to assist with self-adstiation may be
either given to the client or retained by the CSBBHA for
subsequent repackaging. If retained by the CSB biABthe
remaining portion shall be stored within the boapgroved drug
storage location in the original labeled contairgrg shall only be
used for the client for whom the drug was origipalispensed.

Drugs maintained at a CSB or BHA have been preedriand
dispensed by a pharmacy for a specific patientlient The drugs
must be kept in a secure location and not givari@aother clients.

2. Any portion of a prescription drug order remagiat the
CSB or BHA that has exceeded any labeled expirafimie or one
year from the original pharmacy dispensing dat¢herlabel shall be
separated from unexpired drugs, stored within agdased area of
the board-approved drug storage location, and agsdr within 30
days of expiration with the written agreement o tiklient.
Remaining portions of discontinued prescriptiongdouders retained
by the CSB or BHA shall also be separated fromvacsitock and
either returned to the client or destroyed withi@ 8ays of
discontinuance with the written agreement of thent!

To ensure the drug’s safety and integrity, ruleg avritten for
handling of expired drugs or discontinued mediaadio

Subsection F sets out the rules for keeping recasi®llows:
1. A record of repackaging shall be made and maiedafor one
year from the date of repackaging and shall incthéefollowing:

a. Date of repackaging;

b. Name of client;

c. Prescription number of the originally dispensed
prescription drug order;

d. Pharmacy name;
e. Drug name and strength;
f. Quantity of drug repackaged; and

g. Initials of the person performing the repackggand
verifying the accuracy of the repackaged drug doeta
Recordkeeping is important to be able to track wdrags have bee

dispensed and given to clients in case of errasalls or other need
for information.

=)

2. A record of destruction shall be made and maiathfor one
year for any prescription drug orders destroyedheyCSB or BHA
and shall include the following:
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a. Date of destruction:
b. Name of client;

c. Prescription number of the originally dispensed
prescription drug order;

d. Drug name and strength;
e. Quantity of drug destroyed; and
f. Initials of the person performitige destruction.

726 n/a Section 726 establishes the criteria for a trainprggram in
repackaging.

Subsection A provides that any person wishing tayafor approval
of a repackaging training program must submit t66 &pplication
fee and an application on a form approved by thard@nd mus
meet the criteria established in this section. @pglication must
name a program director who is responsible for d@ampe with this
section.

An application is necessary in order for the boaodhave basig
information on which to base its approval and tovéea contact
person accountable for the program and its content.

Subsection B sets out the requirements for theictom of a
training program to include instruction in curretaws and
regulations applicable to a CSB or BHA for the map of assisting
a client with self-administration and in the follmg repackaging
tasks:

1. Selection of an appropriate container;

2. Proper preparation of a container in accordamgth
instructions for administration;

3. Selection of the drug;

4. Counting of the drug;

5. Repackaging of the drug within the selected @ioet;
6. Maintenance of records;

7. Proper storage of drugs;

8. Translation of medical abbreviations;

9. Review of administration records and prescrberters for
the purpose of identifying any changes in dosageimidtration;

10. Reporting and recording the client's failure take
medication;

11. Identification, separation and removal of eagiror
discontinued drugs; and

12. Prevention and reporting of repackaging errors.

The curriculum for the program is intending to miilly prepare a
person to accomplish this limited repackaging wihfety and
accuracy. The person must be able to read a pimgsmn label,
correctly remove the drugs and appropriately packalge dosage
in compliance packaging or boxes. The person mesipte for
repackaging must also know what to do if the clieas not beer
compliant with medications, if there are changesiiders, and if an

172}
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error has occurred.

Subsection C establishes requirements for instreicnd a program
director. Instructors for the program shall be @itfi) a pharmacist

with a current license in any jurisdiction and wisonot currently
suspended or revoked in any jurisdiction in thetebhiStates; or (ii
a pharmacy technician with at least one year ofesgpce
performing technician tasks who holds a currentistegfion in
Virginia or current PTCB certification and who iotncurrently

suspended or revoked in any jurisdiction in thetémhiStates. The

program director shall maintain a list of instrustéor the program.

The only persons qualified to teach someone torately and safely
repackage drugs are persons who have had trainimd experience
in repackaging and are deemed to be competenbisetbasks.

Subsection D sets general requirements for theranogp include:

1. The length of the program shall be sufficientptepare 4
program participant to competently perform repaakggonsistent
with §54.1-3420.2 and 18 VAC 110-20-725.

The board did not stipulate the number of hoursaf@rogram since
it may vary depending on the experience of thenéaj the numbe
of persons being trained and other factors.

2. The program shall include a post-training assess$ to
demonstrate the knowledge and skills necessaryrdpackaging
with safety and accuracy.

While there is no standardized test of competetheyprogram mus
assure that there is a post-test assessment.

3. A program shall provide a certificate of comiaet to
participants who successfully complete the progrmamd provide
verification of completion of the program for a peipant upon
request by a CSB or BHA or by the board.

4. The program shall maintain records of trainioghpletion by
persons authorized to repackage in accordance 8%&ihl-3420.2.
Records shall be retained for two years from déteompletion of
training or termination of the program.

A certificate of completion is necessary for thespe to be able tg
demonstrate training to employers (CSB’s and BHAgds)d to
representatives of the board.

5. The program shall report within 14 days any tlts/e
change in the program to include a change in progreame,
program director, name of institution or businegsapplicable,
address, program content, length of program, ation of records.

A report of substantive changes is necessary ierofar the board
to maintain an accurate record of training programs

Subsection E provides that a repackaging trainimegnam approval
expires after two years, after which the prograny agaply for
renewal. For continued approval, the program raubmit the
renewal application, renewal fee, and a self-examioaeport on a
form provided by the board at the time of renewlfication.
Renewal of a program'’s approval is at the disanetfcthe board,

17

[

and the decision to renew will be based on docuatiemt of
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continued compliance with the criteria set forthhis section.

Requirements for renewal of a training program aimilar to those
for a pharmacy technician training program, whiclishalso be
approved by the board.

727

n/a

Section 727 provides criteria for pharmacists repgmg for clients
of a CSB or BHA as an alternative to repackagingabperson
trained for that purpose. A pharmacist repackadorga CSB or
BHA must ensure compliance packaging that compligh the
requirements of 18 VAC 110-20-340 B and 18 VAC 21B725,
subsections G, H, and J. A primary provider phaymaay also
provide this service in compliance with the prosis of 18 VAC
110-20-535.

728

n/a

Section 728 establishes rules stocked at crisislig@tion units for
immediate treatment.

Subsection A provides that a crisis stabilizatianit unust obtain g
controlled substances registration in order to ma&ina stock of
Schedule VI controlled substances for immediateattnent of
patients in crisis. Schedule 1I-V controlled sapstes cannot b
stocked. The responsible party listed on the apfiin must be a
nurse who regularly administers controlled substanat the crisis
stabilization unit and the supervising practitionaust be either thg
medical director for the unit or a pharmacist frcanprovider
pharmacy.

(1]

D

Different from the CSB or BHA where drugs have hiadividually
prescribed for a client and dispensed by a pharstacilrugs
administered at a crisis stabilization unit for iradiate treatment tg
stabilize a patient would come from a stock of dragpintained at
the facility. Therefore, it is necessary for tlesponsible party to b
the person who regularly administers at the unitd afor the
supervising practitioner to be medical director ¢tior) or a
pharmacist from the pharmacy that provides the drug

(1]

Subsection B provides that, in consultation with paovider
pharmacist, the medical director for the unit mistermine the lis
of controlled substances to be stocked at thescsisibilization unit.
The list shall be limited to Schedule VI controllsdbstances angd
only those drugs routinely used for treatment digpés admitted for
crisis stabilization. Only drugs on this drug lisay be stocked.

By limiting the drugs available for administratiaa those routinely
used for treatment, there is control on the amcamd number of
drugs available in the unit.

Subsection C requires that a nurse administerinigug from this
stock pursuant to an oral order of a prescribacicordance with §
54.1-3423, to record such order in the patient'dicaé record.

Subsection D sets out basic requirements for recom@ntained by
the crisis stabilization unit to include:

1. A record shall be maintained of all drugs reedias stock by
the crisis stabilization unit.

2. A record shall be made documenting administnatio other
authorized disposition of stocked drugs that inekithe following:
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a. Name of patient;

b. Date and time of administration;

c. Drug name, strength, and quantity administered;
d. Name or initials of person administering; and

e. Prescriber name.

3. Records shall be maintained at the same lochsitad on the
controlled substances registration or, if maintdine an off-site
database, retrieved and made available for ingpeoti audit within
48 hours of a request by the board or an authorampgght. Any
computerized system used to maintain records stistl provide
retrieval via computer monitor display or printaftthe history for
drugs administered during the past two yearshatlsalso have the
capacity of producing a printout of any data whibb registrant ig
responsible for maintaining.

As with records of Schedule VI drugs maintainedter types of
facilities, regulations allow the unit to maintairrecords
electronically off-site provided they are retriev@atwithin 48 hours,
The database must have the capacity to printouistoty of drug
administration for review.

4. Manual records may be maintained as an electriomage
that provides an exact image of the document ankbisly legible.

Alternatives ‘

Please describe all viable alternatives to the proposed regulatory action that have been or will be
considered to meet the essential purpose of the action. Also describe the process by which the agency
has considered or will consider, other alternatives for achieving the need in the most cost-effective
manner.

A working committee of the Board of Pharmacy met on February 23, 2010 to doafatgnfor
emergency regulations pursuant to the passage of HB 150. Specifically ghegamddressed
authorization for a board-registered community service board or behavioral ghibrity
facility in the storing, retaining, and repackaging dispensed prescriptioroatercs for the
purpose of assisting clients with self-administration. The committeedrie emergency
regulations related to the training, packaging, labeling, and record keepswgforepackaging.
Additionally, the Committee drafted language for the emergency remdab allow a board-
registered crisis stabilization unit to stock Schedule VI controlled sulestaecessary for the
immediate treatment of patients admitted to the crisis stabilization Asstisting board
members and staff in drafting regulations were Mary Ann Bergeron, Exedditiector of
Virginia Association of Community Services Boards, Michael O’Connorcéixee Director of
Henrico County Community Service Board, Ken Pritchard, pharmacist with Tiee@aB, and
Susan Hoover and Beth Rafferty with Richmond Behavioral Health Authority. HBRI4&0
was approved by the Governor on March 4, 2010, and the Board adopted emergency regulations
at its meeting on March 9, 2010.

10
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Public participation ‘

Please indicate the agency is seeking comments on the intended regulatory action, to include ideas to
assist the agency in the development of the proposal and the costs and benefits of the alternatives stated
in this naotice or other alternatives. Also, indicate whether a public meeting is to be held to receive
comments on this notice.

The agency/board is seeking comments on the intended regulatory actionnognoluidinot

limited to 1) ideas to assist in the development of a proposal, 2) the costs and betiedits of
alternatives stated in this background document or other alternatives and 3ppobtgratcts of
the regulation. The agency/board is also seeking information on impacts dbssiresses as
defined in § 2.2-4007.1 of the Code of Virginia. Information may include 1) projected ngporti
recordkeeping and other administrative costs, 2) probable effect of theticegalaaffected

small businesses, and 3) description of less intrusive or costly alternath@dsief achieving

the purpose of the regulation.

Anyone wishing to submit written comments for the public comment file may do saiby m

email or fax to Elizabeth Scott Russell, Executive Director, Board of Phg@@60 Mayland

Drive, Suite 300, Richmond, VA 23233 ordmtti.russell@dhp.virginia.gov or to (804) 527-

4472. Written comments must include the name and address of the commenter. In order to be
considered comments must be received by the last day of the public comment péenid on t
Notice of Intended Regulatory Action.

After the publication of proposed regulations replacing emergency regulatipmsli@hearing
will be held. Both oral and written comments may be submitted at that time.

Family impact ‘

Assess the potential impact of the proposed regulatory action on the institution of the family and family
stability including to what extent the regulatory action will: 1) strengthen or erode the authority and rights
of parents in the education, nurturing, and supervision of their children; 2) encourage or discourage
economic self-sufficiency, self-pride, and the assumption of responsibility for oneself, one’s spouse, and
one’s children and/or elderly parents; 3) strengthen or erode the marital commitment; and 4) increase or
decrease disposable family income.

Failure to adopt and approve regulations to implement provisions of HB150 would have a
serious impact on the family and family stability as clients of CSB&SEBHA’s may not have
adequate access to medications necessary to keep them safe and stable imtimigy.om

11
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