NOTICE OF INTENT TUO AMEND RULE IN THE GEORGIA STATE BOARD OF
PHARMACY RULES,
RULE 480-11-02 COMPOUNDED DRUG PREPARATIONS,
AND NOTICE OF PUBLIC HEARING

TOALL INTHERESTED PERSUONS AND PARTIES:

Naotice is hereby given that pursuant to the authority set forth below, the Georgia State Board of
Pharmacy (hereinafter “*Doard™) proposes amendments 1o the Georgia Board of Pharmacy Eules,
Rule 480-11-.02 COMPOUNDED DRUG PREPARATIONS (hereinaficr “proposed amendments™).

This notice, together with an exact copy of the proposed amendments and a synopsis of ihe proposcd
amendments, is heing forwarded o all pearsons who have requested, 1n writing, that they be placed on
an inlerceled parties list. A copy of this notiec, an exact copy of the rule including the proposed
amendments, and a synopsis of the rule incluging the proposed amendments may be reviewed during
normal business hours of 8:00 a.n. to 5:00 p.m. Monday through Friday, except official State
holidays, at the Depariment of Community Health at 2 Peachiree Stroet, NW, Atlanta, Georgia.
30303, These documents will also be available for review on the Georgia State Board of Pharmacy's
web page at www.ghp georzia.ooy.

A public hearing is scheduled to bepin at | 1:00 AM on June |7, 2014 at the University of Georgia
College of Pharmacy. South Pharmacy Building, 250 W. Green Street. Athens, GA 30602 to provide
the public an opporunity to comment upoen and provide inpul into the proposed amendments. At the
public hearing, anyone may present data, make o statement, comment or offer a viewpuoint or
argument whether orally or in writing. Lengthy statements or statements of a considerable technical
Or 2conomic nature, a8 well as previously recorded messapes, most be submitted for the ofTicial
record. Oral statements should be concise and will be limited to 5 minutes per person. Additonal
cemments should be presented in writing. Written comments are welcome. To ensure their
consideration, written comments must be received prior to June 10, 2014, Written comments should
he addressed 1o the Executive Director ol the Georyia Stale Board of Pharmacy ac 2 Peachiree Street
NW, Atlanta, Georgia 30303 FAX: 678-7] 7-6694_ You may email your comments to
thattlei@dch. ga. goy.

The proposed amendments will be considered for adoption by the Georgia State Board of Pharmacy
ar its meeting scheduled 1o begin at 11:05 AM on June 17, 2014 at the University of Georgia College
of Pharmacy, South Pharmacy Building, 250 W. Green Street, Athens, GA 30602, According to the
Department of Law, State of Georgia, the Georgna State Board of Pharmacy has the authonty (o
adopt the proposed amendments pursuant 1o authorily contained in 0.C.GUA. §§ 26-4-4, 26-4-5, 26-
4.27, Z2h-4-28, 26-4-BO, and 26-4-R6,

At its meeting on March 19, 2014, the Board voted that the formutation and adoption of these riie
amendments do not impose excessive regulatory cosl on any Hoenses and any cost 10 comply with
the proposed amendments cannot be redoced by a less expensive alternative thar fully accomplishes
the objectives of O0.C.G.A §§ 26-4-27, 26-4-248, 16-15-22,

At its meeting on March 19, 2014, the Board also voted thai i is not legal or feasible to meat the
objecives o O.CGA §8 26-4-27, 28-4-28, 16-13-22 10 adopt or implement differing actions for
businesses as lsted at 0.C.G.AS 30-13-4a) 3 A), (B), (C) and {D). The formulation and adoplion of



these amendments will impact every licensee in the same manner, and each licensee is independently
licensed, owned and operated and dominant in the field of pharmacy.

For further imformation, contact the Board office at 404-6581-8000,

This notice s given in compliance with O.C.G.A. §30-13-4,

This 13th dav of May, 2014, ) 19 m
Tanja L. BEE_ ) i

Execiive Director
(ieorgia Board ol Pharmacy

Posred: May 13 2014



SYNOPSIS OF PROPOSED AMENDMENTS T THE
GEORGIA STATE BROARD OF FHARMACY RULE
480-11-02 COMPOUNDED DRUG PREPARATIONS

Purpose ol Rule: The purpose of this rule is to provide legal limitations on production and
distribution of compounded drugs.

Main Features: The main feature of this rule is to permit production and distribution of compounded
preparalions, subject to clear regtrictions.

DIFFERENCES OF THE PROPOSED AMENDMENTS TO THE
GEORGIA STATE BOARD OF FPHARMACY RULE
480-11-.02 COMPOUNDED DRUG FREFPARATIONS

NOTE: Struck through text is proposed 1o be deleted, Underlined lext is proposed to be added.
RULE 480-11-.12 COMPOUNDED DRUG PREPARATIONS

(1) Compounded drug preparations —Pharmacist/Patient/Prescriber Relationship.

{a) Based on (he exigtence ol'a pharmacisi/patient/preseriber relationship and the prescentation of
a valid preseription drug order or in anticipation of a prescriptiom dreg order based on routine,
regulardy observed preseribing pattems, pharmacists may compound, for an individual patient,
drug preparations that are net commercially available in the marketplace or_commercially
available in the place a3 outlmed by the restrictions under 12(b). Dispensing of pharmacewical
products shall be consistent with the provisions of O.C.GA T. 16, Ch, 13 and T, 26, Ch. 4
rclating to the issuance of prescriptions and the dispensing of drugs.

{b) Pharmacists shall receive, store, or use pharmaceulicals that have been made e FDA-
approved manufactured or repackaped ina FDA-registered facility. Pharmavists shall also
receive, store, or use pharmaceuticais in compounding presesiptions preparations that meet
official compendia reguirements. If neither of these requirements can be met, pharmuacisls shull
use their protessional judgment 1o procure allcmanves.

{c) Phatrnactsls may compound pharmacenticals prior o recgiving a valid prescription drg order
based on a hislory of receiving valid prescription drug orders within an established
pharmacist/patient/prescriber relationship, and provided that they maintain the prescriptions on
filc for all such preparations compounded at the pharmacy. Phasmaceatioals Preparations
compounded in anticipation of a valid prescription dryg order shall be properly labeled 1o include
the name ol the compounded pharmaceutical, date of compounding, and beyond-use date. The
distribution of campounded preduets preparations, for office use by a practilioner, shall not
exceed 3% of production of compounded predwet preparation in a calendar year by that
pharmacy. Amounls produced greater than 5% shall be considered manufacturing and wifl
roquire scparate licensure as a manufacmrer. Pharmacists must maintain a scparatc com pounding
log for each preduet compounded preparation that includes the quantity and smount of each
produet pharmaccutical that is compounded. Pharmacists shall labgl all compounded
ﬁh&me;au&e&l—predﬁew preparations that are dispensed pursuant ¢ & prescription in accordance
with the provisions of O.C.G A T. 16, Ch. 13 and O.C.G.A. T. 26, Chs. 3 and 4, and Board rules
and regulations, and shal) include on the labeling an appropriate beyond-use date as determined
by the phannacist in compliance with TTSP-NF standards for pharmacy compounding,




(e} All pherrraeentical produsts compounded preparations labeled in accordance with Board
rules and repulations regarding pharmaccutical compounding shall be decmed 10 meet the
labeling requirements ot OLC.G.A, T. 16, Ch. 13, and T, 26, Chs. 3 and 4.

{2} Compounded drug preparalions — Pharmacist for Distribution to Praciiioner

{a) Only a pharmacy licensed or registered by the Board may disoribule compounded preducsts
preparations to practitioners licensed in this state for administration to their patients in the cowrsc
of their professional practice, either personally or by an autherized person under thelr direct and
immediate supervision.

(b1 A practltmner shall make a request to the pharmacy for a compovnded phurnuaceunsal
preparation in the same manner as ordering pharmaeeuticals_products (rom a wholesale
pharmaceutical distributor or manulfaciurer and not by using 2 prescription drug order.

(c} A pharmacy receiving an order from a practitioner for a compounded pharmaeeatient
preparation shall maintain such order with ils compounding sdes records as requited m Rule
480-11-.08 and other rulcs and rcgulations of the Board.

(d} Pharmacists shall labgl all compounded pharmaeeutieal produets preparations distributed to
practitioncrs for administration (o their palients with the following:

1. “By purchase order, Wot by preseription”,

2. “For Qffice Use Administration Only - Nol tor resale”™,

3. The name of the active ingredients and strengths contained in the compounded pharmaceutical
prcparation,

4. The lot number or identification of the compounded-pharmaceutieat preparation,

5. The pharmacy’s name, address and 1clephone number,

6. The initials of the pharmacist verilving the finished-prediet compounded preparation and the
date verified,

7. The quantily, amount, size, of weight of the compoundcd pharmaesetical proparation in the
container,

8. An appropriate beyond-use (expiration) daie of the compounded phasmraeeutieal preparalion as
determined by the pharmacist in compliance with Board rule and USP-NI' standards for
pharmacy compounding, and

9. Appropriate ancillary instructions such as storage instructions or cantionary statements, and
where appropriate, hazardous drug waming labels,

{c) Pharmacists shall cotcr into a writtcn agrecment with a practitioner for the practitioner’s usc
of the compounded-pharmaeeviieat preparation before providing any compounded
pharmacentiesl preparation to the practifioner, The written sgreement shall provide the tollowing
inlormation:

1. The name and address of the practitioner, license number and contact information.

2. An agreement by the practitioner that the compounded phurmsesentiead preparation may only
be adminislered to the patient and may not be dispensed to the patient ot seld to any other person
or chtily.

3. An agreement by the practitioner to in¢lude on the patient’s chart, or medication
administration record the lot number and beyvond-usc date of the compounded pharmacedtical
preparation administercd to the paticnt.

4, The procedures for a patient to report an adverse reaclion or o submil a complaint abowt a
compounded phesmeeettesl preparation.

5. The procedure to be used when the pharmacy has to recall a batch of compounded
phanmaceuticals preparation,




{f) When pharmacists are compounding stertle phasmmucoutienls preparations to be provided to
practitioners for use in patient care ot when pharmacists are alteriny or repackaging such
pharrracentieals producis for practilioners to use in patient care in the practitioner’s office, the
sterile compounding shall be conducted as allowed by applicable federal law and Board rules and
shall be in comphance wilth USP-NF giandards for sterile compounding.

{g) Sterile cornpounded phasmacewseals preparations may be dispcnsed ta practitioncrs in
quimiities no more than 100 individual dosage containers and must have a beyond-use datc no
T more than one week

{h) Pharmacist may not compound Schedule I, 111 IV or ¥V controlled substances, a5 defined in
Article 2 of Chapler 13 of Title 16 withoul a patient speeific prescription drug order.

{1] Prior to any pharmacy engaging in the practice of compounding phasmaceuticals preparations
for usc in the practitioner’s office, the pharmacy must notify the Georgia Drugs and Narcotic
Apency (“GDNA™) of its practice, and must maintain on file the written acknowledgement of
receipe of the notice rom GDNA |

{i) Nothing in this paragraph shall be construed to apply to pharmacies owned or operated by
instilutions or to pharmacists or praclitioners emploved by an institution or its alMlhated entities;
provided, however, planmacics owned or operated by institutions and pharmacists and
practitioncrs within or emploved by mstitutions or affiliated entitics shall remain subject to the
other rules and regulations of the Board governing the compounding of pharmaceuticals.

(3} Pharmacists must mamtan documcntation of prood that the beyomd-use datc on commpounded
pharmaceuticals is valid.

{4) Pharmacists shall personally perlorm or personally supervise the compeounding process,
which shall include a final verification check for accuracy and conformity to the formula of the
product being prepared, correct ingredients and caleniations, aceurate and procise measurements,
appropriate conditions and procedures, und appearance of the {inal product.

{3} Pharmacists shall ensure compliance with USP-NIF standards for both sterile and non-sterile
compoundimg.

(6) Pharmacisls may use prescription bulk substances in compounding when such bulk
substances:

(a) Comply with the standards of an applicabla UE-.P-NF rm:-m:-graph, if' such monc-g:aph cxms
imcluding the testing requirements—grd : ST b coouptab =
of 1904 (Pgb- - Ne—04-91 and the Bﬂurd rules om pharm a.ceutlcal cnmpnundmg, or are
substances that are components of pharmaccuticals approved by the 'DA for use in the United
States; or otherwise approved by the FDA,

b} Arc manulacturcd by an cstablishment that 1s registered by the FDA; and

fc) Are distributed by a wholesgle distributor licensed by the Board and are-distriboted-by—a
supplier apprewed rcgistered by the FDA 1o distribute bulk substances if the pharmacist can
establish purity and safety-by reasonable means, such as lot analysis, manufacturer reputation, or
reliability of the source.

{7} Pharmacists shall maintain records of all compounded pharmaceutical products. Pharmacist
shall mainlain a complete compounding formula Listing all procedures, necessary equipiment,
necessary environmental considerations, and other factors in detail when such instructions are
neecssary to replicaie a compounded product o1 where the compounding is difficult or complax
and must be done by 4 certain process in order to ensure the integrity of the fnished product.

(&) Phd:rma,ub-ts n:nga;,,ﬁd in Lhe cnmpoundmg uf pha:maceuticals shall operatﬂ in conformance
with 15 ShaEs = L H o o




they-must-be-int aeearéaaee—wﬁﬂa—l:l—&? Gieorpiz [aws and regulations. Nﬁ-stcrile
compounded preparations shall be subject to LSP 795, All sterile compounded preparations shall

be subject to USP 797.

{9-Kadiopharmacauticals. {f radiopharmaceuticals are being compounded, condifions set forth in

the Board’s rules for nuclear pharmacists and pharracies must be followed.

(10} Special precaution preparations. If drug preparations with special precautions for

contamination arc involved in a compounding operation, appropriate measures, including eithor

the dedication of equipment for such operations ot the meticulous cleanmg of contaminated

gruipment prior to 18 returmn to inventery, must be utilized in order to prevent cross-

conlamination.

{11 HCytoloxic drugs. In addition 10 the mimimum requirements for a pharmacy established by

rules of the Board, the following requirements are necessary for those pharmiacies thal prepare

evtotoxic drugs 1o insure the proteciion of the personnel involved.

(&) All cytotoxic drugs should be compounded i a vertical flow., Class I1, biological salety

cabingt or an appropriate barrier isolator, Other preparations should not be compounded in this

cabined.

(b} Personnel compounding cyvtotoxic drugs shall wear protective apparel as outlined in the

National Tnstitute of Occupalion Haxards (NTOSH.} in addition to appropriate compounding

attirc as described in USP 797,

{c} Appropriate safety and containment technigues for compounding cytoloxic drugs shall be

used in cotnjunction with the aseptic technigques required for preparing stetile prepatations.

{d) Disposal of cytotoxic waste shall comply with all applicable local, state, and federal

requirements.

(e} Wrillen procedures for handling both major and minor spills of cylotoxic agenrs must be

developed and must be included in the policy and procedure manual.

{f) Prepared doscs of cyviooxic drugs must be dispensed, labeled with proper precautions inside

and owside, and delivered in a manner to minimize the risk ol accidental rupture of the primary

container.

{z) Disposal of oytotoxic and/or hazardous wastes, The pharmacsi-in-charges 15 responsible tor

assuring thal there is a system for the disposal of cytoloxic andfor infectious wasle in 4 manner

s0 as mot to endanger the public health.

{12) Pharmacizts shall not engage in the following:

{a) The compoeunding for human use ol a pharmaceutica] product that has been wilhdmawn or

removed from the market by the FDA becausc such drug product or 2 component of such drug

product has been found to be unsafe.

{b)y The compounding of any pharmaceutical products that are essentially copies of commercially

available pharmaceulical products, However, this prohibition shall not inclnde:

1. The compounding of any commercially available product whea there is a change in the

product ordered by the presctiber for an individual parient,

2. 'I'he compounding of a commercially availahle manufacturad pharmaceutical during times

when the product 15 not available from the manulaeturcr ot wholesale disiributor,

3. The compw undm;, Df a commermal]:-,r mauufm.,tumd pharmau: ut:Lal whﬂ{-e—t&aﬁuﬁetufﬂ—hdh
dr ertage thit

apprears an the dru;-_r shurlages lﬁ-.l ult




#4. The mixing of two or more commercially available products of which the end product is a
commercially available product.

{13) Practiioners who may iawfully compound pharmaccuticals for admimstering or dispensing
to their own patients pursuani Lo O.C.GUA, Seclion 26-4-130 shall comply with all the provisions
of this rule and other applicable Roard laws, mles and regulations.

Authority: 0.C.G.A §§ 20-4-4, 26-4-5, 264-27, 26-4-28, 26-4-80), and 26-4-86



