
CompoundingTaskForcemeeting

Attendance:

｣enniferjeppsen(Walgreens)

BryanHorne(LonePeakPharmacy)

Christine｣acobsen(WasatchPharmacy)

ShareleeMcintyre(DOPL)

jenniferHealey(DOPL)

TravisDrebing(DOPL)

CamilleFarley(DOPL)

KortDelost(MedicineShoppe)

RobSmith(RockCanyonPharmacy)

KarinCaestia(AIpineApothecary)

｣eanneBrennan(Attorney)

Deanjolley(Jolley'sCompoundingPharmacy)

｣acobCorsi(Isomeric)

RobertMuelleck(IHC)

jimRuble(UniversityofUtah)

TripHo什man(UniversityPharmacy-ChairofTaskForce)

ForOfficeUseDiscussionandUpdate:

SeeattachedMemorandumfromtheBoard

Augustl9,2014

NABPdoesnotseeanexemptioninthefederallawauthorizingindividualstatestoallowoffice

usecompounding(sterileornon-sterile).NABPwouldnotapprovelanguagethatwedraftedatthis

timebecauseofthelackofguidancefromtheFDA・So,RichObornandTripHoffmanhadaconfrence

callwiththeFDAlastThursdaytogetclarincation.TheyspokewithFDArepresentatives,janeAxelrod

andDanielleGrote,concerningournewlyadoptedrulesandtoseeifwewereontargetwiththese

rules・RichObornwasextremelysupportiveandproactivetogetapprovalofourrulesandtoget

answersregardingguidanceonFOUandtheFDA'spositiononallowingFOUcompoundingproducts.

TheFDAmadeitveryclearfromthestartoftheconversationthatatthistime503s(traditional



compoundingoftheDQSA)requiresanRXand503b(outsourcingfacilities)doesnotrequireanRX.

Thentheywentonandsaidapharmacycouldbeincompliancewithourstaterulesandregulationsbut

inessencebeinviolationofthefederallaw・Thentheywentthroughandpointedoutthevagueness

andleavingthingswideopenasinsection6ofourrules(mainlyneedstobemorestrictlimitations).

ltstillseemsIiketheFDAwillprovidemoreguidanceinthisarenaofFOUcompoundingbutwithnoset

deadlineofwhenthatmightoccur.

PerPharmacyBoardMeetingonAugust26th,theboardwantedtocheckwithotherstates(ldahoand

CoIorado),theAttorneyGeneral'sOffice,andtrytocorrespondwiththeFDAaboutapossibletime

frameofmoreFOUguidanceandanswers・Waitandseeonceagain.

DiscussedcreatingalistofmuchneededFOUitemstoprovidetheFDA・Pleasesendinalistof

compoundedFOUproductstoTrip.

USP800Update:

LIoydAIIen,fromIJPC,hasreportedwecouldpotentiallyseethisattheearliestnextspring2015and

thenwewouldhave6monthstoimplementandtobecomecompliant.Wecouldseefurtherdealyas

thecommitteeisexpectedtochangeearlynextyear・Mostlikelytherewillbeanothercommentsession

inabout3or4months・Thefirstcommentsessionended｣uly31standitwillbeinterestingtoseethe

responsesandissues.

Someofthemainissues:

Biggestisthecostassociatedwithanegativepressureroomandthelackofevidenceitisanabsoluteto

protectthepublicandcompounders.Economicsofimplementationcouldultimatelyimpactoverall

healthcarecosttoprovidecertainvitalcompoundedmedications.

Powdercontainmenthoods-Notadequatetokeepeveryonesafe？Whereistheevidencethatthisisa

problem.

USP800isverydetailedwithhandling,receiving,andgarbingpractices.ltisextremelyimportantto

protectworkersandpatientswithcontactbutitisdifficulttowrapyourheadaroundputting

progesteroneandallHRT'sinthesamecategoryofriskwithanitrogenmustardorotherchemodrugs.

Positivenote:thetrainingprogramsandthemedicalsuweillanceprogramsaretrulygreat.

**jimRubleisputtingtogetheraresearchproposaltolookattheimplementationofcompounding

guidelinesandissuesrelatedtoquality,access,andcost.

PainCreamCommitteeUpdate:

Billinginappropriateamounts,providingsampleswithoutanRX,andutilizinglO99marketersarebig

concernsfOrourindustryatthistimeanditneedstobeaddressed・DOPLwillbegintolookatcIoser



andsaidpharmaciesshouldfileacomplaintwithDOPLwithanyconcernsonthistopicifcompounding

pharmaciesarenotfOllowingtherules.

CleaningSupplylist:

PleaseprovidecleaningsupplylisttoTriptocreateamasterlistofcleaningsupplies.

DOPLInspections:

Violationsroutinelyseenuponinspections:

ExpiredcompoundedproductsontheshelfaswellasbulkchemicalmaterialsusedfOrcompounding

MasterFormulationRecordsareincomplete-samplelabelinginfOrmationinadequateand/or

incomplete.

Extendedbeyondusedating(BUD)infOrmationnotverifiedandsupportedwithpeer-reviewed

literature

BUDareextendedbeyond795and797



サノ

MEMORANDUM

To: UtahBoardofPharmacy
From:RiChardJ.Oborn,BureauManager,DOPL

Date:August26,2014
Subiect:ConsiderationofProposedStandardsforOffice-UseCompounding

ThereisaquestionofwhethertheDivisionshouldallowaphannacytosellcompounded
medicationstoapractitionerfbroffIce-usewithoutapatiem-specificprescription.SenateBill77
requiredthattheDivisionestablishstandardsinrulefbroffice-usecompounding(SeeEx"6"〃．

AttheJulyBoardmeeting,BoardmembersrecommendedthattheDivisionadoptrulesallowing
thispractice;however,sincethatmeeting,theDivisionwasinfbnnedbyrepresentativesofthe
FoodandDrugAdmimstration(FDA)thataphannacycouldcomplywiththeoffice-use

compoundingstandardsoutlinedintheUtahAdministrativeCodebutbefinedorcitedbythe
FDAfbrfailuretocomplywiththeDmgQualityandSecurityAct(DQSA).

Does"leBo"dq〃ﾙ”〃αCyF｡eco加加e"伽hα〃heDiv"o"α‘わp〃"伽"i"p"qUiaﾙph”"αCy
加'ん耐p“j"o"？

Reasonstoadopttheoffice-usecompoundingstandardsasproposedin鰍hj6〃Bincludethe
fbllowing:

●

●

●

Practiceislegalinotherstates.F1oridarecentlyadoptedarulethatallowsaphannacy
tosellcompoundedmedicationstopractitionersfbroffIce-usewithoutapatiem-specific
prescriptionundercertainconditions.Idahoisindraftingphaseofasimilarrule.

PracticeiscurrentlyhappeninginUtah.Utahphannacieshavelongsold
compoundedmedicationstopractitionersfbroffice-usewithoutapatient-specific
prescription・SB77was,passedpartlybecausepharmacistsfeltthefbnnerlawwasnot
sufficientlyclearabomwhetheritwaslegal.Theyfeltitwasnecessarytospecifyinthe
lawtheconditionsunderwhichitcouldhappenandSB77allowedthattohappen.

PracticeprOvidespatientSimmediateacceSStolife-savingmedications・Thepractice
allowsaphannacytoselltoapractitionerasmallquantityofacompoundeddrugthatis
notconnnel℃iallyavailableorthatisinshortsupply・Whenstoredinthepractitioner's
office,apractitionerispreparedimmediatelyadministerittoapatient.Thepractice
preparesaphannacyandapractitionertobettermeettheimmediateneedsofapatient.

Reasonstonotadoptthecompoundingfbrofficeusestandardsasproposedincludethe
fbllowing:

● Infbrmalguidancefh･omFDAindicatesthatitisprohibitedunlessexemption
requirementsaremet・FDAconfinnsthat,unlessapharmacyqualifiesfbran
exemptionasdefinedinfederallaw,itwillissuecitationsand/orcitationstoaphannacy
thatengagesinanysellingofcompoundedmedicationstopractitionersfbroffice-use
withoutapatientspecificprescription.Thispossibilityappliestosterileandnon-sterile



●

compounding.FDAclaimsthatbecausethefederalregulationsregardingaphannacy
sellingcompoundeddrugswithoutapatientprescriptionaremorestrictthanUtahlaw,
phannaciesmustcomplywiththefederalregulation.

NABPhasnotissuedguidanceonthisissueandhasnottakenaposition.Forthis
reason,theDivisionhasnomodellanguageffomNABPtouseasaguideinwriting
legislation.

TheDivisionrequeststhattheBoardofPhannacyrecommendwhethertoadopttheattached
standards.
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Exh肋趾A

SenateBill77



ｰ

SB77:PharmacySellingofDrugstoPractitionersfOrOfficeUse

58-17b-624・Prescriptiondrugs--SaletoapractitionerfOrofficeuse.

(1)Apharmacylicensedunderthischaptermay,suqecttorulesestablished
bythedivision,repackageorcompoundaprescriptiondrugfOrsaletoa
practitionerif:

(a)theprescriptiondrug:
(i)doesnotincludeacompoundeddrug;or
(ii)(A)includesacompoundeddrug;and

(B)isnotacontrolledsubstance;

(b)thepharmacylabelstheprescriptiondrug!ifOrofficeuseonly'';

(c)thepractitioneradministersthedrugtoapatientinthepractitioner's
officeorfacility;and

(d)thepractitionerdoesnotdispensethedrugtothepatient.

(2)Thedivisionshallestablish,inaccordancewithTitle63G,Chapter3,
UtahAdministrativeRulemakingAct,prescriptiondruglabelingandcontrol
standardsfOraprescriptiondrugthatapharmacyprovidestoa
practitionerunderthissection.



◆

〃
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R156-17b-102・Dennitions.

''Office-useadministration''meanstheprovisionandadministrationofadrugtoa
patientbyapractitionerinthepractitioner'sofficeorbythepractitionerinahealthcare
facilityortreatmentsetting,includingahospitalorambulatoryclinic.

R156-17b-624.OperatingStandards.RepackagedorCompoundedPrescription
Drugs-SaletoaPractitionerfOrOffice-UseAdministration.

InaccordancewithSection58-17b-624,aphannacymayrepackageorcompound
aprescriptiondrugfbrsaletoapractitionerfbroffIceuseadministrationincompliance
withthefbllowingstandards:

(1)Ifrepackagedorcompounded,eachdrugsoldbyaphannacytoapractitioner
fbroffice-useadministrationshallhavealabelsecurelyaf6xedtothecontainerindicating
thefbllowingminimuminfbnnation:

(a)thename,address,andtelephonenumberofthephannacy;
(b)theserial,batch,orlotnumberoftheorderasassignedbythe

phannacy;

(c)thefillingdateoftheorder;

(e)thenameoftheclinicorpractitionerorderingthedrug;
(f)thedirectionsfbruseorstorageandcamionarystatements,ifany,

whicharecontainedintheorderorareneeded;

(g)thetrade,generic,orchemicalname,amountandthestrengthof
dosagefbrm,butifmultipleingredientproductswithestablished
proprietaryornonproprietarynamesareprescribed,thoseproducts'
namesmaybeused;

(h)thebeyondusedate;

(i)ifrepackagedandnotcompounded,thestatement:'IForoffIceuse
only.Notfbrdispensingorresale.！’

O)ifcompounded,thestatement:'℃ompoundedmedicationfbroffice
useonly.Notfbrdispensingorresale.''and;

(k)ifcompounded,thenameandstrengthofthepreparationlistof
activeingredientsandstrengths.

(2)Aninventoryrecordofarepackagedorcompoundeddrugshallbekeptinthe
pharmacyincompliancewithR156-17b-605and,ifapplicable,R156-17b-614a(3).The
inventoryrecordshallincludetheorderindicating,ifapplicable,thefbnnulaandquantity
ordered.

(3)Aphannacythatcompoundsdrugsfbrofficeuseadministrationshallmaintain

alogofallcompoundeddrugsfbrofficeuseandshallmonitorfbrrecalledcomponents.
Thelogshallincludethenameofcompoundedproductsandingredients,supplier's

◆
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identification(lotnumbers),expirationdates,productpreparationdate,andnameofthe
practitionerorclinicorderingthedrugs.Ifacomponentisrecalled,thecompounding
phannacyshallnotifythepractitionerorclinicthatorderedit.Thepractitionerorclimc
isresponsibletonotifythepatiemofthereportingprocedurefbranyadversereactionor
complaintinordertofacilitatearecallofbatchesofcompoundedmedications.

(4)Controlledsubstancesshallnotbecompoundedfbrofficeuseadministration.

(5)Therepackagedorcompoundeddrugshallbeadministeredinthe
practitioner'soffice,healthcarefacility,ortreatmentsettingandnotdispensedtothe
patient.

(6)Thequantityofadrugcompoundedfbrofficeuseadministrationshallmeet
thefbllowingrequirements.

(a)

(b)

(c)

Thequantityshallnotexceedtheamountapractitioneranticipates
maybeusedinthepractitioner'sofficebefbretheexpirationdate
ofthedmg;

Thequantityshallnotexceeda90-daysupplyortheamount
necessarytoaccuratelycompoundthepreparation.A90-day
supplyshallbedetenninedbytheaveragenumberofdosageunits
administeredduringtheprevioussixmonthperiod・Ifnodosage
unitswereadministeredbythepractitionerorclinicorderingthe

compoundeddrugduringtheprevioussixmonthperiod,a90-day
supplyshallbedetenninedbytheamountreasonablyprqjectedto
beadministeredinthenext90days.

Thequantityshallnotbegreaterthananamountthepharmacyis
capableofcompoundingincompliancewithpharmaceutical
standardsfbridentity,strength,quality,andpurityofthe

compoundeddrugthatareconsistentwithUnitedStates
Phannacopoeiaguidelines.

(7)Aphannacyengagedinthesaleofsterilecompoundeddrugstopractitioners
mustcomplywith21U.S.C・Section353b,includingbeingregisteredasanoutsourcing
facility.

(8)Thecontentoffederallaw,regulation,orwrittenguidancefiomtheFederal
DrugAdministrationshallsupercedeanyprovisionofthisruleifthefederallaw,
regulation,orwrittenguidanceisfbundtobeastricterstandard.

(9)Compoundingofdrugsusedfbroffice-useadministrationshallbeperfbnned
incompliancewithapplicablesectionsofUSP-NF795andUSP-NF797.


