Pharmacy Board Report

2013

January-Sept 2013 Oct-13
Administrative Filings 23 6
Criminal Filing/Felony 3
Letter of Concern 42 4
PR/Outreach 2
Cases Received 576 79
Case Assigned 549 75
Closed Cases 592 55
Citations Issued 85 10
Pharmacy Inspections 174 13
Pharmacy Alerts 133 27
Dr. Shopper/Law Enforcement Letters 98 12
NOTES: Oct-13
Lynn Hooper

Investigator Lynn Hooper performed training at the South Town Mall
for the Utah Pharmacy Association. The training was on Self
Inspection Reports for the Pharmacies and assisted Marv Sims with
the Controlled Substance Database Training. Lynn received good
reviews from the participants, approximately 100 attendees. Lynn
was asked to also do this at the St George training in the Summer at
the St George Conference.
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PERSONNEL REQUIREMENTS
HAND WASHING PROCESSES

Personnel sholl then thoraughly wash hands and forearms to the elhow with saop
and after for ot least 30 seconds. An oir dryer or disposoble nonshedding towels are
used to dry hand and forearms after washin,

Persannel entering the buffer oreo sholl perform ontiseptic hond dleansing prior to
de sterile gloves using o waterless olcohal-based surgicol hand scrub with

persi ociivity
Compound {are iy skilled, ed d, instructed, ond trained fo
correctly perform antiseptic hond ch

Personnet hand hygiene and gorbing procedures ore oiso performed in the ante-
area

Personnel hand hygiene and garbing procedures are also performed in the ante-
area, which may contain a sink thot enables hands-free use with o closed system af §
song dispensing ta min the risk of inati

All cosmetics and other visible jewelry or piercings shoil be removed

*
*,

Nails should be kept neat and trimmed. Artificiel noils or extenders are prohibited
]

FEEREES

Personnel enguged in compounding maintain good hand hygiene

GARBING FROCESSES

Personnel entering the onte-area sholl don ottire o5 described in Personnel
Lleonsing and Gorbing and Personnel Training ond Competency Evoluotian of

Gorbing, Aseptic Work Practices and Cleoning/Disinfection Procedures
& ding personnel ore adeg ly skifled, e d, instructed, and trained to
correctly select and appropriotely don protective gark

Visual confirmotion that compounding personnel are properly denning & weuring
appropriate Items ond types of pratective gorments (including eye protection & foce
masks}

Order of PPE dressing:

1. Dedicated shoes/shoe covers

2. Heod/fotiol hoir covers

3. Face mask/eye shields

4. Hand washing

5. A nonshedding gown with sleeves thot it snugly eround the wrists and enclosed
ot the neck is danned

6. Inside the buffer oreo ond prior to donning sterife powder-free glaves, antiseptic
hond ¢k ing sholl be perft using o fess aicahal-based surgicol hond
scrub.

7. Hends ore allowed to dry thoroughly before donning sterile gloves

&. Sterile gloves sholl be the lost item donned before compounding beging

g

Fersonnel engoged in compoundiog weot clean dothing apprapriate ta the type of
compounding performed os needed for protection of personnet fram chemical

i s gnd for prevention of drug b

PERSONNEL ASPETIC TECHNIQUE PROCESSES

=
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personnel preporing to enter the buffer area shall remave ol personal outer
gorments, casmetics {because they shed flakes and particles), and all hand, wrist
and other visible jewelry or piercings that can interfere with the effectiveness of PP,

B Standard Operating Procedures shall be created and maintained in written format
addressing petsonnel deunsing and garbing
All CSPs are prepared in @ manner that maintains sterility and minimizes the

introduction of particulate matter

Compounding personnel are adequately skilled, educated, instructed, and troined t
correctly maintain/achieve sterility af CSPs in SO Class 5 PEC devices and protect
personnel and pounding envir Jromc

Compaunding persannel are adequately skilled, educated, instructed, and trained t:
correctly identify, weigh ond measure ingredjents

Campaunding personnel are adequately skilled, educated, instructed, and trained t.
correctly manipulate sterile products aseptically, label and quality inspect C5Ps

Personnel shall be th ghly camp and highly f d to perform flawless
aseptic manipulations with ingredients, devices, and components of C5Ps.

Individuals experiencing rashes, sunburn, weeping sores, conjunctivitis, octive
respiratory infectian ar wearing cosmetics shail be excluded from working in 150
Class 5 and 150 Class 7 ¢ ding areas until their conditions are r died.
Befare entering the buffer orea/segregated c di
personnel shall remove personal outer garments
Campounding persannel shall be trained ond evaluated in the avoidance of

—

areq, c

touching critical sites. i

When exiting the compounding area during a work shift, the exterior Lgawn may be
removed and retained in the compaunding orea if not visibly sailed. Shoe cavers,
hair & faciol covers, foce mosk and glaves shall be replaced with newlone before re
entering the compounding area and proper hand hygiene shall be per]ormed
TRAINING & COMPETENCY PROCESSES |

B Standard Operating Procedures sholl be creoted and maintained in written forma
addressing training of personnel involved in compounding
Personnel wha prepare CSP shall be troined canscientiously and skiilfully by expert
personnel and through audio-videa muitimedia instructionol saurces ond professio
publications in the theoretical principles ond proctical skills of asepric‘manipulation
ond in achieving ond maintaining 150 Class 5 envir | conditions before they
begin ta prepare C5Ps. ’

i
Compounding persannel shall perform didactic review and pass wn'tre‘n & media-fill

testing af aseptic monipulotive skifls initially and at least annuaily thereafter.
Compaunding persannel who foil written tests or whose medio-fill test vials results
in gross microbial col ion shall be i) diotely re-instructed & re-evaluated b

expert personnel ta ensure correction of olf aseptic practice deficiencies.

Persannel who prepare CSP shall be troined conscientiausly and skillfully by expert
personnel and through oudio-videa multimedia instructional saurces and professiol
publications in the thearetical principles and practical skills af garbing procedures,

aseptic work practices, achieving and maintaining 150 Class 5 envir

conditions, and cleaning and disinfection procedures.

This training shall be ¢ feted and dac befare any c ding
personnel shall be campl and daci d before any camp ding personnel

begin to prepare CSPs.
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Compounding personnel shali complete diductic training, pass written competence
ussessments, undergo skill assessment using observotional audit tools, and medio-
Sill testing.

In addition to didactic evaluation and eseptic media fill, compounding personnel
must demonstrote proficiency of proper hond hygiene, gerbing, and consistent
cleaning procedures,

After completion of troining, support persannel shall routinely underge
performance evaiuation of proper hond hygiene, gurbing, and oll opplicable
cleaning & disinfecting procedures conducted by o qualified oseptic compounding
expert,

[« ding [ shall be evaluoted Initiolly priot to beginning compoundis
£5Ps and whenever on aseplic medio fil is performed using o form such as Sample
Form for Assessing Hond Hygiene & Gorbing Reloted Proctices of Compounding

Personnel and the personnef glove fingertin somple procedures

Sampling of g p { glove fingertips shall be perfarmed. Glove
Singertip sa mplmg shall be used to evol the v v of pe in
performing hond hygiene & garbing procedures in nddition to educating personnel
on proper work practices.

Al ! sholl di ote P
procedures and in aseptic work practices

y in proper hond hygiene ond garbing

Sterile contoct ogor plates sholl be used to sample the gloved fingertips after
gorbing in order to ossess gorbing T cy and ofter pleting the medio-fill
preparation in arder 1o ossess the odequucy of oseptic wark practices prior to being
initially ullow to prepare CSPs.

Compounding personnel shali be visuoily observed during the process of performingg
hand hygiene ond gorbing procedures pad it sholl be documented and mointalned

;

to provide o p record and long-terrn oss of p P ¥

Alt ding p ! shail fully o on initio}

evaluation and gloved fingertip/thumb sompiing procedure na less than 3 times
before initiolly being aliowed to compound. Re-evoluation shail be performed ot
feost annually.

diotely ofter the comp ting employee completes the hand hygiene &
gorbing procedure, the evoluator will coﬂect o gloved fngertip ond thumb sample
from both honds of the employee onta oppropriote ogur piotes by lightly pressing
eoch fingertip inta the ogar. The piates will be incubuted ot 30 to 35" for 48 to 72
hours. Immediotely prior to sampling, gloves shell not be disinfected with sterile
70% IPA.

After leting the initiol g ing and gloving fuotion, re-
evoluatian af olf compaunding persannef for this competency shall occur at least
annually for personnel who compound low- and mediumn-risk level C5Ps using one o

more somple collections during ony media-fill test procedure before they are
aliowed ta continue compounding CSPs.

After successful tomp!etron of on initiol Hond Hygiene ond Gorbing

Lomp y afl ding personnel sholl hove their aseptic
technigue ond related proctice competency evoluated initiofly during the Media-Fil
Test Pracedure ond subsequent ennuol or semi-onnuel Media-Fill Test
Procedures. Records of these evoluations will be momtdmed’ 1o provide o

permenent record of ond long-term ofp

When gloved fingertip sompie resuits exceed aqction fevels after proper incubotion,
review of hond hygiene and garbing procedures 0s well as glove ond surface
disinfection procedures ond work practices shall be performed and documented.

ployee training muay be required to correct the source of the problem.
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individuals invalved in the use of oseptic techniques for the preporat
products shall be developed for each site

A written description af specific troining ond perfarmance evaluation pragram for §

ian of sterile

proctices prior to preparing CSPs

Each person assigned ta the aseptic area in preporation af sterile praducts shall
successfully complete specialized training in oseptic techniques and aseptic orea

and tasks addressed in the faregaing sectians an alf persannel ta wh
functions are tasks are assigned

Compaunding personnel shall design, implement and maintain a formal education,
training, and competency assessment progrom that encompasses oll the functions

om such

perforin their assigned duties. Training should be documented

Personnel are uppropriutely trained and are capable of performing and qualified t

cumpunnding personnel who prepare compounded sterile preparations shall
perform didacic review and pass a written and media-filled testing pf aseptic
manipudative skifl initiully, at least annually thereafter for low- and medium-risk
fevel compounding, und sesmannually for high-risk level compounding

Troining records and competence test scares far each emplayee fe.g.

technique observation, test scores, medial fills and fingertip media tests)

aseptic

The foliowing shauld be included in the a phormacy CSP quality assur
Persannel Records:

- orientation check list

~didactic training test resuits

-form for assessing hand hygiene ond grobbing reloted practices
-farm for assessing oseptic technique and related practices

-for for assessing cleaning and disinfecting pracedures

-media fill resuits

-fingertip media testing resuits

-hazardous drug handling training

rance program|g

MEDIA.

-FILL TEST PROCESSES

This test or an equivalent test is performed ot least

Process how low, medium and high risk testing will be cong

ducted

Media-Fill Chollenge Testing may be evaluated using TSB and is used
quality of the aseptic skill of compaunding persannel. Medial-filled
generally incubated at 20° - 25° OR at 30* - 35° far o minimum of 14
temperatures are used for incubatian, then test filled containers shol
incubated at each temperoture far at least 7 days. Failure is indicate
turbidity in the medium on or before 14 days.

to assess the
ials are
days. IF two
id be

d by visible

Media-fill testing of aseptic work skills sholl be perfarmed initially b

compounding.

to prepare CSPs and at least annually thereofter for law- and medium

sfore beginnin,
-risk level

A media-fill test that represents high-risk level compounding is perfo

d high-risk Ieve, CSPs

rmed

lly by each person authorized to

l
Compoundiag personnel who fail written tests ar abservatianal audit
medio-fill test viols have one or mare units showing visible micrabiol contamination(}

ts or whase

I to ensur

shall be re-instructed and r d by expert ¢ p

carrection af ail aseptic wark proctice deficiencies. Compounding pe;sonnel shall
[

pass all prior to r g of sterile

PRODUCT REQUIREMENTS
FORMULATION PROCESSES

Pracedures far measuring, mixing, dilution, purification, sterilization,
labeling canform ta the correct sequence and quality established for;
csP

packaging ang %8
the specified |3

¥
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Hauieaindile

bulk active ingredients must be procured from o facility registered with the federal
Food and Drug Administration eod must not be listed on the federal Foett and Drug
Administration list of drug products withdeown 0r removed from the market for
reasons of safety or effectiveness

A master worksheet shall be developed nad approved by the phurmacist for each
batch of sterite phormaceutivals to be prepored. Unce opproved, a duplicate of the
master warksheet shafl be used os the preparation warksheet from which each
butch is prepared and on which all do ian for that bateh arcurs

A moster worksheet must contain the folfowing.:
-formudgtion naime und strength
~compounding directions
-evolugtion ond testing requirements
specific equipment used duriag preporation (specific vompounding device)
- BUD informotion
-ingredients ond qirntities
o sample fobel
- sterilizotion methnds {if applicahie}
storage requirements

A preparntian worksheet for eoch hatch of sterlle pharmacegticals shoti document
the following:

identfy all solutions and ingredients

aif solution and ingredrents carresponding amounts, concentration, ar volunes
smanufocturer lot number for each component

-compnnent monufociurer af suitable identifying number

~contoiner specifications {syringe, pump)

-unmigise fot number ar cantrol number assigned to buatch

expiration dote of butch prepored products

-date of preparation

-name, initizls or electronic signoture of person{s} invalved in preporotion
name, imtials or electronic signoture of responsible pharmacist

-end product evaluotion and testing specifications (if applicobie)

comparison of actual yield to nnticipated yield, when appropricate

-dosage utits compounded

-presenplion numbers

The campounding records induding the mester worksheet, preparation worksheet
ond MSDS files shall be kept for n rinimum of § years

the facility does not prepare o prescription drug in o dosage farm which (s regulariy

and commanly avaitable form a manufocturer in guontities and strength prescribe
by a practitioner

Batch compounding recards

Master Worksheets

ASEPTIC

TECHNIQUE PROCESSES

Acress to buffer area is restricted to qualified personnei with specific responsibilitie,
or assigned tasks in the compounding areu

Al cartoned supplies are decontaminoted in the oreo by remaving them for
shipping cartons and wiping/sproying them with nonresidue-g ing

disinfecting agent while they ore be transferred to o clean ond praperly disinfected
cart

Supplies that are required frequently or otherwise needed close ot hond but not
necessarily needed for the scheduled operations af the shift are decontominated
ond stored an shelving in the onte-area
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prove comp

Corts used to bring supplies from the storoge room cannot be rolled beyond the
demarcotion line in the ante-urea. Carts used in the buffer orea connot be rofled
gutword beyand the demorcation line unless cleaned ong disinfected before
returning

Generolly, supplies required for the scheduled uperations of the shift are wiped
down with on oppropriate disinfecting ogent ond brought inta the buffer eres,
preferobly an one or more removobie corts. Supplies thot are required for bock-
up or generol support of operotions moy be staced on the designated sheving |
the buffer aren, but excessive omaunts of supplies are to be avoided.

Nonessentiol objects thot shed porticles shall not be brought into the buffer erea,
including pencils, cardboard cartons, paper towels and cotton items

Essentiol poper reloted praducts shall be wiped down with an oppropriote
disinfecting agent prior to being brought into the buffer area

Traffic flow in and out of buffer areo shaoil be minimized

Chewing gim, drinks, candy or food items sholf not ke brought into the buffer orea
ar ante-orea, Moteriols exposed in potient car and treatment oreas sholl never be
introduced inte orees where components ond ingredients for C5Ps ore present

At the beginning of eath compounding octivity session, and whenever liquid ore
spilied, the surfoces of the direct compounding environment ore first tleoned with
USP Purified Woter to remove woter-saluble residues. Immediotely thereafter, the R
some surfoces are disinfected with @ nonresidue-generating sgent using o
nonlinting wipe

Troffic in the area of the DCA {direct compounding area} is minirmized and contralfe

Supplies used in the DCA for the plonned procedures ore accumulated and then
dec i d by wiping or spraying the auter surface with stetife 0% 1PA or
remuoving the auter wrap ot the edge of the DCA os the jtem is introduced into the
oseptic work area

All supply items ore arronged in the DCA 50 as to reduce clutter and provide
muoximum efficiency and order for the flow of work

After proper introductian inta the DCA of supply items required for and limited ta
the ossigned operations, they are 5o arronged that o clear, un&ntwtubled path of
HEPA-fitlered air will bothe off criticaf sites ot off times during the plonned
procedures. That is, no objects may be placed between the first oir from HEPA
fiiters ond on expased critical site i

All procedures ore performed in o monner designed to minimize the tisk of touth
contominotion. Gloves ore disinfected with vdequate frequency with an opproved
disinfectant such os sterile 70% IPA

Afl rubber stoppers of viois ond botile ond neck of ampules ore disinfected by
wiping with sterite 70% IPA ond weiting for ot lenst 10 secands hefore they ore used
to prepore CSPs i

After the preporation of every CSP, the cantents of the container are tharcughly
mixed aod then inspected for the presence of portizulate matter, evidente of
i ihility, or other defects

After procedures are completed, used syringes, bottles, viols, and ather supplies o
removed, but with o minimum of exit ond re-entry inte the DCA so as to mistimize

the risk of introducing ¢ inatian into the rseptic workspoce
Standar i Dperatng Provedures sholl be created ond mointaed m written format
6 addressinyg proper eanig and maintenance af sterile compounding area ond

ejuiprnent
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Pack d ding supplies ond such as needles and syringes
should be uncortaned and wiped dawn with a disinfectant that daes not leave o
residue when possible in an ante-area of iSO Class 8 air quality, before being
passed into the buffer areas

There sholl be @ dernarcation designotian that separates the ante-area from the
buffer arec

USP <797> compounding of sterile preparations is followed

Only authorized personnel ore ollowed in the immediate vicinity of the drug
compounding operations

g
4
%)

assurance of sterility in a compounchng sterile preparation is mandatory

RECEIV!

ING PROCESSES

Physical inspection of o package of ingredients is necessory in order to detect breakly
in the cantainer, loaseness in the cap or closure, and deviation from the expected
appearance, aroma, ond texture of the contents.

The date af the receipt by the compaunding facility shall be clearly and indefibly
marked on each package of ingredient

After receipt by the compounding facility, packages af ingredients that fock an
expiratian dote cannot be used after 1 year unless appropriate inspection or testing
indicates that the ingredients has retained its purity and guality for use in C5Ps

Upan receipt af each Iat of the bulk drug substance or excipient used far CSPs, the
individuol compounding the preporation performs a visual inspection of the lot for
evidence af deterioration, other types of unacceptable quality, ond wrong

identification. Far bulk drug substances or excipients, visuol inspection is performed
on a rautine basis os described in the written protocol

PRODUCT VERIFICATION PROCESSES

B

Standard Operating Procedures shail be created and maimtained in written format ’
addressing evaluation and testing requirements

Ingredients have their correct identity, quality and purity

Before being dispensed or administered, the clarity af solutions are visually

canfirmed, the identity and amaunts af ingredients, pracedures to prepore and

sterilize and specific release criterio ore reviewed ta ensure their accuracy and
f

BUDs are assigned an the basis of direct testing or extropolation fram relioble
literature sources and other documentation.

Review of olf orders ond packages of ingredients ta ensure that the correct identity :
ond arnaunts of ingredients were ¢

ded

Visuol inspectian of CSPs to ensure the absence af particulate motter in salutions,
the absence af leakage from viols and bags, ond the accuracy and tharaughness of
labeling.

Packaged and labeled CSPs shall be visually inspected for physical integrity and
expected appeoronce, including finol fill amount. The accuracy of identities,
cancentrations, omaunts and purities of ingredients in CSPs shall be confirmed by
review lobels on packages, observing ond documenting correct meosurements with
appraved and correctly standordized devices and reviewing informotion in lobeling
and certificates of analysis provided by suppliers.

When carrect identity, purity, strength, and sterility of ingredients ond campanents
af C5Ps CANNOT be confirmed, such ingredients and camponents shall be discorded
immediately.

Althaugh not required, @ q itative stability indicating chemical assay is
r ded to ensure comp ding accuracy of CSPs, especiolly those that

contoin drug ingredients with a narrow therapeutic plasma concentrotion range
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Al C5Ps thot ore intended to be solutions shall be visually examined for the
presence of particuiote matter ond not administered or dispensed when such maotte]
is observed

diately ofter campounding, ond os o candition af release, eoch L3P unit shoul
be inspected ogainst lighted white or bluck buckground for evidence of visible
porticulotes or other foreign motter

C5Ps with observed defects should be immediotely discorded/marked/segregated i
a manner that prevents their administration

Compounding facilities sholl have at leost the following written procedures for
verifying the correct identity & quality af CSPs before they ure dispensed or

administered: That there ore correct i purities and of ingredients [
by comparing the original written order with the Written compounding record for
the C5P

Compounding focilities shall have ot least the following written procedures for
verifying the correct identity & quolity of CSPs before they are dispensed or
odministered: That correct fili volumes in CSPs and correct quantities of filled urits
af CSPs were abtained. When the strength of finished C5Ps cannot be confirmed 1o
be occurate, bosed on the obave three inspections, the LSPs sholl be ossayed by
methods that are specific for the ective ingredients

the compuiniteng procedures amd sterthration methods for compounded sterile
prepatutioms conespand to cosrectly designated and venfied written
documentation i the compaunding fality, Verification requires planned testing,
moaitonng, i documentation to demonstrate adherence to environmental
quality seauiremenis, pessennel prachves, und procedares critical to achieving ond
ma ey doedity uc sy and purity of fmished compounded stedile products
Process validutions Records {

|
The fottowing should be included in the o pharmacy CPS quality ossurance program
Product Verificotion:
-master formulo sheets ond botch recards
~C$P orders or prescriptions and correspanding releose checks {e.g. accuracy,
particulates, closures) and tests {e.g, stecility, nen-pyrogenicity}
PRODUCT RELEASING PROCESSES
obtain & evoluale results of testing for idenlity, strength, purity and sterility befure
o CSPis dispensed
Potentiof harm from odded substonces and differences in rate and extent of
bicavailability of octive ingredients ore carefully evaluoted before such 5CPs ore
dispense and administered
Pockaging selected for C5Ps is apprupriate to preserve the sterility axgd strength
until the BUD i
compounding manipulations & procedures ore seporated from post c;ompounding
quality inspection & review before (5Ps are dispensed.
Written procedures for double-checking accuroty shoil be fallowed for every CSP
during preparation ond immediately prior to release
Compounding persennel shall visuolly confirm thatingredients measured in
syringes muotch the written order being campounded, Preferably, a person other
than the compounder . U

ol

When practicol, the occurocy of measurements is confirmed by we:g?;éng o volume
of the measured fluid, then colculating thot volume by dividing the w'e:‘ght by the
atcurate value of density, or spevific gravity, of the measured fluid !

This column lists required practices)

This column lists bast
practices.

This colurmn includes areas
where documentation will bl
i
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Correct density or specific gravity volues programmed in ACDs, which measure by
weight using the quotient of the programmed volume divided by the density or
specific gravity, shall be confirmed to be occurate before ond after delivering

volumes of liquid assigned to each channel or port

Compounding personnel sholl ensure proper staroge and security of CSPs prepared
by or disp d fram the c ding facility until either their BUDs ore reoched o

they are ed to patients

The ding facility is responsible for the proper pockoging, handling,
transport, ond storoge of CSPs prepared by or dispensed from it, inciuding the
apprapriote educotion, troining, and supervision of campounding personnel

d to these functi

The compaunding facility should ossist in the education and training of

nonc ding personnel r ible for carrying out any aspect of these
functions

blishi g ond ring compliance with comprehensive written
policies and pracedures enc ing these r ibilities is a further

r ibility of the compounding facility

PRODUCT LABELING PROCESSES

Labels on CSPs list the names and amounts/concentrations of active ingredients

Compounding personnel ascertain thot ingredients for CSPs ore of the correct
identity ond appropriote quality using the following information: vendor labels,
labeling, certificates of analysis, direct chemical anolysis, and knowledge or

di

[: ing facility storage c

Compounding facilities sholl have ot leost the following written pracedures for
verifying the correct identity & quality of CSPs before they are dispensed or
administered: Labels of CSPs beor carrect nomes and omounts/concentrations of
ingredients, the total volume, the BUD, opprapriote route of odministration, the
storage and other information for safe use

B bulk component containers are labeled with apprapriate occupational safety and

heolth administration {OSHA) hazord communication labels, and material safety
data sheets are available tn compounding personne! for ull drugs and chemicals
used in compounding

B The sample labe! of vach batch prepared of sterile pharmaceuticals shall bear at a
minimum;

-unique lot number assigned to the batch

-ali solution and ingredient names, arnounts, strengths and cancentrations
quantity

-expirahan date und time

-appropriate ancillary instructions, such as storage instructions or cautionary
statements, including worning labels where appropriate

-device-specific instructions (if applicable)

"This 15 a Compounded Preparation” shoold be indicated

B | Anorescription tobets shati bear at @ mmimum the foliowing in addition to who s
required in UAC 58-17b-602

-unique lat number assigned to the batch

ull solution and ingredient names, amounts, strengths and concentrations
-quantity

-expiration dote and time

-appropriate oncillary instructions, such as storage instructions ar coutionary
stotements, including warning fobels where appropriote

-device-specific instructions {if opplicable}

-"This is a Compounded Preparation” should be indicated

f

A3 ".),
g
Lo oY



KEY:

Black Font = Stated in USP <797> Pharmaceutical Compounding — Sterile Preparations
Blue Font = Stated in the State of Utah Pharmacy Compounding Inspection Report
Purple Font = Recommendations found in Compounding Sterile Preparations (E. Clyde Buchanan)

This column includes information that
needs 10 be Incorporated info standard | This column fists required practicas]

palicies and procedures for lobeling should outhine the required information for:
prep q ded in botches in onticipation of routine orders, preparation.
disp d for administration within the institution, and patient-use preparati

f

50Ps should indicate where fobels are abtoined and stored in the pharmacy, They
should olso require sequestration of batch Jobels width their preparation batches

PACKAGING/TRANSPORT PROCESSES

Transport, hondling and placement into storoge may be fulfitied by
noancompounding personnel who are not under the direct administrative control of
the campuunding facility. Under these circumstonces, apprapriate SOPs shall be

blished by the compounding focility with the involvement of other deportment:
or services whose persannel ore responsibie for carrying out those CSP-related
Sunitions for which the ¢ ding Jacility has direct interest

The criticol requirements that ore unigue to CSPs ond that are necessary ta ensure
3P quality and packpging integrity shall be addressed in 50Ps

The compounding focility shol] have the safe guthority to determine when
unopened, returned CSPs may be redispensed. Returned (5Ps may be redispensed
only when persannel ible fore sterile ¢ ding con ensure thot such
C5Ps ore sterite, pure ond stoble. The CSPs shofl not be redispensed if there is nat
o © thot preps ian quality ond pockoging integrity were
i intoined b the time the (5P left ond the time they were
returned. (SPs sholl not be redispensed if redispensing connat be suppocted by the
iqinally ossigned BUD

i
The SOP menuol of the compounding facility specifically describes oppropriste
pocking o iners ond insulating ond stuff ials bosed on inf from
product specificotions, vendars and experience for compounding persanned.
Written instructions that clearly exploin how to safely epen contoiners af pocked
CSPs are provided to recipients

Campoundinyg facilires thot ship CSPs ta tocations outside their own premises shofl
sefect modes of tronsport thot are expected ta deliver properly packed CSPs in
undamaged, sterile and stoble condition to recipients

itisr ded that campounding personnel ¢ icote directly with the
couriers ta leorn shipping durotions ond exposure canditions that CSPs may
encaunter to ensure thot temperatures during transit will not exceed the warmest
temperature specified on the storoge temperature range on CSP Jobels

Compuounding personnel sholl include specific hondling and exposure instructions of
the exteriors of contoiners packed with CSPs to be transported to abtein recsonubl
assurance of complignce therewith from tronsporters

Cempotinding persannef sholl periadicolly review the delivery performance of
couriers to ascertoin thot CSPs ore heing efficiently and properly transported

SOPs should cover pockaging for transport, in tronsit temperatures, precoutions of
taxic preparotions transport, commerdio! corrier expectotions, evoluation of shippe
performunce, and in-homne Conditions.

For C5Fs to he used in o potient's home, procedures should include assuronce of
proper storage copobility, written instructions for use ond insuitobility for use and
heame visitation and inspection

S0Ps for shipping CSPs to patients of customers should olso define the action to be

taken in the even thot o potient reports thot there hos been o deviption form

required storoge it including envir { itive C8Ps, priar to point

of receint } s

e

This column lists best
practices,

This column includes areas
whare documentarion will hel
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gperating procedures or ool g y

HAZAR

DOLS DRUG PROCESSES

Hazardous drugs shall be prepored for administratian only under conditions thet
protect the healthcare workers and other personnel in the preporotion end storoge
oreas

Horardous drugs sholl be stored seporately from other inventory in & manner ta
prevent i and personnel exposure

storage is preferobly within a containment aree such as @ negative pressure roorm,

The starage area should have sufficient general exhaust ventilation, ot least 12 air
changes per hour to dilute and remave any airbarne contaminants,

Harordaus drugs shail be hondled with caution at olf times using opprapriote
chemotherapy gloves during receiving, distribution, stocking, inventorying,
preparation for admini; ion and disposal.

Hotardous drugs shali be prepared in an 150 class 5 environment with proteclive
engineering controis in piace and following eseptic practices specified for the
oppropriate contarningtion risk levels defined in this chopter.

Access sholf be limited to areas where drugs are stored ond prepored to protect
persons not involved in drug preporation.

Al hazardous drugs sholl be prepared in a BSC or o CACI thet meets or exceeds the
standords for CAC in this chapter,

When closed-system viol-tronsfer devices ore used, they shall be used within ¢ 50
Class $ environment of a 85C or CACL

Appropriate personnel protective equipment sholl be worn when cormpounding in o
BSC or CAC! ond when using CSTD devices. PPE should include gowns, foce musks,
eye protection, hair cavers, shoe covers or dedicated shoes, double gloving with
sterile chema-type gloves, and ¢ fie with focturers's f
when using @ CAQ)

All persannel who compaund hozardous drugs shall be fully tralned in the storage,
handling and disposal of these drugs. This troining shoil aeeur prior to preparing or
handling horordous CSPs and its effectiveness shall be verified by testing specific

drisgs prepor iques. Such verificotion sholl be documented for
each person annually

This troining shall include didactic averview of hazardous drugs, including
mutogenic, teratogenic, and corcinagenic properties, and it sholl include ongoing
training for each new hazardous drug thot enters the marketplace,

Campaunding persannel of reproductive capability shall confirm in writing thot the; ’

understand the risks of hondling b drugs.

Foil

The troining shall include at teost the f ing: safe oseptic ipuk practicesy
negative pressure techniques with utilizing ¢ BSC or CACI, correct use of CSTD
devices, containment, cleanup, and disposol procedures for breakages ond spills;
and treatment of personnel contuct ond inhalution exposure

Bnvir pling to detect ined harordous drugs should be
performed routinely {i.e. initially as o benchmork and ot least every 6 months or

more often as needed to verify J

Sempling should include surface wipe sampling of the warking area of BSCs ond
CACIs; counter tops where finished preparotions ore ploced; areos adjacent to 85Cs|
ond CACIs, including floor directly under the working arep; and patient
administration areas.

if any measurable contomination is found by ony of these quolity essuronce
procedures, practitioners shoil make the decision to identify, document and contail
the cause of

Disposat of aif horerdous drug wostes shoif comply with olf ppplicabie federal and

state regidatians.
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This column inclutes information that
needs ta be incorporated into standard

Afl persannel wha perfarm routine custodiol waste removol and cleoning octivities
in storage and preparation areas for hozardous drugs sholl be troined in

appropriate procedures to protect th {ves and prevent
RADiOPHARMACEUTICALS PROCESSES

ph icals sholl be comp using oppropriately shielded viols and
syringes in a properly functianing and certified 150 Closs § PEClorated in on 1SO
class B or cleaner oir environment to permit ¢ fiance with special hondli
shﬁefdmg and negative oir flow requirements

2 eutical vials desi Jor mutti , ded with tech
99m, exposed to IS0 Closs § andp d by needles with no direct

contoct contamination may be used up ta the time indicated by manufacturer’s
recommendations.

Storage ond transport of properly shielded viols of rodiopharmoreutical (5Ps may
occur in o limited occess omblent environment withaut a specific 150 tlass
designation

Techneti Iy b 99 g tor systems sholl be stored and eluted

{op d} under conditions r d by focturers and applicoble stote
ond federal requlations

Such generator systems sholl be eluted in an IS0 Class 8 or cleaner environment to

permit special handliy ielding, and air flow requirements.

Ta limit acute ond chwnlc radiation exposure of inspecting persennel to o level tho!
is as low as reasonobly achievoble [ALARA, direct visual inspection of

diaph ical C5Ps c ining high ¢ ions af doses of redicoctivity
shall be conducted in accordunce with ALARA

Hadiopharmoceuticols prepored as low-risk level CSPs with 12-hr or less BUD shall
be prepored in a segregated compounding oren. A line af demarcation defining the

segregated comp fing areo shall be established.

Materials and garb exposed in o putient core ond treatment orea shall not cross th
line of demarcation into the i ding area

ALLERGEN EXTRALTS PROCESSES

Alfergen extrocts as C5Ps ore single-dose ond multiple-dose intradermal or
subcutaneous injectians that are prepared by speciolly troined physicions ond
personnel under their direct supervision

allergen extracts 05 C5Ps are NOT subject to the personnel, environmental, ond
storage requirements for olf CSP Microbial Contaminotion Risk Levels in this chapte
ONLY when ALL of the following criteria ore met:

1. The compaunding process invaives simple transfer via sterile needles and
syringes af cammerciof sterile allergen products and appropriote sterile odded
substances

2. All allergen extracts os CSPs shall contoin oppropriote substances in effective
cancentrations to prevent the growth of microorgonisms. Nenpreserved allergen
extrocts shofl comply with the o __ppwpnate C5P risk tevel requirements in the chapt

3. before beginning comp ivities, personnel perform o thorough hund-
deansing pracedure by remaving ddms from under fingernoils using o nail cleoner
unider running worm woter follawed by vigarous hond end arm washing to the
#ibow far ot least 30 seconds with either nanontimitrebicl ar antimicrobicl soop
and water

4, compounding personnel dan hair cavers, fociof hoir covers, gowns and foce
masks.

5. Compounding persenne! perform ontiseptic hond cleansing with on clcohol-
hased surgical hond scrub with persistent activity

This column lists required peactices

This coturmn lists best
practizes.

This column includes aress
where documentation wifl hel
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needs to be incarparated into standard This column lists required practices] (p"dlc“ where documentation will help

gperating proredyures or pe

6. Compounting persannel done powder-free sterile glaves thot ore compatible
with sterile 70% isopropy! oicakol (iPA} before beginning compaunding
P

7. Compounding personnel disinfect their gloves intermittently with sterile 70% IPA ’
when preparing muitipte ollergen extrocts of C5Ps .

8. Ampule necks and viol stoppers on packages of ed sterile i di
ore disinfected by coreful wiping with sterile 70% (PA swabs to ensure thot the
criticof sites ore wet for ot least 10 seconds ond allowed ta dry before they are used

in compounding ailergen extracts as CSPs
R, the oseptic e ding putati

{e.g. from glove fingertips, blood, nasal and arol secretians, shed skin ond
cosmetics, other nonsterile materiols) of criticol sites fe.g. needies, opened ampule:
viel stoppers}.

ize direct contoct cantaminations

10. the lobel of eoch multiple-dose vial (IMDV) of oilergen extracts as C§Ps lists the
nome of ane specific patient and o BUD ond starage temperoture ronge that is

EQUIPMENT REQUIREMENTS
EQUIPMENT PROCESSES

d hased on ers’ dotions or peer d publicationsy
11, Single-dose oifergen extrocts as C5Ps sholf nat be stored for subsequent
Jditional use.
P ! whe ¢ d alfergen extrocts as C5Ps must be owore of grester
potentio] risk of mizrobiol and foreign moteria! contominotion when cliergen
extrocts o5 CSPs ore comp in lionce with the going criteria insteod

of the mare rigorous stondords in this chopter for CSP Miceoblol Contaminotion RisH
Levels,

Primary engineering controls sholl be operated cont fy during o di

activity, When the blower is turned off ond before other personnel enter ta perfor
compeunding activities, only ane person sholl enter the buffer areo for the purpose.
of turning on the bfower {for at least 30 minutes) and disinfecting the wark surfoces

Standuard Operating Procedures shall be created and maintaimed in written format

addressng proper use of equipment

Measuring, mixing, sterilizing and purifying devices ore cleon, apprapriotely
accurote and effective for their intended use

Policies and procedures for maintaining ond working within the PEC [Primory
Engineering Control] areq shall be written and followed,

PECs sholl be facoted within o restricted access 150 Closs 7 buffer oreo with the

following CAI/CACH {Camp ing Aseptic kolub ding Aseptic
X i isviator)exception helow: 5
* Oniy cuthurized persannel & is required for compounding & ing shail

be permitted in the buffer vrea

* Presterilizetion pracedures for high-risk fevel C5Ps such as weighing & mixing,
shoil be completed in na worse thon an 150 Class 8 enviranment

* PECs shall be focoted aut of traffic potterns end oway from room oir currents the
could disrupt the intended nirflow patterns

When isalators are used for sterile compaunding, the recavery time to achieve 150
Class 5 air quolity sholl be dacumented & interno! procedures develaped to ensure I8
adequate recaver time is allowed after materiol tronsfer befare and during
compounding operations.

If the PEC is o CAl ar CACI that does nat meet the requirements obove or is o LAFW
{lominar oirflow warkbench) or 85C {bivlogicol sofety cabinet] that cannot be
focoted within on iSO Class 7 buffer oreo, then only low-risk level nanhazordous C5H)
muoy be prepared and odministrotion of the CSI sholl commence within 12 haurs of
preporation of of rect ded in the if er's packoge insert; whichever isg
fess ;

v
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This column includes information that
needs to be incorporated into standard

Certificotion procedures such s those sutlined in ‘Certificotion guide for Sterile
Compounding Focilities' sholl be performed by ¢ quolified individual nu Jess thon
every 6 months ond whenever the device or room is refocated or oftered or major
service o the facility is performed.

Certificotion that each IS0 clossified oreo is within biish idelines shall be
performed no less than every & months ond whenever the LAFW, B5C, CA or CALY i)
relocoted or the physical structure of the buffer area or ante-area hos been aitered

Testing shall be perfarmed by qualified operotars using cuerent, state-of-the-art
electranic equipment with resuits of the folfowing:

* 150 Closs 5 nat more thon 3520 porticles 0.5um ond lorger size per cubic meter o,
air for ony LAFW, BSC, CAl ond CACI

* i50 Closs 7: not mure thon 352,000 porticles of 0.5um size ond larger per cubic
meter of air for any buffer area.

All certification records shoil be maintoined ond reviewed by supervising persannel
o ensure thot the controfied environments comply with the proper air cleonliness,
raom pressures and ACPHs

Routing maintenonce ond frequencies of equipment shall be outlined in a 30P

Results fram the equij t colibrotion, anniitd moi reports, and routine
mgintenance are kept on file for the lifetime of the equipment

Written provedures outlini quired cofibrotion, ennuol mai e, monitorin,
for proper function, ond cantrolled pracedures for use of equipment ond specified
time frames for these activities ore blished ond foii d.

Personnel are prepared through troining & experience to operate or monipuiote an|
piece of equipment, apparotus, or device they may use when preparing €5Ps

Prisey vagieening controls sholf surrtam 18O class & or better conhitions for 8.5

rn par i fes while compaaiding sterile prepirations

)

prasary engneenny Controly shall be focated within a restricted access 150 class 7
butferfante room

ety enamegting cankols and secondory {buffer and ante vreas) shull be
cortified follonving procedines such as those oathned in Certthartion Guide for
Steride Compmanding Fucdities and shall be pe: foreed by a qualified ipdividual no
fess Hian every G manths oml whenever o device af roem is relecated or witered of
mggor servive to the fucility is petformed

Certificotion of laminor-oirfiow workbenches, biotogical sofety cobinets,

tomp ing isolators ond scoles or olonces

The following should be included in the o pharmocy CPS quality assurance program)
Equipment:
-cleoning logs for the LAFWS, B5Cs, CAls, CACIs, onte areo, buffer area, ond
compounding equipment
-equiprment colibrotion logs
-primary ond secondary engineering control cevtification reports

REQUIR

CLEANING PROCESSES
L

ding personnel are responsible for ing that the frequency of cleanin
i in occordonce with the requirements stoted in Table 3 ond determining the
cleaning & disinfecting products (o be used.

All cieoning & disinfecting proctices and policies for the compounding of CSPs shofl
be inciuded in written 50Ps ond shall be followed by all compounding petsonnel.

Disinfecting sterile compounding oreas shall occur on a requior basis at the intervel
noted in Toble 3 when spills occur, when surfoces ore visibly soiled, end when
micrabiaf contamination is known/suspected.

This column lists required practices]

This column lists best
pracices.

This column includes areas
where documentation will hel
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This columninciudes information that
needs to be incorporated inta standacd This column fists required practices|

Cleoping ond disinfecting sholl actur before compounding is performed. items shofl
be removed fram olf areus te be cleaned, and surfaces sholl be cleoned by removin,
toose maveriol and residue from spills. This sholl be followed by wiging witha
residue free disinfecting ogent such as sterile 70% iPA, which is ollowed to dry
before compounding beging

Wark surfaces in the 150 Cluss 7 buffer areos and ante-areus os well as segregated
campounding oreas shall be tleaned and disinfected ot feast doily, and dust ond
debris sholl be remaved when necessory from staroge sites for compounding
ingredients and supplies using a method that does not degrade the 150 Class 7or 8

agir qualii

Flgors rt the buffer arev, onte-orea and segreguted campounding aren ore cleoned
by mopping with a cleoning and disinfecting ogent ance dally ot @ time when na
aseptic aperations ore ini progress. Mapping sholl be performed by troined
persannel using approved agents and procedures described in the written SOPs.

All cleaning moterials, such as wipers, spanges & maps, shall be nanshedding,
preferable synthetic micro fibers and dedicoted tw use in the buffer/cleon orec and
ante-areo and shoif not be remaved fram these areos except for disposel, Floor
mops may be used in both the buffer area and onte-area, but only in thot arder.

ng muoterials are reysed, procedure gll be developed that ensyre that

the effectiveness of the cleoning device is maintuined & thot repeated use does
i of the area being cleaned.

Supplies ond equipment removed Jram shipping cortans sholl be wiped with o
suitable disinfecting agent and sholl be allowed to dry

Wiping with smali sterile 70% IPA swabs thot are commerciolly avalfoble in
individual foil-sealed packages is preferred for disinfecting entry points an bogs ane
vials, aflowing the IPA to dry before piercing stappers with sterile needles ond
breaking necks of ampules.

Sterile 70% IPA wetted gouze pods or ather porticle-generating materiol sholf not b
used to disinfect the sterile entry points of packages ond devices

No shippiag or cther external cortons may be taken Inta the buffer/cleon orec

Surfuce sampling shell be performed in oli 150 clossified areos on a periodic bosis.
Sompling con be secamplished using contoct plates ar swobs ond it sholf be dene
the vonclusion of compounding,

Lacotions to be sompled shali be defined in v sumple plon aran o form. The sire of
the plate to be used for each sompled location usuolly ranges from 24 to 30 em2.

Campaunding persannel and other persannel responsible for cleaning sholi be
visuolly abserved during the pracess of performing clesning ond disinfecting
pracedures, during changes in cleaning staff, and at the completing of ony media-
fill test pracedure. The visucl abservation shal! be documented using o form and
muaintained to provide o permonent recard and fong-term ossessment of personnel

ol

This colum Hsts best
pracrices.

This column includes areas
where documentation will hel
i
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OR

MEDICATION STORAGE PROCESSES

®

Stusdutd OUpetating Procedures shall be created aod maintained in writlen formot
addressing storage requirements

Opened ar portiolly used packoges af ingredi Jor subseq use in C5Ps are
properly stored under restricted occess conditions

LOW RISK: C5Ps ore properly stored and are exposed for not more thon 48 hours ot
canirafied room temperoture, 14 doys ot cold tempersture, ond 45 days in sofid
Jrozen state ot ~ 25 ° to -~ 10" orcalder

MEDIUM RISK: in obsence of pussing sterifity test, the storage periods canaot
excend the fallowing: befare administrotion, the SPs ore properly stared and are
exposed for not more thon 30 bours of contrpfied ropm tempersture, 9 days ot eold
temperature, ond 45 days in solid frozen state ot ~ 25 * to - 10" or colder

HIGH RISK: In absence of passing sterility test, the storage periods cannot exceed
the following: before i ion, the CSPs ore properly stored ond are exposed
for nat more than 24 hours ot controlied room temperature, 3 doys ot cold
temperature, and 45 days in solid frozen state at - 25° to ~ 10° or colder

A written procedure for unit-by-unit physical inspection preparatory to use is
fallowed ta ensure that commerciolly ovoiloble sterile drug products are sterile, fre
Jrom defect, and otherwise suitable for their intended use

Bulk ar unfi foted drug sub ond added sub: oF eXCIp shall be
stared in tightly closed containers under temperoture, humidity, ond lighting

conditions that are either indicated in officiol monographs or opproved by supplier.

Persannel who prepare, dispense or administer CSPs sholf store them strictly in
accardonce with the conditions stoted on the lobel of ingredient products and
Jinished C5Ps

When CSPs ore exposed to temperotures waormer than permitted or te temperature;
exceeding 407 for more than 4 heurs, (SPs should be discarded unless direct assoy
data or appropriate doc ion confirms their continued stability

DRUG EXPIRATORY / BUD PROCESSES

=

Standurd Operatitng Frocedures shall by creoted ond araintuined in wiitten formot
adideessing methads used to datermine expiration dates

Opened ar needle-punctured single-dase ¢ iners, such as bags, bottle, syringes,
viols of sterile praducts and C5Ps shall be used within 1 hour if opened in worse the
130 Closs 5 ond any remaining contepts must be discorded,

Single-dase viols expased to 150 Class 5 or ceoner air may be used up to 6 hours
after initiof needle puncture.

Opened single-dose ampules shall not be stored for any period of time

Multiple-dose contoiners have o BUD after initiolly entering or opening of 28 days
unless specified by er

BUDs far C5Ps that ore prepared strictly in orcordance with munufecturers’ produc
lobeling sholl be those specified in thot lobeling or from oppropriate ltersture
saurces or direct testing

BUDs for C5Ps that lack justification fram either oppropriote litecoture sources or by
direct testing evidenice sholl be ossigned as described in Stobility Criterio and
Beyond-Use Doting under Phor iral Compounding it parali
x797>

When ossigning o beyond-use dute, compounding personnel should consult and
opply drug-specific ond general stobifity docurmentotion and literature where
avaitoble, ond they should consider the nature of the drug and its degradation
mechanism, the cantainer in which it is packoged, the expected storage conditions
and the intended duratian of therapy

This column includes information that
needs to be incorporated inta standacd
e

This eolumn lists required practices

This column lists bast
practices.

This column includes areas
whare documentation will hel

16



KEY:

Black Font = Stated in USP <797> Pharmaceutical Compounding — Sterile Preparations
Blue Font = Stated in the State of Utah Pharimacy Compounding Inspection Report
Purgle Font = Recommendations found in Compounding Sterile Preparations (E. Clyde Buchanan)

This columa inchudes information that This column includes areas

. . i figts best
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. y 3 i

The compounding facility should have written policies/procedures governing the e K
determination of the BUDs for ofl compounded products

The 50P monual of the carnpoaunding facility and each specific CSP formula record
shall describe the general busis used to assign the BUD ond storage conditions

When manufactured MDVs of sterile ingredients are used in CSPs, the stoppers af

the MDVs are inspected for physicol integrity end disinfected by wiping with o

sterile 705% IPA swab before each penetration with g sterife withdrawal device.

When contominants or obnormol properties are suspected or observed in MDVs,

suich MDVs sholl be discarded 3 : s

B the expiration date ossigned sholl be based on currently ovoilahle drug stahility
nformation ond sterilily considerotions of approprivte in-house ar controct service
stability testing

hods for estoblishing expiration dotes shall be documented 3 gt
8 the facility contains the jollowing soinces of drug stobitity information: 2 [
Trigseli’s § el

Nuanufacturer recommendgtions :
Rediable publhed research

Drug Recall Records

policies ond procedure concerning storoge shauld be bosed on USP ar monufactire
o .

SOPs for handling expired drugs ond supplies should encampass their removal and :
quarantine as well as their return or disposal. :

| e 13

F Preparation recoll procedures should detail notification of recolls, remaval from
stock and nursing areas, and retrigvol puatients. o i s BRI
RO Al REGUIR
ENVIRONMENTAL MONITORING PROCESSES
While being used, the compounding envi ent moi: the sterility or the 2y

presteriiization purity Sk

Routine disinfection & oir quality testing of direct compounding environment to
minirize microbiol surfate c ination and maeintain 130 class § oir quality

Placemnent of devices thet are essentiol ta cormpaunding in buffer oreas is dictoted e ‘ﬁ E
by their effect on the required environmental quality of air atmasphere and i Sk
surfaces, which shall be verified by monitoring 4 peee

itis the ibility of eoch pounding facility te ensure that each source of 15 :
(lass S environment for exposure of tritivel sites and sterilization by fiftration is :
properly located, operated, maintained, monitored and verifled 1 aAp

Compaunding focilities are physicolly designed & envirenmentolly controlled to
oitborne ¢ ination from contacting criticol sites.

Facliities shall oise provide o camfortable and well-lighted working enviranment,
which typicolly includes o temp of 20" or cooler

The airflow in the PEC shall be unidirectionol and because of the porticle collection ; )
efficiency of the filter, the first air ot the face of the filter is, for the purposes of
aseptic comp ding, free from airborne particulate contamination

HEPA-filtered air sholl be supplied in criticel areas at o velocity sufficient to sweep

particles awoy from the ding area and mointain unidirectionol cirflow
during operations. £
The buffer orec sholl be segregoted from sur i jossified spaces to reducy 5 s

the risk of contominants being blown, drogged, or atherwise intradiced inta the
filtered unidirectionol wlfiow environment and this segregotion sholl be
continuously monitored. 3 <
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This column includes information that
needs to be incorporated into standard

For raams providing o physical separatian through the use of wolly, doors and pass.
theaughs, a minimun differential positive pressure af 0.02 ta 0.05-Inch water H
column is reguired.

An i30 Closs 7 buffer aren and onte-oree supplied with HEPA-filtered air sholl
receive on ACPH of not less than 3¢

Only the furniture, equipment, supplies end other material required for the
compounding activities to be performed shall be brought into the area, ond they
shall be nonp : hedding, ch tie and to disinfectants,
Whenever stich items are braught into the areo, they shafi first be cleaned ond
disinfected. Equipment and other items used in the buffer area shall not be taken
out of the area except for calibration, serviving und other activities ussocioted with
proper mamlenance,

The sutfaces af ceiling, wolls, flours, fixtures, shelving, counters and cobinets in the
buffer area shail be smuouath, impervious, free from crocks and crevices, and
nonshedding. The surfoces shall be resistont to damuage by disinfectant agents.

Junctures of ceiling to walls shall be coved or caulked to avoid cracks ond crevices
where dirt con accumulate. if ceiling consist of inlaid panels, the paneis sholl he
impregnated with o polymer to rend them impervious and hydraphobic and they
shall be cautked oround eoch perimeter to seal them to the support frome,

The buffer area sholl not contoin sources of water or floor draing

Corts should be of sipinless steel wire, nonporaus plastic or sheet metol constructio
with geod guality, cleanable casters to promote mobility.

Starage shelving, counters, and cabinets sholf be smooth, imperviaus, free from

cracks and crevices, hedding, cl bie and di: bl

A pressure gouge or velacity meter sholl be installed ta monitar the pressure
differentiof or airflow between the buffer area ond the onte-orea and between the
ante-area and the generol envie outside the g ing area

Resuits shall be reviewed & documented on o fog ot least every work shiftor by o
recording device.

in focilities where low- and medium-risk level C5Ps are prepored, differential airfion
shall maintain o minimum velotity of 0.2 meters per second (40 feet per minute]
between buffer and ante-area

Anapprop envi f ling pian shealf be developed for airborne viabl
partictes based on risk of compoundi ivities performed

"

The pian shofl include somple locotion, method of caliection, frequency of
volume of air sampled, and time off doy os refated ta octivity in the compounding
area and action fevel.

To ensure that product potency is retained through the manufocturer's icbeled
expiration date, compuunting personnel shall monitor the drug storoge areo withi

the compounding focility
Controfied tempe ¢ areas In compaunding focilities in contrailed roorm temg
20" to 257

Controfled told temperatures 2° to 8°

Controfled freezing temperotures 25" ond -10°

A contralied temp area shall be monitored at least onve doily and the results
documented on o temperature iog

Compounding persennel sholl nute the storage temperature when placing the
product inta ar removing the praduct from the staroge unit in arder to monitor ony|
temperature aberrotions

# using @ continuaus temperature recording device, compounding periunnel shall
verify at feast once duily thot the recording device itseif is functioning properiy

This coturn lists required practices|

This cohumn lists best
practices,

This column inchudes argas
where documentation will hel
.
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This column includes infermation that This column includes areas

: N . " N . This cotumn lists best
naeds to be incorporated into standard | This column lists reguired practices| practices, where documentation will haip
P 9 = o rg nee

fhe compounding facility sholf odhere to appropriate procedures of oif controlled
storage spaces to ensure that such spoces ore not subject ta significontly protonged
temperature fluctuations as muy occue (fiidge door left open)

The campounding focility shall have written, properly approved SOPs designed to
ensure the guolity of the environment in which o CSP is prepored,

B the fucifity suppties potable water for hand ond equpment wushing. Purified woter
must also be used for rinsing equipment gnd utensits

9 Comprunding fociltties ore physically designed & environmentaliy controtied o

e pirborne conto Jrom eoatocting oritical sites

B A pressure gouge or velocity meter shali be insialled to manitor the pressure

differentiol or airflow between the buffer areo and the onte-arec and between the
ante grea ond the generuf envirnnmen! oulside the compounding oren. The results ;
sholf be reviewed ond dorumented on g log at least avery work shift {minimum

frequency shall be ot teast dindy) or by a continnnus recording device

? Refrigerator and freezer temperature logs of charts

? written procedures ore needed for temperoture manitoring of refrigeroters ond
freezers, light, itatian, ond humidity dards; stock retation ond inspection;
and lacations of quarantined preparations {both ingredients ond end preparations,

F The foltowing should be included in the o phormocy CPS quolity ossuronce programQ
Environmental Monitoring: A
~refrigeratar and freezer temperature logs

<compaunding orea ond drug storoge room temperature logs
~gir pressure differentials, oir velocities, ond air chonges per hour
-surface microbiol testing togs

-hazardous drug surface contaminution logs

AIR SAMPUING PROCESSES

The ES pragrom shail pravide informotion to stoff and leadership to demonstrote
that the PECis mintaining an environment within the compounding oreo thot
Iy ensures acceptably low vioble & nonvioble particle levels.

Envirgnmentol sampiing shall accur os o port of a comprehensive quolity
monagement program ond shall occur minimaily under ony of the following
conditions:

*Part of the issioning & certificotion of new facilities &

. any servicing of focilities & equipment

; 7 N
L {

* As port of the re-certification of focilities end

* tnresponse to 4 with end products or staff technigue

* in respanse to issve with (5P, abserved compounding personnel work proctices,
pr patient-reloted infections

"

Evaluotion of airbarne mic ganisms using tric collection methods in the §
controlled air environments sholl be performed by properly trained individuals for

all compounding risk levels
impaction shaill be the preferred method of vols i air fi

For fow-, mediurn, highJevel ding, air ling shuoll be performed ot
facations thot are prone to i during P ding ortivities and
during ather activities such os staging, labeling, gowning, and cleaning

Locations sholl include zones of air backwosh turbulence within the (LAFW ond othe:
areas where air bockwosh ¢ may enter the compounding oreu

al l
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A sufficient volume of ofr (400 to 1000 fiters} sholl be tested ot each location in ord:
to el itivil

14
Air sompling shall be performed ot least semionmuoily os part of the re-certification
of facilities and equipment,

"

At the end of desig niing or exp perivd for air g octivities, th
microbjol growth media plates ore recovered ond their covers ore secured, and the
are inverted ond incuboted at o temp ond for o time period conductive to

ication of microor TSA should be incyboted 0t 30 * to 35* for 48 to
72 hours. Molt extract ager shouid be incubated 26" to 30° for 5 to 7 days. The
number of discrete colonies of m:aoargamsms are counted and reported os cfi on
d ted on on Jform.

Sompling dato shoilt be collected ond reviewed on o periodic bosis 08 0 means of
evoluating the avercli contral of the compounding enviranment. If ony activity
consistently shows elevoted levels of microbicl grawth, competent microbiotagy
persannel shall be consulted

Any cfu caunt that exceeds its respective oction level should prampt ¢ re-evaluatio
of the adequoty of personnel work practices, cleoning provedures, operationol

procedures and oir filtration efficiency within o oseptic compounding lacotion. An
investigation into the saurce of contorminotion shell be conducted. The saurce of th
probiem sholl be eliminoted, the o, ffecwd argo cleaned and resompling perfarmed.

Table 2, Recnmmended Actien Lrvels far
Microninl {‘ontamisation’
(cfu per cibic moer {100 fitcrs] of nir per

PO L — .
Cluasiflcution Ar !nmvh:t
1503 £ hass § -1
IR0 hans 7 -0

l‘ﬂ) 1.1 hm B,nr TE SR, 0.

i sao e D Bt b in £ 9wt
e Cirenn + ol Gl Procuer 115 1.
et e

Te sample surfaces using & cantact plate, gently though the sample areo with the
agor surface ond roll the plote across the surface. If on oreo is sompled via the swa
method, coltectian of the somple is pracessed by using oppropriate procedures thot]
will result in the surface location equivalent to that of o contoct plate,

Sumnpling dato shofl be collected and reviewed on o rautine bosis os & meons af
evaluating the averall cantrol of the campounding enviranment. if on octivity
consistently shoes elevoted levels of microbiol growth, competent microbiolagy
personnel shaft be consulted.

Any cfu count thut exceeds its respective oction fevel should prompt a re-evatuatio
of the odeguacy of persannel work proctives, tleaning procedures, eperotionol
procedures ond oir filtration efficiency within ¢ aseptic compounding location. An
investigation into the source of ¢ sholl be cond d,

wended Action Level far

“¥oble 4. Res

Clasitieation (-tqmt, Surface Surapic
e {Contuct Male)
Asheper plnted
: x5 3
1563 Ulass 3 NA B
IS Cass B o WA ]
worse [ .
Phesimamyvan ab 1 s L oamber b S e §ME° S e

s Lo Mt amwtry Priniice o
cFE AR S An) .

Niewstieal Priiact Ay

The saurce af the problem shall be eliminated, the affected oreo cleoned ond
resampling performed

ey

This column includes information that
needs ta be incorporated inta standacd
f i

This celumn lsts renuired practices|

Thit colummn lists best
practices.

This column includes areas
where documentation will hell
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This calumn includes information that
needs to be incarporated Into standard

Regardless of the number of ¢fu identified in the compounding facility, further
carrective octions will be dictoted by the identification of micr recover
by on appropriote credentioled lohorotory of any microbiol bicbutden captured axs
cfu using an impaction gir sampler,

STERILE

Highly pathogenic micraorgonisms con be patentiolly fotol to patients receiving

C5Ps ond shofl be i diatel) fied, reqardless of cfu count, with the
i ofa microbiologist, infi controf professional or ind
hygierist.
Q REQ H
ZATION PROCEDURE

Determine that the sefected sterilizotion methad bath sterilizes and maintains the
strength, purity, quolity and packaging integrity of C5Ps.

The sterilizotion process {s obtained from experience ond opprapriate information
sources {USP 1211) ond prefercbly, verified wh passible ta ochieve sterility in|
particular CSPs.

Genera

! Guidelings for matching CSPs and components to appropriate sterilizotion methads

1. C5Ps have been ascertained ta remuoin physicolly and chemically stable when
subjected to the selected sterifization method

2. Gloss & metal devices rmay be covered tightly w/cluminum foll, then exposed to

dry hect in an oven ot o mean termp of 250° for 30 minutes to ochieve sterility and

depryogenation. Such iterns ore either used immediately or stored untif use inan
i susitable for 2 ing L fum-Risk level C5Ps

3. Persannel ascertoin from appropriate information sources thot the sterife
miceaporous membrane filter used to sterifize CSP solutions, during either
ding ar administration, is chernically & physically compatible with the C3P)

Environmental sumpling lest results
ASSURA REC]

QUALITY ASSURANCE PROCESSES

B

Stundard Gperating Provedures sholl be created end maintuined in written format
oddressing fosmel QA program mivnded (6 provide o mechawsm for monitaring,

evaluating, correchng and impraving the activities and pros esses
Deficiencies in ding, lobeling, pock g ond guality testing & inspection
con be rapidly identified and corrected

A written_guglity assurance procedure inciudes the foliowing in-process check that|
are spphied, as oppropriote, to specific CSPs:

1. Accurocy & precision of measuring ond weighing

2. The requirement for sterility

3. Methads of sterilizotian & purificotion

4. Safe limits & ranges for strength of ingredients, bovteriol endotoxins ond
porticulote motter

5. pH

&. Lobeling occuraty ond completeness

7. BUD ossignments

8. Pockaging ond storage requirements

A pravider of C5Ps shail hove in place o formal QA progrom intended ta provide o
mechornism for monitoring, evoluoting, carrecting ond improving the octivities

performed at the campounding facility

Ay

This column lists requirad practices|

This colurnn lists bast
practices.

This column includes areas
where documentation will het)
i

2
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This cofumn includes information that This column includes areas

. . i
needs 1o be incorporated into standacd This column lsts required practices] This c«:::\x?clzts best

where documentation will hel
"

Characteristics of a QA progrem include the following:

1, Formalization in writing

2. Consideretion of all aspects of preparation and dispensing of prodiscts o
described, including envirgnmental testing & verifivation results

3. Description of specific monitoring ond evaluation activities

4. Specification of how results are to be reported and evaluoted

5. ldentification and appropriate follow-up mechonisms when oction limits or
threstolds are exceeded

6. Deli jon of individuals respensible for each aspect of the QA program
The selection af indicators and the effectiveness of the overoll QA program is
7 { on an annual basis

Quulity assuranice procedures for high-risk tevel CSPs include off those for law-level

C8Ps.
9 aff sigrupeost procedures performed i the compounding areus shouid be coverad by
writien studord sperating proceduses, Procedures should by developed for the

fatiltiy PgpIEenE, prsonsel, prEparation, packagiong, vnd stoage of
coppcimdiag e opsar it piice occountabilfity, gocwrncy, quaiity, safety and

wnfor Aty i compousdig

<>

the fucihiy mamntmns dooanentotion regeriding am ongomeg quahty control grogron]
thut monitors amd evaluutes personnel perforrrance, equipment and faciity's
comnpliines st foflowing Usi? NE dhapters 795 aod 797 stundards

Praduct problem reports to ers and USP

Adverse drug reaction reporls to monufocturers and the Feed ond Drug

Patlent ins prd problem handing ond gutcome repurts

..ora‘f)ﬂ

The following shauld be included in the a pharmacy CP5 quolity ossuronce progrorm|
-annual policy and procedure review statement
-annual review of effectiveness of QA program
Patient or Caregiver Training Processes
F poiicies and procedures for potient ar coregiver troitting must be formolized and

inchude:
J i

of theropy provids

~handling and storage of the sterite preparations

-appropriote administrotion techniques

-use and maintenonce of ony infusion device used

-use of printed materiat

appropriate post-training verbol

? the pharmacy should have written policies and pracedures for manitoring,

evaluating, ing ond impraving sterile preporation octivities and pracesses.

The QA pregram shouwld refer to those on troining and edutotion, competency
luation, prep i P fing, izt hods, media fill testing, on

end-préparation evaluation.

i

F the program must delineate individual ¢ bilities for each ospect of the
pragram Specific respansibidities should include:

-formalization in writing

vonsideration of olt espects of the preparation and dispensing of product as
described in USP 797

-description of specific movitoriag and evoluotion activities

-specification of how results are reparted ond evoluoted

-identificotion of opprop Joltaw-up b when action levels are
exceeded
feb ion of the individi responsible for each aspect of the QA program &




Pharmacy Practice Act
58-17b-613. Patient counseling.

(1) Every pharmacy facility shall orally offer to counsel a patient or a patient's
agent in a personal face-to-Face discussion with respect to each
prescription drug dispensed, if the patient or patient's agent:

(a) delivers the prescription in person to the pharmacist or pharmacy
intern: or

(b) receives the drug in person at the time it is dispensed at the
pharmacy facility.

(2) A pharmacist or pharmacy intern  shall provide counseling to each patient,
and shall provide the patient with a toll-free telephone number by which
the patient may contact a pharmacist at the dispensing pharmacy during
normal business hours and rggeive oral counseling, with respect to  gach
prescription drug dispensedé the patient provides or the prescription is
otherwise provided to the pharmacy facility by a means other than
personal delivery, and the dispensed prescription drug is mailed or
otherwise delivered to the patient outside of the pharmacy facility.

(3) {a) The provisions of Subsections (1) and (2) do not apply to
incarcerated patients or persons otherwise under the jurisdiction of
the Utah Department of Corrections or a county detention facility.

(b) A written communication with a person described-irSubsection—— "
(3)(a) shall be used by a pharmacist or pharmacy intern in lieu of a
face to face or telephonic communication for the purpose of
counseling the patient.



R156-17b-610. Operating Standards - Patient Counseling.

In accordance with Subsection 58-17b-601(1), guidelines for providing patient
counseling established in Section 58-17b-613 include the following:

(1) Based upon the pharmacist's or pharmacy intern's professional judgment,
patient counseling may be discussed to include the following elements:

(a) the name and description of the prescription drug;

‘(b) the dosage form, dose, route of administration and duration of drug therapy;

(c) intended use of the drug, when known, and expected action;

(d) special directions and precautions for preparation, administration and use by
the patient;

-(e) common severe side or adverse effects or interactions and therapeutic
contraindications that may be encountered, including their avoidance, and the action
required if they occur,

(f) techniques for self-monitoring drug therapy;

(g) proper storage;

(h) prescription refill information;

(i) action to be taken in the event of a missed dose;

(i) pharmacist comments relevant to the individual's drug therapy, including any
other information specific to the patient or drug; and

(k) the date after which the prescription should not be taken or used, or the
beyond use date.

(2) Patient counseling shall not be required for inpatients of a hospital or
institution where other licensed health care professionals are authorized to administer the
drugs. o T ‘ ) ’

(3) A pharmacist shall not be required to counsel a patient or patient's agent when
the patient or patient's agent refuses such consultation.

(4) The offer to counsel shall be documented and said documentation shall be
available to the Division. These records shall be maintained for a period of five years
and be available for inspection within 7-10 business days.

(5) Counseling shall be: ﬁ
(a) provided with each new prescription drug order, once yearly on maintenance

medications, and(if the pharmacist deems appropriate with prescription drug refills;

(b) provided for any prescription drug order dispensed by the pharmacy on the
request of the patient or patient's agent; and

(¢) communicated verbally in person unless the patient or the patient's agent is
not at the pharmacy or a specific communication barrier prohibits such verbal
communication.

T — (6) Only a pharmacist or pharmacy intern may verbally provide drug information
to a patient or patient's agent and answer questions concerning prescription drugs.

(7) In addition to the requirements of Subsections (1) through (6) of this section,
if a prescription drug order is delivered to the patient at the pharmacy, a filled
prescription may not be delivered to a patient unless a pharmacist is in the pharmacy.
However, an agent of the pharmacist may deliver a prescription drug order to the patient
or the patient's agent if the pharmacist is absent for ten minutes or less and provided a
record of the delivery is maintained and contains the following information:

(a) date of the delivery;

o




(b) unique identification number of the prescription drug order;

(c) patient's name,

(d) patient's phone number or the phone number of the person picking up the
prescription; and

(e) signature of the person picking up the prescription.

~(8) If a prescription drug order is delivered to the patient or the patient's agent at
the patient's or other designated location, the following is applicable:

(a) the information specified in Subsection (1) of this section shall be delivered
with the dispensed prescription in writing;

(b) if prescriptions are routinely delivered outside the area covered by the
pharmacy's local telephone service, the pharmacist shall place on the prescription
container or on a separate sheet delivered with the prescription container, the telephone
number of the pharmacy and the statement "Written information about this prescription
has been provided for you. Please read this information before you take this medication.
If you have questions concerning this prescription, a pharmacist is available during
normal business hours to answer these questions."; and

(¢) written information provided in Subsection (8)(b) of this section shall be in
the form of patient information leaflets similar to USP-NF patient information
monographs or equivalent information.




(c) patient's name;

(d) patient's phone number or the phone number of the person picking up the
prescription; and

(e) signature of the person picking up the prescription.

(8) If a prescription drug order is delivered to the patient or the patient's agent at
the patient's or other designated location, the following is applicable:

(a) the information specified in Subsection (1) of this section shall be delivered
with the dispensed prescription in writing;

(b) if prescriptions are routinely delivered outside the area covered by the
pharmacy's local telephone service, the pharmacist shall place on the prescription
container or on a separate sheet delivered with the prescription container, the telephone
number of the pharmacy and the statement "Written information about this prescription
has been provided for you. Please read this information before you take this medication.
If you have questions concerning this prescription, a pharmacist is available during
normal business hours to answer these questions.”; and

(c) written information provided in Subsection (8)(b) of this section shall be in
the form of patient information leaflets similar to USP-NF patient information
monographs or equivalent information.




R156-17b-606. Operating Standards - Approved Preceptor.

In accordance with Subsection 58-17b-601(1), the operating standards for a
pharmacist acting as a preceptor include:

(1) meeting the following criteria:

(a) hold a Utah pharmacist license that is active and in good standing;

(b) document engaging in active practice as a licensed pharmacist for not less
than two years in any jurisdiction;

(¢) not be under any sanction which, when considered by the Division and Board,
would be of such a nature that the best interests of the intern and the public would not be
served:

(d) provide direct, on-site supervision to:

(i) no more than two pharmacy interns during a working shift except as provided
in Subsection (ii); [and]

(ii) up to five pharmacy interns at public-health outreach programs such as a
informational health fairs, chronic disease state screening and education. and
immunization clinics, provided it is:

(A) deemed appropriate in the professional judgment of the preceptor; and

(B) has written approval from the pharmacy interns’ schools of pharmacy; and

(e) refer to the intern training guidelines as outlined in the Pharmacy
Coordinating Council of Utah Internship Competencies, October 12, 2004, as information
about a range of best practices for training interns;

(2) maintaining adequate records to document the number of internship hours
completed by the intern and evaluating the quality of the intern's performance during the
internship;

(3) completing the preceptor section of a Utah Pharmacy Intern Experience

Affidavit found in the application packet at the conclusion of the preceptor/intern
relationship regardless of the time or circumstances under which that relationship is
concluded; and

(4) being responsible for the intern's actions related to the practice of pharmacy
while practicing as a pharmacy intern under supervision.




58-17b-623. Disposal of unused prescription drugs.

(H A pharmacy may accept unused prescription drugs for disposal in
accordance with administrative rules adopted by the division.

(2) The division shall adopt administrative rules regarding a pharmacy
accepting unused prescription drugs for disposal as permitted by federal
law and regulation relating to the disposal of unused prescription drugs.

R156-37-606. Dispesal of Controlled Substances.

(1) Any disposal of controlled substances by licensees shall:

(a) be consistent with the provisions of 1307.21 of the Code of Federal
Regulations; or

(b) require the authorization of the Division after submission to the Division to
the attention of Chief Investigator of a detailed listing of the controlled substances and
the quantity of each. Disposal shall be conducted in the presence of one of its
investigators or a Division authorized agent as is specifically instructed by the Division in
its written authorization.

(2) Records of disposal of controlled substances shall be maintained and made
available on request to the Division or its agents for inspection for a period of five years.
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distributors for those distribution activities, and subject to the pharmacy requirements for its pharmacy activities. To obtain a DEA chemical distributor registration, a

pharmacy may complete the DEA Form 510 online at www.DEAdiversion.usdoj.gov, A paper version may be requested by writing to:

Drug Enforcement Administration
Attn: Registration Section/ODR
£.0. Box 2633

Springfield, Virginia 22152-2639

SECTION IV ~ TRANSFER OR DISPOSAL OF CONTROLLED SUBSTANCES
Transfer of Controtled Substances

A pharmacy may hire an outside firm to inventory, package, and arrange for the transfer of its controlled substances to another pharmacy, the original supplier, or the
original manufacturer. The pharmacy is responsible for the actual transfer of the controlied substances and for the accuracy of the inventory and records. The records

involving the transfer of controfled substances must be kept readily available by the pharmacy for two years for inspection by the DEA.

To transfer schedule 11 substances, the receiving registrant must issue an official order form (DEA Form 222) or an electronic equivalent to the registrant transferring
the drugs. The transfer of schedules 1I1-V controiled substances must be documented in writing to show the drug name, dosage form, strength, quantity, and date
transferred. The document must include the names, addresses, and DEA registration numbers of the parties involved in the transfer of the controlled substances.

Transfer to a Pharmacy

If a pharmacy goes out of business or is acquired by a new pharmacy, it may transfer the controlled substances to another pharmacy. On the day the controlied
substances are transferred, a complete inventory must be taken which documents the drug name, dosage form, strength, quantity, and date transferred. In addition,
DEA Form 222 or the electronic equivalent must be prepared to document the transfer of schedule 11 controlled substances. This inventory will serve as the final
inventory for the registrant going out of business and transferring the controlled substances, It will aiso serve as the initial inventory for the registrant acquiring the
controlled substances. A copy of the inventory must be included in the records of each pharmacy. If is not necessary to send a copy of the inventory to the DEA, The

pharmacy acquiring the controlled substances must maintain all records involved in the transfer of the controlled substances for two years.

Transfer to the Original Supplier or Original Manufacturer

Any pharmacy may transfer controlled substances to the original supplier or the original manufacturer that is appropriately registered with the DEA. The pharmacist

must maintain a written record showing:
1. The date of the transaction.
2. The name, strength, dosage form, and quantity of the controlled substance.
3. The supplier or manufacturer’s name, address, and registration number.

The DEA Form 222 or the electronic equivalent will be the official record for the transfer of schedule I controlled substances.

Disposal of Controlled Substances

A pharmacy may transfer controlled substances to a DEA registered reverse distributor who handles the disposal of controlled substances. The pharmacy should
contact the local DEA Diversion Field Office (Appendix K} for an updated list of DEA registered reverse distributors. In no case should drugs be forwarded to the DEA
unless the registrant has received prior approval from the DEA. The DEA procedures established for the disposal of controlled substances must not be construed as

altering in any way the state laws or regulations for the disposal of controlled substances,

Reverse Distributors Authorized to Dispose Controlled Substances

A pharimacy may forward controlled substances to a DEA registered reverse distributor who handles the disposat of controiled substances. When a pharmacy transfers
schedule I1 controlled substances to a reverse distributor for destruction, the reverse distributor must issue an official order form (DEA Form 222} or the electronic
equivalent to the pharmacy. When schedules III-V controlled substances are transferred to a reverse distributor for destruction, the pharmacy must maintain a record
of distribution that lists the drug name, dosage form, strength, quantity, and date transferred. The DEA registered reverse distributor who will destroy the controtied
substances is responsible for submitting a DEA Form 41 (Registrants Inventory of Drugs Surrendered) to the DEA when the controlled substances have been

destroyed. A DEA Form 41 should not be used to record the transfer of controlled substances between the pharmacy and the reverse distributor disposing of the

drugs.
A paper version of the DEA Form 41 may be requested by writing to:

Drug Enforcement Administration

Attn: Registration Section/ODR i s -

£.O. Box 2639
Springfield, Virginia 22152-263%9

Disposal of Controlled Substances by Persons Not Registered with DEA

_

On January 21, 2009, DEA published in the Federal Register an Advance Notice of Proposed Rulemaking (ANPRM), Disposal of Controlled Substances by Persons
Not Registered with the Drug Enforcement Administration, This ANPRM sought comments on how to address the issue of disposal of dispensed controlied
substances hetd by DEA nonregistrants {i.e., ultimate users, long term care facilities), DEA was interested in the possible options that would enable nonregistrants to
dispose of unwanted controlled substances, while also protecting public health and public safety, and minimizing the possibility of diversion. The public comment

period for this ANPRM ended on March 23, 2009,
SECTION V ~ SECURITY REQUIREMENTS
Requests for Employment Waivers for Certain Pharmacy Employees

Under 21 C.F.R. § 1301.76(2), a registrant must not employ in a position which allows access to controlled substances any person who has been convicted of a
felony relating to controlled substances, or who, at any time, has had an application for DEA registration denied, revoked, or surrendered for cause, "For cause” means
surrendering a registration in lieu of, or as a consequence of, any federal or state administrative, civil, or criminal action resulting from an investigation of the

individual’s handling of controlled substances.

Howaver, 21 C.F.R. § 1307.03 does permit registrants desiring to employ an individual who meets this definition to request an exception to this requirement. The
employer must have a waiver approved befare allowing such an employee or prospective employee to have access to controlled substances. A waiver request should

be sent by the employer to the following address:

Drug Enforcement Administration
Attn:  Administrator

8701 Morrissette Drive
Springfield, Virginia 22152

A regstrant that applies for such a waiver should understand that the following factors will be considered by the DEA in the approval process and should provide
details relevant to each factor 85 part of the waiver request submitted, since a waiver will not be considered unless there are valid reasons to believe that diversion is

unlikely to occur:
1. A detailed description of the nature and extent of the individual’s past controlled substances violations, including alf pertinent docurmentation;
2. Current status of the individual’s state licensure;

3. Extent of individual’s proposed access to controlled substances. “Access” is not limited to only physical access to controlled substances, but includes any

nfluence over the handling of controlled substances;
4. Registrant’s proposed physical and professional safeguards to prevent diversion by the indwiduat;

http://www.deadiversion.usdoj.gov/pubs/manuals/pharm?2/pharm_manual htm
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R156-17b-614a. Operating Standards - Operating Standards, Class A
and B Pharmacy.

(1) In accordance with Subsection 58-17b-601(1), standards for the
operations for a Class A and Class B pharmacy include:

~ (a) shall be well lighted, well ventilated, clean and sanitary;

- (b) the dispensing area, if any, shall have a sink with hot and cold
culinary water separate and apart from any restroom facilities. This does not
apply to clean rooms where sterile products are prepared. Clean rooms
should not have sinks or floor drains that expose the area to an open sewer.
All required equipment shall be clean and in good operating condition,;

- (c) be equipped to permit the orderly storage of prescription drugs
and durable medical equipment in a manner to permit clear identification,
separation and easy retrieval of products and an environment necessary to
maintain the integrity of the product inventory;

(d) be equipped to permit practice within the standards and ethics of
the profession as dictated by the usual and ordinary scope of practice to be
conducted within that facility;

(e) be stocked with the quality and quantity of product necessary for
the facility to meet its scope of practice in a manner consistent with the
public health, safety and welfare; and o -

(f) be equipped with a security system to permit detection of entry at
all times when the facility is closed.




R156-17b-614a. Operating Standards - Operating Standards, Class A and B
Pharmacy.

(5) The facility shall post the license of the facility and the license or a copy of the

-

empleyed]currently practices in the facility, but may not post the license of any
pharmacist, pharmacy intern or pharmacy technician not [actuatly-employed|currently
practicing in the facility.




