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information and other materials required to be submitted in the final regulatory action package.

Please provide a brief summary of the new regulation, amendments to an existing regulation, or the
regulation being repealed. There is no need to state each provision or amendment; instead give a
summary of the regulatory action. If applicable, generally describe the existing regulation. Do not restate
the regulation or the purpose and intent of the regulation in the summary. Rather, alert the reader to all
substantive matters or changes contained in the proposed new regulation, amendments to an existing
regulation, or the regulation being repealed. Please briefly and generally summarize any substantive
changes made since the proposed action was published.

Amendments to regulations are proposed pursuant to areview of the regulations governing
physicians sdling who sl prescription drugsin their practice. The regulations are amended to
provide congstency with current practices in pharmacy and with the Board's regulations for licensed
pharmacies. Requirements for ingpections, storage of drugs, access to selling aress, disposal of
unwanted drugs, and el ectronic maintenance of records have been modified to conform them to
pharmacy regulations and reduce the regulatory burden. Other requirements, such as those for
labeling and specia packaging have been amended for congstency with current law. The rules are
intended to ensure the hedlth, safety and welfare of the consumer who purchases prescriptions from
aphyscian and for the security and integrity of prescription drugs consistent with the Board's
statutory mandate in Chapters 33 and 34 of Title 54.1 of the Code of Virginia.



Town Hall Agency Background Document Form: TH- 03

Changes Made Since the Proposed Stage

Please detail any changes, other than strictly editorial changes, made to the text of the proposed
regulation since its publication. Please provide citations of the sections of the proposed regulation that
have been altered since the proposed stage and a statement of the purpose of each change.

No changes to proposed regulations have been made in the adoption of find amendments.

Statement of Final Agency Action

Please provide a statement of the final action taken by the agency: including the date the action was
taken, the name of the agency taking the action, and the title of the regulation.

On November 27, 2000, the Board of Pharmacy adopted fina amendmentsto 18 VAC 110-30-
10 et seg., Regulations for Practitioners of the Hedling Artsto Sdll Controlled Substances, in
order to implement changes recommended by a periodic review of regulations.

Basis

Please identify the state and/or federal source of legal authority to promulgate the regulation. The
discussion of this statutory authority should: 1) describe its scope and the extent to which it is mandatory
or discretionary; and 2) include a brief statement relating the content of the statutory authority to the
specific regulation. In addition, where applicable, please describe the extent to which proposed changes
exceed federal minimum requirements. Full citations of legal authority and, if available, web site
addresses for locating the text of the cited authority, shall be provided. If the final text differs from that of
the proposed, please state that the Office of the Attorney General has certified that the agency has the
statutory authority to promulgate the final regulation and that it comports with applicable state and/or
federal law

Chapter 24 edablishes the generd powers and duties of hedth regulatory boards including the
respongbility to promulgate regulations, levy fees, adminiger a licensure and renewd program, and
discipline regulated professionds.

§54.1-2400. General powersand duties of health regulatory boards.--The general powersand
duties of health regulatory boards shall be:

1. Toesablishthequalificationsfor registration, certification or licensurein accordancewith the
applicable law which are necessary to ensure competence and integrity to engage in the
regulated professions.

2. Toexamineor causeto be examined applicantsfor certificationor licensure. Unlessotherwise
required by law, examinations shall be administered inwriting or shall be a demonstration of
manual skills.
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3.

10.

11.

Toregister, certify or license qualified applicants as practitioners of the particular profession
or professions regulated by such board.

To establish schedules for renewals of registration, certification and licensure.

Tolevy and collect feesfor application processing, examination, registration, certification or
licensure and renewal that are sufficient to cover all expenses for the administration and
operation of the Department of Health Professions, the Board of Health Professionsand the
health regulatory boards.

To promulgate regulationsin accordance with the Administrative Process Act (8 9-6.14: 1 et
seg.) which arereasonable and necessary to administer effectively theregulatory system. Such
regulations shall not conflict with the pur posesand intent of thischapter or of Chapter 1 and
Chapter 25 of thistitle.

Torevoke, suspend, restrict, or refusetoissue or renew aregistration, certificate or license
which such board has authority to issue for causes enumerated in applicable law and
regulations.

To appoint designees from their membership or immediate staff to coordinate with the
Intervention Program Committee and to implement, as is necessary, the provisions of
Chapter 25.1 (8 54.1-2515 et seq.) of thistitle. Each health regulatory board shall appoint
one such designee.

To take appropriate disciplinary action for violations of applicable law and
regulations.

To appoint a special conference committee, composed of not less than two members of a
health regulatory board, to act in accordance with § 9-6.14:11 upon recei pt of information
that a practitioner of the appropriate board may be subject to disciplinary action. The special
conference committee may (i) exonerate the practitioner; (ii) reinstate the practitioner; (iii)
place the practitioner on probation with such terms as it may deem appropriate; (iv)
reprimand the practitioner; (v) modify a previous order; and (vi) impose a monetary penalty
pursuant to 8 54.1-2401. The order of the special conference committee shall becomefinal
thirty days after service of the order unless a written request to the board for a hearing is
received within such time. If service of the decision to a party is accomplished by mail, three
days shall be added to the thirty-day period. Upon receiving a timely written request for a
hearing, the board or a panel of the board shall then proceed with a hearingasprovidedin §
9-6.14:12, and the action of the committee shall be vacated. This subdivision shall not be
construed to affect the authority or procedures of the Boards of Medicine and Nursing
pursuant to 88 54.1-2919 and 54.1-3010.

To convene, at their discretion, a panel consisting of at least five board membersor, if a
guorum of the board is less than five members, consisting of a quorum of the membersto
conduct formal proceedings pursuant to 8 9-6.14:12, decide the case, and issue a final
agency case decision. Any decision rendered by majority vote of such panel shall havethe
same effect asif made by the full board and shall be subject to court review in accordance
with the Administrative Process Act. No member who participatesin an informal proceeding
conducted in accordance with 8 9-6.14:11 shall serve on a panel conducting formal
proceedings pursuant to § 9-6.14:12 to consider the same matter.
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12. Toissueinactivelicensesand certificatesand promulgate regulationsto carry out such purpose.
Such regulations shall include, but not be limited to, the qualifications, renewal fees, and
conditions for reactivation of such licenses or certificates.

The authority for the Board to issue licenses to physicians to digpense drugsis found in
§ 54.1-3304:

§ 54.1-3304. Licensing of physicians to dispense drugs; renewals.

For good cause shown, the Board may grant a license to any physician licensed under the laws of
Virginia authorizing such physician to dispense drugsto per sonsto whom a pharmaceutical serviceisnot
reasonably available. Thislicense may be renewed annually. Any physician or osteopath so licensed shall
be governed by the regulations of the Board of Pharmacy when applicable.

The Assgtant Attorney Generd who provides counsdl to the Board has certified that the Board
has the authority to promulgate the amended regulations and that they do not conflict with
existing sate or federd law.

Please provide a statement explaining the need for the new or amended regulation. This statement must
include the rationale or justification of the final regulatory action and detail the specific reasons it is
essential to protect the health, safety or welfare of citizens. A statement of a general nature is not
acceptable, particular rationales must be explicitly discussed. Please include a discussion of the goals of
the proposal and the problems the proposal is intended to solve.

The rules are intended to ensure the hedlth, safety and welfare of the consumer who purchases
prescriptions from a physician and for the security and integrity of prescription drugs consstent

with the Board' s statutory mandate in Chapters 33 and 34 of Title 54.1 of the Code of Virginia

The amended regulations promulgated by the Board are essentid to protect patients in the
Commonwedth whose hedth is dependent on the accuracy and avalability of prescription drugs.
The regulaions for physicians sdling drugs out of their practice are intended to provide the same
public protection and assurance of drug safety and efficacy as do the regulations for pharmacists
sling drugs out of the phamacy. Rules for record-keeping, inventories labding, packaging,
disposal, etc. were intended to be consstent for both types of practitioners, snce the physician who
is filling and digpenang prescriptions from his praectice is engaged in the practice of pharmacy.
Over the years, there have been numerous changes in the law and in regulations for the practice of
pharmacy which have not been correspondingly made in 18 VAC 110-30-10 et seq.

Some amendments to regulaions for physicians sdling drugs are necessary for greater clarity and
congstency, and others are intended to ensure that requirements are reflective of the current practice
of pharmacy and are sufficient to provide the patient with safe, efficient service while protecting as
much as possible againgt drug diversion.
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Please identify and explain the new substantive provisions, the substantive changes to existing sections,
or both where appropriate. Please note that a more detailed discussion is required under the statement
of the regulatory action’s detail.

The Board has adopted amendments pursuant to a review of the regulations governing physicians
sling who sdl prescription drugs in their practice. The regulations are amended to provide
consstency with current practices in pharmacy and with the Board's regulations for licensed
pharmacies. Requirements for inspections, storage of drugs, access to sdling areas, disposal of
unwanted drugs, and dectronic maintenance of records have been modified to conform them to
pharmacy regulations and reduce the regulatory burden. Other requrements, such as those for
labeling and specid packaging have been amended for consistency with current law.

Issues

Please provide a statement identifying the issues associated with the final regulatory action. The term
“issues” means: 1) the advantages and disadvantages to the public of implementing the new provisions;
2) the advantages and disadvantages to the agency or the Commonwealth; and 3) other pertinent matters
of interest to the regulated community, government officials, and the public. If there are no disadvantages
to the public or the Commonwealth, please include a sentence to that effect.

ISSUE 1. Need to update regulations for greater consistency with laws and regulations
governing the practice of pharmacy.

18 VAC 110-30-10 et seg. has not been amended since November 3, 1993. When the Board
conducted its last regulatory review pursuant to Executive Order 15 (94), there were severd
"housekeeping” amendments recommended, but regulatory action was not initiated. Since that

time, the genera regulations for the practice of pharmacy have been amended a number of timesto
conform requirements in current practice and procedures that have changed with the advent of
newer technology. For example, the rules for Physician Selling Drugs do not provide for the
maintenance of records in adata system with the ability to produce a hard copy of the record.
Likewisg, rules of the DEA on the return and disposa of unwanted drugs have changed and need to
be amended in these regulations accordingly.

The amended rules dso dlow for more flexibility in the utilization of gpace within the doctor's

office and in the storage of controlled substances maintained for other purposes, such as
adminigration and sample-digtribution. Amendments would aso remove unnecessary requirements
such as maintaining a copy of the USPDI reference book and dlow the use of an dectronic scae
rather than prescription balances and weights. The specific grounds for disciplinary action listed in
section 270 are unnecessary because they are dready provided in 8 54.1- 3316 of the Code of
Virginia, which has now been cited in regulation.

During its current review of regulations, the Board determined that it was necessary to address the
issue of providing greater utilization of technology. The Board considered and recommended
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severd revisons in the manner of maintaining records, in the provisons for digposa of Schedule 11
through V controlled substances and in other areas where physicians may employ better technology
while continuing to protect the public and the safety of the drug supply.

In addition, regulations for physcians sdling drugs are not condstent with the law and rules for
pharmacigts in such aress as the labeling of prescriptions and the requirements for counsding of
patients prior to digpensing and delivering a prescription to a patient. In addressing the issue of
inconsgtency with the law and regulations for the practice of pharmecy, the Board consdered
revisons that are necessary to protect the public. For example, the current rule for making an
exception to providing child-proof packaging is for the pharmacist to have a sgned release by the
patient. That protection for both the consumer and the person filling the prescription has been more
clearly spdled out in this regulation. The Satutory requirements for information thet is to be
included on a prescription labd have changed and need to be reflected in amendments to this
regulation. The Statute requires that any entity that engages in the wholesde digtribution of drugs in
the Commonwedth be licensed as a wholesdle didtributor. Regulations for pharmacies require that
they purchase only from a licensed didributor; regulaions for physicians who sdl drugs need to be
consstent.

Effective in 2000, physcians may eect to teke an inactive datus a the time of ther biennid
renewa. Therefore, the Board of Pharmacy had to consder an amendment to specify that a license
to sdl and dispense prescription drugs could only be issued to a physician who holds an active
license. It was ds0 necessary to clarify that any disciplinary action taken by the Board of Medicine
or any other medica board could condtitute grounds for denid or redtrictions on the license to sdll.

Advantages and disadvantages

There are no disadvantages of amended regulations to the public or the regulated entities. Petients
are better served and protected by condstency with law and regulation governing the practice of
pharmecy. Grester utilization of technology and moreflexibility in the selling areaand storage of
prescription drugs may enhance the ability of practitioners to serve their patients. Amended
regulations should provide more darity which is beneficid to practitioners seeking to comply with
rules of the Board.

Likewise, there are no disadvantages to the agency. Amendments to regulations will make the rules
governing physcians salling drugs more clear and in conformity with current law and therefore
more enforceable.

Public Comment

Please summarize all public comment received during the public comment period and provide the agency
response. If no public comment was received, please include a statement indicating that fact.

A public hearing was held before the Board of Pharmacy at the Department of Hedth
Professionsin Richmond on October 10, 2000. No comment was presented at that time nor was
any written or dectronicaly submitted comment received.



Town Hall Agency Background Document Form: TH- 03

Detail of Changes

Please detail any changes, other than strictly editorial changes, that are being proposed. Please detail
new substantive provisions, all substantive changes to existing sections, or both where appropriate. This
statement should provide a section-by-section description - or crosswalk - of changes implemented by the
proposed regulatory action. Include citations to the specific sections of an existing regulation being
amended and explain the consequences of the changes.

18 VAC 110-30-10. Definitions.

The proposed amendments define the terms "board”, "controlled substance” and "sd€' in order
to provide claity in the interpretation and enforcement of the regulations. The definition of
"practitioner” is modified because the Board of Medicine now issues an inactive license, the
holder of which would not be qualified to sell prescription drugs.

18 VAC 110-30-15. Fees.
The Board has proposed a new section to consolidate al fee requirements which are currently
liged in sections 20 and 30. The $300 fee for reingtatement of a license that has been revoked
or suspended indefinitdy is congstent with asimilar fee for pharmacists

18 VAC 110-30-20. Application for licensure.

Amendments are added to clarify the digibility of alicensed practitioner to apply for
licensureto sdll drugs. Since the Board of Medicine is now authorized to issue inactive
licenses, it is necessary to specify that an gpplicant must hold a current, active license to
practice and that any disciplinary action taken by the Board of Medicine will condtitute
grounds for denid, restriction or other disciplinary action by the Board of Pharmacy.

18 VAC 110-30-30. Renewal of license.

Changes are proposed for editing and remova of references to specific fees now included in
section 15.

18 VAC 110-30-31. Inactive status.

Amendments (previoudy in section 60) set forth the conditions for eection of an inactive
license and the requirements by which it may be reactivated.

18 VAC 110-30-50. Licensees ceasingto sall controlled substances; inventory required
prior to disposal.

An amendment alows the licensee who no longer desires to sdll controlled substancesto take
an inactive status or surrender hislicense. Also, an amendment is added to clarify thet the
term "practitioner” means, in this case, a person "authorized by law to possess such drugs.”
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18 VAC 110-30-60. Inactive status.

The section is repealed and requirements now set forth in section 31.

18 VAC 110-30-70. Maintenance of a common stock of controlled substances.

An amendment is proposed to specify that an ingpection is only required prior to issuance of

thefirgt license to any one location. Subsequent licenses may be issued without an

ingpection &t the discretion of the Board.
18 VAC 110-30-90. Physical standards.

An amendment to this section is proposed to conform these regulations to the physica
standards established by regulation for a pharmacy. For example, drugs maintained for
adminigtration or samples (not for sale) may be stored in the pharmacy provided they are clearly
separate from the rest of the stock.

18 VAC 110-30-100. Accessto sdlling area.

The amended |anguage addresses a question which often arises about whether the selling and

storage area could be within a physician's office; it would be alowed provided certain criteria

st forth in the regulation are met.
18 VAC 110-30-110. Minimum equipment.

The amendments are cong stlent with amendments to pharmacy regulations and eiminate or
modify requirements according to more current standards.

18 VAC 110-30-160. Disposal of Schedulell through VI controlled substances.

Amendments are proposed to make regulations consistent with current DEA requirements
and with those currently in effect for licensed pharmecies.

18 VAC 110-30-170. Sign and written prescription requirements.
An amendment modifying the disclosure Sign is proposed to make the requirement clearer.

18 VAC 110-30-190. Manner of maintaining recordsfor Schedulell through VI controlled
substances sold.

An amendment is proposed to alow the maintenance of records in an automated data
processing system; it is consstent with such requirements for alicensed pharmecy.

18 VAC 110-30-200. Automated data processing records of sale.
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An amendment clarifies that the signature of alicensee on the printout or logbook only
verifies the accuracy of data entered under hisinitials. If there are multiple licensees cregting
dispensing records in the database, each must Sign dally.

18 VAC 110-30-210. Repackaging of controlled substances; recordsrequired; labeling
requirements.

An editorid amendment in thetitle of the section has been proposed.
18 VAC 110-30-220. Labeling of prescription asto content and quantity.

Amendments to this section conform the labding requirements to those specified in the
generd pharmacy regulations and currently required by state and federd law.

18 VAC 110-30-240. Special packaging.

Amendments to this section conform the specia packaging requirements to those specified in
the generd pharmacy regulations and currently required by state and federd law.

18 VAC 110-30-255. Purchase of drugs.

An amendment is proposed to specify that alicensee may only purchase drugsfrom a
wholesde digtributor licensed or registered by the board. An identical provision was recently
added to regulations for pharmacies.

18 VAC 110-30-260. Returning of controlled substances.

An amendment clarifies that any return of controlled substances must be consistent with
federd law and regulations.

18 VAC 110-30-270. Groundsfor disciplinary action.

Grounds for disciplinary action currently set forth in section 270 are dso found in

§ 54.1-3316 of the Code of Virginiaand are therefore unnecessary in regulation. An
amendment specifies that a licensee who has had disciplinary action by aboard of medicine
or who no longer holds an active, current license may have an application for renewa or
initid issuance denied.

Family Impact Statement

Please provide an analysis of the regulatory action that assesses the impact on the institution of the
family and family stability including the extent to which 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.
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The Board has reviewed the adopted regulations and concluded that the amendments have no

effect on srengthening the authority and rights of parents, on economic sdf-sufficiency, on the
marital commitment or on digposable family income.
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