
Tuesday,Februaryl7,2015

TaskForce

Agendaminutes

Meetingbegan7:00AM

-FOU

･LettertoUtahdelegatessentoutJanl2th,2015.

oOutsourcingpharmaciescancompoundFOU.

-FDAadvisoryboard.

･Meetinghasbeenset(2/23-2/24).Boardmembershavebeenselected.Therewill
beawebinaroraudiofilesavailable.

oTheboardmemberschosenareadiversegrouprepresentingthevarious

compoundingnelds.

-PrescriberRxPads/Blanks

･DOPLwasgoingtodiscussandprovidefeedbackbutrecentissuesdelayedtheir

presentation.Howevertheyansweredseveralquestions.Therecannotbe

controlledsubstancesonpad.Thepatientmustbegiventherighttochoosethe

phannacy.ThismustbedocumentedontheblandRxpadwithlanguagereads

similarto!IPatienthastherighttochoosewheretocompoundRx.'!ltisalso

allowabletolistafewpharmacieswhereaRxmaybecompounded.

･Therewasdiscussionaboutwhethercontrolledsubstancescanbeallowedtobe

printedonRxpad.KobythinkstheDEAwon'tallowcontrolledsubstances

regardlesswhomakes/printsthem.

･Discussionabouttheindicationsoflistofcompounds・Accordingtocourtcase

(Dean)youareallowedtoputclaimsonrxpad.

-SampleLabel/BatchedLabeling

･NickCoxpresentedonthistopic.Seeattachment.
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Tuesday,Februaryl7,2015

･DOPL-lfyouarecompoundinginotherstatesorsendingcompoundstoother

statesyoumustbeincompliancewithotherstate(s)guidelines.Utahinvestigators

willinvestigateuponrequestofotherstateagencies.

oChristineJacobsonmademotiontochangedraftedlanguagetopharmacypractice
R156-17bsection614asectionF:

-Strikef)(viandx)

-i.Toberevisedtoi'acompletelistofactiveingredients"

-v.Toberevisedto''name''

･SecondedbyJenniferJeppsen

･Unanimousapproval

-Domperidone

･PerdiscussiontheboardwasadvisedbyTripHoffmanandDOPLthat

domperidonecanonlybecompoundedundercertaincircumstances.ltcanonlybe

usedfOrprescriberswhohaveINDandonlyfOrgastropareisis.ltwasaskedthat

emailsbesenttoTripandhewillmakerecommendationstotheboardofpharmacy
aboutwhatactionsthetaskfOrcefeeIsDOPLshouldtakeatthistime.

DomperidoneiscurrentlyinlinetobeconsideredbyFDAfOrinclusiononFDA's

approvedcompoundingingredients.USPisalsoinprocessofwritingamonograph

fOrdomperidone.lfeitheroftheseactionstakeplacethenitwillbecomecompliant

withFDAregulationsandapprovedcompoundingingredient.

-Inspections.
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･ThereisainspectionlistonhowtopreparefOrinspectionsonDOPLwebsite.

Thereisanewsle廿erthatDOPLwillsendouttoeducatepharmaciesonprocess

andhowtoprepare・ltwillalsolistcommonviolations.DOPLinvestigatorssaid

currentlytheyseepharmaciesinviolationofcompoundingingredientsstoredon

thenoor.KobyupdatedtaskfOrceonpharmaciesinStGeorgeaboutrecent

inspections・Oneofhismainconcernswarregardingquestionland2of

inspectionfromwhichstates''AreyouincompliancewithUSP795''.No

pharmaciesinUtaharecompliantwithUSP795becauseoneviolationresultsin
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noncompliance.HewouldliketoseeDOPLnotaskpharmacieswhethertheyare

compliant.DOPLinvestigatorsagree.

-JacobCorsimadeamotiontostrikequestionland2ofinspectionfOrmusedby

DOPLinvestigators.

-SecondbyDeanJolley

-Unanimousagreement.

-USP800

･Canmakesuggestionsuntil5/31/15andthereisawebinarFeb20th.

-USP795-797meetinginD.C.ThereispossiblefundingfOrpharmacists,technicians,

andinternsfromDOPLtoattendmeeting.

-ClassBConcerns-inspectionfOrms.

･DOPLisconsideringrevisingforms.

･SetupeducationmeetingbeMeenDOPLandseveralclassBpharmacies・Kavish

Choudarytorunpoint.

-Meetingadjourned8:50
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January8,2015

StateofUtall

UtahBoardofPhannacy

CompoundingTaskForce

TYleHonorableOITinG・Hatch

104HartBuilding
UmtedStatesSenate

Washington,D.C､20510

Re:MamtainingUtahPatientAccesstoCompoundedDrugs

DearSenatorHatch:

TheUtahCompomdingTaskForceonbehalfoftheUtahStateBoardofPharmacywouldliketo
bringanimportantissuetoyourattemionthatisaffectingourhealthcarehereinUtah.'IYlis
issue,associatedwiththeDmgQualityandSecurityAct(DQSA)HR3204signedintolawin
November2013,isimpactingourmedicalandphannacycommunitiesaswellasindividual
patiems.

AsaresultofthetragicevemshomtheaftermathoftheNewEnglandCompoundingCemer
(NECC),theregulationofprescriptiondrugcompoundmghasbeenundergoingdrasticchanges
toensurethisdoesnothappenagain.TheDQSAintroducesincreasedoversightandtighter
regulation,whichweapplaud・Ourpoimofcomemonpertainsto"o"-sie"ノecompounded
productsprovidedbyapharmacytoapractitioner'sofficefbr66officeuseonly.''Specifically,
DQSAIHR3204prohibitr<fbrofficeuse''compoundinganddelmeatesthatanycompounded
dmgproductpreparedanddispensedwithoutaprescriptionfbranidemifiedindiviualpatiemis
adulteratedandmisbranded.

Thepracticeof"o"-s"ガノecompoundingfbr66officeuseonly''occurswhenapractitionerorders
non-sterilecompoundedmedicationsthatarenotconnnerciallyavailable,toadmmstertotheir
patiemsintheoffice.Ithasbeenacommonpracticeamongcompoundmgphannaciesfbr
decades.Theseproductsareutilizedbyallpracticesinthemedicalfield,butdennatological,
dentalandcriticalcaresitesarefIndmgthenewregulationsmostrestrictivetotheirdaily
practices.

Someexamplesof"o"-sie"/ec6fbrofficeuseonly''compoundsthatarenowprohibitedare
topicalagemssuchascantharidmplus,Dimtrocmorobenzene,andtricmoraceticacidsolutions
thatdennatologistsuseeveryday;ornumbmgagentsthatcontaintetracaine,lidocaine,and
prilocaineusedbythatdemistsonpatiems;orlidocaine,epinephrine,andtetracaine(LET)gels
thatcriticalcaresitesdependonfbrnumnbingandstitchingwounds・TheSemedicationsareonen
necessarytoadmmsterincriticalemergencysimationstobettertreatpatiems・Insomecases,
theprescribingpractitionermaywanttocarefUllymonitorapatiemafteradministrationfbr
potentialsideeffects.Additionally,alltoooften,manufacturedmedicationslhatneedtobeused
intheofficeareinshortsupplyandthuscanonlybecompounded・Tobeclear,thes花γ"e
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productscompoundedbytheNECCwereextremelycomplexintrathecalcorticosteroid.We〃ﾉe
injections.Necessaryactionstoensureappropriatesafetymeasuresweredelayeduntilitwastoo
late.

The"o"-s花〃ﾉemedicationswearereferringtoarevastlydifferemthanthes花〃/emedications

producedatNECC・ハノb"－8花〃/eproductssuchastopicalcreamsandointmemsposemmmal
riskwhencomparedtosreriﾉeproducts.

Therearetwomainpoimsthatareproblematicwiththisnewregulation.First,astheevems
wereunfoldingwiththeDQSA,numeroustmescompoundmgstakeholdersandseveral
professionalphannacyorgamzationsweretoldtraditionalcompoundmg,whichmcluded66office
useonly"compounding,wouldnotbeaffectedandwouldremainunderstateregulation.
Ultimately,thiswasnotthecase.

Second,theUtahStateBoardofPhamlacyandtheUtahDepartmemofCommerce,Divisionof

OccupationalandProfessionalLicensmg(DOPL)drafiedrulestoaddressconcemsregarding
"officeuseonly''compounding・AfiertheU1ahLegislaturepassedS.B､77in2014thatallowed
'iofficeuseonly''compoundmg,Utahwaspreparedtoimplememtheserules.Unfortunately,
upon伽therinquilyoftheFDAandtheUtahOfficeofAttomeyGeneral,DOPLdetermmed
undertheDQSAandtheFederalDrugCosmeticAct(FDCA),Utahcompoundingphannacies
areprohibitedfifom"officeuseonly"sie"ﾉeand"o"-s花万ﾉecompounding.Asaresult,DOPL
proposedarulethatcompliedwiththefederallaw.

PractitionersinUtaharefifustratedthattheyareunabletoobtain"o"-s花河/emedicationsthat

theypreviouslycouldcompoundandhaveusedsafelyfbrmanyyears.DQSAhasdrastically
changedtheirpracticeandthewaytheyprovidetreatmemtotheirpatiems・WhiletheFDAdoes
allowpractitionerstoobtainG6fbrofficeuse''medicationsfromthe40outsourcingfacilities
acrossthecountrywhichareregulatedbytheFDA,thereisnosuchfacilityinUtah・Evenifthis
werenotthecase,thepracticeofoutsourcinghasmultipleissueswhichareofconcern.These
includeoutsourcingfacilitiesthatarerelativelynewandpractitionersarenot伽niliarwithUlem
ortheirstandardsofsafety.haddition,practitionersarefindingitverydifficulttogetnecessary
"o"-sier"eproductsatoutsourcingfacilities,sinceoutsourcingfacilitiesprimarilyproduce
Sre7"eproducts・Mostimportantly,thereisnoevidencetoshowimprovedsafetywith"o"-
s"”ﾉemedicationsobtainedatomsoul℃ingfacilitiescomparedtothosecompoundedby
traditionalcompoundingphamlaciesG6fbrofficeuse.，，

Notallowing66fbrofficeuse''compoundingalsodemescommercetoUtahbusmesses.TYle
DQSAisdenymgthepractitionertherighttomakethebestmedicaldecisionsfbrtheirpatiems
byprevemingthemaccesstothecorrectmedicationsaswellasaccessastothebestplaceto
receivedlemedications.

Wehavetwo加portantohjectivestoaccomplish.First,therewillbenewfederallegislative
initiativesfbrthcommgm2015tocorrectthisissuewihntheDQSA.WewanttoeXpressour
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concemsathstmesoyouareawareandinfonnedofthedesiresandconcernsofyourUtah
stakeholders.

Second,wewouldliketoemertainanyquestionsyoumayhaveandwouldbehappytomeetfbr
filrtherdiscussionatyomconvenience,toincludeallslakeholdersyouseefit,andwithinafbrum
thatwouldbestmeetsyourneeds・YoumaycontactDr.TripHofrman,ChairOftheUtah
COmpoundingTaskForce,withanyqueS伽ns.Dr･Hormancanbereachedat
trip@universitypharmacy.com.

WearetrulyconcernedabomthedeleteriouseffectsofhsnewregulationonourState.We
wouldliketosee"o"-s彫廊ﾉe6Gfbrofficeuse''compoundmgresumeinUtahearlyhsyear.We

stronglybelievethatnotonlyisthisasafeandeffectivepracticeintheStateofUtah,butto
cominuetodenythepracticewillhaveasiglificantdetrimentalimpactonpatiems.Wewould
valueyourhelpandguidancembringinghspracticebackintherealmsoftraditional
compoundersinUtahandallowingourpractitionerstochoosetheappropriatemedicationsto
besttreattheirpatiems.

Sincerely,

U1ahCompoundingTaskForceCommittee

UtahBoardofPharmacy
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DraftedLanguagetobeAddedto:
PharmaCyPracticeActRule-R156-17b

Section:614a(OperatingStandands-GeneralOperatingStandards,ClassAandBPharmacy)

(3)Eacilitiesepgagedmsimple,moderateorcomplexnon-sterileoranylevelofsterilecompoundmgactivitiesshallbe
1℃q"dtomaintainprQperrecordsandproceduremanualsandestablishqualityconniolmeasmesto~ensurestability,
equivalencywhereapplicableandsterility・TYlefbllowmgrequirementsShallbemet:
a)shallfblloVUSPNFChapter795,compoundingofnon-sterilepreparations,andUSP-NFChapter797if
compoundingsterilepreparations;
b)maycompoundmanticipationofreceivmgprescriptionsmlmitedamounts;
c)bulkactiveingedientsshall:

beprocuredhPomafacilityregistel℃dwiththefederalFoodandDmgAdministration;and1．

ii.notbelistedonthefederalFoodandDrugAdministrationlistofdrugproductswithdrawnorremove(

､職繍蕊蝋職窒聯職臺蕊騨騨

shallfblloVUSPNFChapter795,compoundingofnon-sterilepreparations,andUSP-NFChapter797if
compoundingsterilepreparations;
maycompoundmanticipationofreceivmgprescriptionsmlmitedamounts;
bulkactiveingedientsshall:

beprocuredhPomafacilityregistel℃dwiththefederalFoodandDmgAdministration;and1．

ii.notbelistedonthefederalFoodandDrugAdministrationlistofdrugproductswithdrawnorremoved11．notbelistedonthefederalFoodandDrugAdministrationlistofdmgproductswithdrawnorremoved廿om
themarketfbrreasonsofsafetyoreffectiveness;

amasterworksheetsheetshallbedevelopedandapprovedl乃ﾉapharmacistfbreachbatchofsterileornon-sterile
phannaceuticalstobeprepared・Onceapproved,aduplicateofthemasterworksheetsheetshallbeusedasthe
preparationworksheetsheethomwhicheachbatchispreparedandonwhichalldocumemationfbrthatbatchoccurs.
Themasterworksheetsheetshallcontainataminimum:

1． thefbnnula;
●｡

11． thecomponents;
●｡●

111． thecompoundmgdirections;
●

1V.＃缶samplelabeUnfbmationthatcontams.madditiontOlegaUyrequiredmfbmation::

＄
●
●

Ａ
Ｂ
Ｃ

】巳an⑥【 J笹UI 111

B.assignedbeyond-use-date:
StoraReconditions:and

D・prescliptionorcomolnumber:

v.evaluationandtestmgrequh℃ments;
vi.sterilizationmethods,ifapplicable;
vii.specificequipmemusedduringpreparationsuchasspecificcompoundingdevice;and
v111.storagerequirements;

e)apreparam"olkSheetsheetfbreachbatchofsterileornon-sterilephannaceuticalsshalldocumentthefbllowing
idemityofallsolutionsandingredientsandtheil･correspondingamounts,concentrations,orvolumes;1．

ii.manumcnu℃rlotnumberfbreachcomponent;
iii.componemmanufacturerorsuitableidemi6ﾉmgnumber;
iv.contamerspecifications(e.g.syringe,pumpcassette);
v.uniquelotorcontIolnumberassigledtobatch;
beyondusedateofbatchpreparedproducts;V1．

●*

V11． dateofpreparation;

viii.name,mitialsoreleclronicsignatureofthepersonorpersonsmvolvedinthepreparation;
ix.names,mitialsorelecn･onicsignatureoftheresponsiblephannacist;
x、end-productevaluationandtestmgspecifications,ifapplicable;and
xi.comparisonofacmalyieldtoanticipatedyield,whenappropriate;

● ●

●●

a丑-配母田琶eeleHそ丑a田e…e…誌毎e妊鐸B霊詫ef ツ

撹言巳a識i等号
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毒…詮e母…e鍔顕旧

V1．

0 X･eparationscompoundedinexcessmanticipationofaprescriptionpriortoreceivmgavalidprescriptionshallbe一~
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batchorlotnumb"
●●

V11．
●句●

V111.
G
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eqneVOnOuSeqale･DaSeqOnpuD皿an槌uu団n画UrnpIU

anm℃DriateancillarVinstmCtiOnS.SuChaSstOraReinsmlCtid"6rCandonarVstatememS・hCludmgcytotoxic
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AllbrescriptionlabelsfbrcompoundedSterileandnonsterilemedicatiOnsWhendiSbensedtOithenltima"useroragem
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g)
shallbearataminimUmmadditiontowhatisiequiredmUCA58-17b-602
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allaCtivesolutionandaCtiveingrediemnames.amounts.strengths､andcOnCal廿ationsUnlesstheproductis1V．

anmbavenous797sterilecompCundedbroduct6WhichShallbearansOlUtionandin"edientnamesamountg

迦山旦型dco旦些璽幽皿皇辿迦liE坐1塁一
V． g幽墾型d
rfcThisisacompoundedpreparation"Shallbemdicated.Ⅵ、

thebeyondusedateassignedshallbebasedonculTemlyavailabledrugstabilitymfblmationandsterility
considerationsorappropriatem-houseorcontractservicestabilitytestmg;
a.sourcesofdrugstabilitymfbnnationshallincludethefbllowmg:
i.refefencesCanbefbundmTrissel's''HandbookonImectableDrugs",17thEdition,October31,
2012;

ii．manufaturerreconnnendations;and

lll・reliable,publishedresearch;
b・whenmterpretmgpublisheddmgstabilityinfbmation,thepharmacistshallconsiderallaspectsofthefinal
sterileproductbemgpreparedsuchasdrugreservoir,dnlgconcentraationandstorageconditions;and
c.methodsfbrestablishingbeyondusedatesshallbedocumented;and
thereshallbeadocumented,ongomgqualitycontrolprogamthatmonitorsandevaluatespersonnelpeIfbnnance,
equipmentandfacilitiesthatfbllowstheUSP-NFChapters795and797standards.

g)

h)

USP31-NF26COO8)

Chapter:<1075>GoodCompoundingPractices
Section:Labeling

l.Thecompounder'spl℃parationlabelshouldcontaininfbnnationrequiredbystateandfederallawandacceptedstandards
ofpractice.[NOTES､a)Thecompoundershallusetheestablishednameordistmctconnnonname(cannotusethe
trademarkednameofamanufacturedproduct).(b)Thecompoundercannotindicatethatthecompoundedproductis
therapeuticallyequivalenttoamanufacturedproduct.(c)nlelabelshouldstatethatthisisacompoundedpreparation.(d)
ThecompoundershallnotuseanNDCnumberassignedtoanotherproduct.]
2.Thecompoundershalllabelanyexcesscompoundedproductssoastoreferencethemtothefbnnulaused,theassigned
controlnumber,andbeyond-usedatebasedonthecomPounder'sappropriatetestmg,publisheddata,orUS圧ⅣF
gtandards.

3.PreParationscompOundedinanticipationofaprescriptionpriortoreceiVingavalidimeSCriPtionShoUldnotbeprepaJもdin
anmordinalBamount・AregUlarlynSedamoumshoUldbepreparedonthebasisofahiStmyofprescriptionsfilledbythe
Phaxmacy.TheSepreparationsshOuldbelabeledordoCumentationrefbrencedWiththefbnOWing:
a・Acomple"listofmgredientsorpreparationnameandreferenceOrestabnShednameordis血ctcommon
、囲me

b"DOsagefbrm
c.SETength
dPrepaXationda
e・NameandaddressofcompounderNameandaddreSSQfcompounder
腿:,恩遜固cti廟e磁龍魂四曲

g･、BatChorlOtnUmber
hASsignedbeyond-usedate,basedonpUblisheddata,OrapprOPriatetesting,orUgP-WFstandards.
StOrageconditionSfbrthesepreparationSShouldbediCtated町血eircOmPositiOnandsterility,eg.,stor℃dm
aclean,dlyPlaCeunderaPprOpriatetemperatureconditions(cOmOnedrOOmtemperatUre,refigerator,or
feezer.)

4．ThecompoundershouldexammethepreparationfbrcoITectlabelmganercompletionofthecompoundmgprocess.
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PerRickSchnatz,PharmD,Manager-USPHealthcareQualityStandardsandCompounding
。6｡Chapter<1075>wasomittedhomUSPstartmgMayl,2011.Itnolongerexists.''
(Telephoneconversationon2/2/15)

ExcerptsfromUSP38-NF33(tobecomeofficialonMayl,2015)
・Chapter:<797>Section:Introduction

o･6Sterilecompoundmgdiffers廿omnonsterilecompoundmg(seeGoodCompoundingPractices<1075>)…”
・Chapter:<1160>Section:Introduction

o@GThepurposeofthischapteristoprovidegeneralmfbnnationtoguideandassistphannaicstsmperfbnnmg
thenecessalycalculationswhenpreparingorcompoundmganyphannaceuticalarticle(see…Good
CompoundingPractices<1075>)orwhensimplydispensingprescriptions."
○CGSeeUSPgeneralchapters...GoodCompoundingPractices<1075>fbrinfbrmationonspecific
mstruments.''

PerRickSchnatz,PharmD,Manager-USPHealthcareQualityStandardSandCompounding
。GGIwasnotawareofanyreferencesto<1075>mthecun･entorsoOntobepublishedversionsofUSP-NF.Any
refeI℃ncesarelikelyamistake.''
(Telephoneconversationon2/2/15)

PerRickSchnatz,PharmD,Manager-USPHealthcareQualityStandardsandCOmpounding
・SCHNATZ:$CInregardstothelabelfbranticipatolycompounds,USPoHersnoguidanceonthis・However,itdoesn't

differentiatebetween"anticipatolylabel"and"patientlabel,"itjustsayslabel."

oNICK:GGSotheitemsthat<795>mdicateshouldbetheGpatientlabel'shouldalsobeontheanticipatolylabel?''

・SCHNATZ:.GT11atisonemterpretation,yes.，，

(Telephoneconversationon2/2/15)
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Domperidone-HowtoObtain
Domperidoneisnotcurrentlyalegallymarketedhumandruganditisnotapprovedfor
saleintheU.S.OnJune7,2004,FDAissuedapublicwamingthatdistributingany
domperidone-containingproductsisillegal.FDAalsoissuedanlmportAlertinstructing
FDAneldpersonneltodetainshipmentsoffinisheddrugproductsandbulkingredients
containingdomperidone,andrefuseadmissionintotheUS.FDAtookthisaction
becauseoftheconcernaboutthepotentialserioushealthrisksassociatedwiththeuse

ofdomperidonebylactatingwomentoenhancebreastmilkproduction.
Therisksofcardiacarrhythmias,cardiacar｢est,andsuddendeathouMeighany
potentialbenefitofdomperidoneinhealthylactatingwomen.inaddition,theconcurrent
useofcertaincommonlyuseddrugs,suchaserythromycin,couldraisebloodievelsof
domperidoneandfurtherincreasetheriskofseriousadversecardiacoutcomes.In

severalcountrieswheretheoralfOrmofdomperidoneismarketed,thedrug'slabeling
specificallywarnsthatnursingmothersshouldnotuseit.Furthermore,domperidoneis
excretedinbrearmilk,exposingabreastfeedinginfanttounknownrisks・However,

FDAcontinuestorecognizethattherearesomepatientswithseveregastrointestinal
motilitydisordersthataredifficulttomanagewithavailabletherapy,whomaybenefit
fromdomperidoneandinwhomdomperidone'spotentialbenefitsouMeighitsrisks.
Whiletherearecur｢entlynopharmaciesthatareauthorizedtocompounddomperidone
undertheExpandedAccessprogram,domperidonemaybeobtainedundercertain
circumstances,asdescribedbelow.

SubmitanIND

Patientsl2yearsofageandolderwithceItaingastrointestinaI(GI)conditionsmaybe
abletoreceivetreatmentwithdomperidonethroughanexpandedaccessinvestigational
newdrugapplication(IND).Theseconditionsincludegastroesophagealrefluxdisease
withupperGIsymptoms,gastroparesis,andchronicconstipation.Patientswhoare
eligibletoreceivedomperidonehavegenerallyfailedstandardtherapies..Expanded
accessINDsfacilitateaccesstoinvestigationaldrugs(suchasdomperidone)for
patientswithseriousdiseasesorconditionsfOrwhichthereisnocomparabieor
satisfactoryalternativetherapytodiagnose,monitor,ortreatthepatient'sdiseaseor
condition.lnadditiontootherapplicablerequirements,anINDmustbeineffectpriorto
theimportation,interstateshipment,andadministrationofdomperidone.

ContactUs

PhysiciansinterestedinsubmittinganexpandedaccessINDfOrdomperidonecan
obtainmoreinfOrmationbycontactingDDI(below)torequesttheDomperidonePacket
whichcontainstherequiredfOrms,instructions,andanswerstomostquestions.
DivisionofDruglnfOrmation(DDI):
tollfreeat(855)543-3784or(301)796-3400

email:druginfb@fda.hhs.gov



EQUIDONE(domperidone)Gel-Pharmacy
Professionals

December3,2010

DearPharmacyProfessional:
TheU.S.FoodandDrugAdministration(FDA)recentlyapprovedEQUIDONE
(domperidone)GelfOrthepreventionoffescuetoxicosisinpregnantmares.Fescue
toxicosisisassociatedwithreproductiveproblemsinboththemareandherfOalaround
thetimeofbirth・Amareat-riskfOrfescuetoxicosisistreatedwithEQUIDONEGelonce

dailystartinglOtol5daysbelbreherexpectedduedate.Shemaycontinuetobe
treatedupto5daysaftergivingbilth・Pleaseseetheapprovalannouncement
athttp://Www.fda.gov/AnimalVeterinarv/NewsEvents/CVMUpdates/Ucm235719.htm.

EQUIDONEGel,distributedbyDechraVeterinaryProducts,isavailableintheUnited
Statesasanoralgel.Thegelcomesindisposable25ccsyringesthatcanbeusedfOr
multipledoses.~rherrengthisllOmgdomperidoneperccofgel.EQUIDONEGelis
theonlyFDA-approvedanimaldrugthatcontainsdomperidoneastheactiveingredient.
NowthatEQUIDONEGelisapprovedandavailablefOrveterinaryuseintheUnited
States,domperidoneshouldnotbeimpoltedfromothercountriesorcompoundedfrom
bulk.

EachFDA-approvedanimaldruggoesthrougharigorousevaluationprocess.BefOre
thedrugisapproved,itisclinicallytestedfOrsafetyandeffectivenessinthetarget
animalspecies・FDAalsothoroughlyinspectsandevaluatestheadequacyofthe
manufacturingprocesstomakesurethedrug'sidentity,strength,quality,andpurityare
preserved.FDAcontinuestomonitorthedrug'squalityandsabtyafteritisapproved.

AnanimaldrugthatiscompoundedfrombulkdrugingredientsisnotFDA-approved.
Thesafetyandeffectivenessofthecompoundeddrug,aswellastheadequacyofthe
manufacturingprocess,havenotbeenevaluated.
TheremaybeinstanceswhereyoumaybeaskedtocompounddomperidonefOr
specincpatientsthatrequirethedruginstrengthsorfOrmsthatarenotofferedby
EQUIDONEGel.lntheselimitedcases,domperidonecanonlybelegallycompounded

ifitisdonebyorontheorderofalicensedveterinarianwithinthepracticeofveterinary
medicine,andifFDA-approvedEQUIDONEGelisusedasthestartingmaterial.
AdditionaliequirementSandinfOrmationonlegalanimaldrugcompoundingare
availableinTitle21,CodeofFederalRegulations､Section530.13.
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Augustl2,2014

FromMarchl8,2013,toMarch22,2013,andAugust23,2013toSeptember3,2013,U､S.Foodand

DrugAdministration(FDA)investigatorsconductedinspectionsofyourfacility,TheCompoundingShop,

InC.,Iocatedat4000ParkSt.N,St.Petersburg,FL33709-4034.zInvestigatorsalsonotedthatvourfirm

continuestomakedomperidonedrugproducts,despitehavingreceivedpriorwarninEsreEardin this

0racticeinanUntitledLetterissuedonMarchl72005.andasecondletterdatedMav3

2005.DomperidoneisnotthesubiectofanapplicableUnitedStatesPharmacopeia(USP)orNational

Formularv(NF)monoRraph,norisitacomponentofanFDA-approvedhumandrugproduct,nordoes

itappearonalistdevelopedbvtheSecretarvunderseCtion503A(b)(1)(A)(i)(IIlloftheFederalFood

Drug,andCosmeticAct(FDCA)I21U.S､C､§353al.

A.CompoundedDrugsUndertheFDCA

Inaddition,undertheCPG,whendeterminingwhethertoinitiateenforcementaction,FDAconsidered

whetherafirmcompoundedfinisheddrugsfrombulkactiveingredientsthatwerenotcomponentsof

FDA-approveddrugswithoutanFDAsanctionedinvestigationalnewdrugapplication.Because

domperidonewasnotacomponentofanFDA-approvedhumandrug,yourcompoundeddrugs

containingdomperidonewouldnotqualifyfOrtheexerciseofenfOrcementdiscretionsetfOrthinthe

CPG.Further,theexemptionsprovidedbvsection503A(aldidnotapplvtocompoundeddru

.roductEcontainin domperidonebecausedomperidonewasnotthesubiectofanapplicableUSPor

NFmonograph,wasnotacomponentofanFDA-approvedhumandruRundersection503AIb)(1MA)(i

oftheFDCA,anditdidnotappearonalistofbulkdrugsubstancesdevelopedbvtheSecretarvunder

section503(b)(1)(AMi)(III

SinceFDAinspectedyourfacility,CongressenactedandthePresidentsignedintolawtheCompounding

QualityAct(CQA)(4',whichamendedFDCAsection503Abyeliminatingtheadvertisingrestrictionsthat

hadbeenthebasisfOrconflictingjudicialdecisions.TheCQAotherwiseleftsection503Aintact,andso

clarifiedthattheremainderofsection503Aisapplicableineveryfederaljudicialcircuit,includingthe

requirementofvalidprescriptionsfOrindividuallyidentifiedpatientsandtherequirementtoonly

compounddrugproductsusingbulkdrugsubstancesifeachbulkdrugsubstanceisthesubjectofan

applicableUSPorNFmoITograph,isacomponentofanFDA-approvedhumandrug,orappearsonalist

developedbytheSecretaryundersection503A(b)(1)(A)(i)(1I1).Accordingly,thedrugsyoucompound

withoutvalidprescriptionsforindividuallyidentifiedpatientsandanydrugproductsyoucompound

usingdomperidone,whichisnotthesubjectofanapplicableUSPorNFmonograph,notacomponentof

anFDA-approvedhumandrug,anddidnotappearonali､developedbytheSecretaryundersection

503A(b)(1)(A)(i)(II1),arenotentitledtotheexemptionsinsection503A.[51

inaddition,weremindyouthatthereareanumberofotherconditionsthatmustbesatisfiedto

qualifyfortheexemptionsinsection503AoftheFDCA.【61



｝

Section503AoftheFederaIFood,Drug,andCosmetic
Act

PIeasenote:Section503AhasbeenamendedbytheCompounding
QualityAct,asdescribedinSectionlO6(a)oftheAct,andthese
amendmentsarenotreflectedinthetextbelow.

<<NOTE:21USC353a.>>､､SEC.503A.PHARMACYCOMPOUNDING.

､､(a)InGenelal.--Sections501(a)(2)(B),502(f)(1),and505shallnotapplytoadrugproductifthedrugproduct

iscompoundedfOranidentifiedindividualpatientbasedontheunsolicitedreceiptofavalidprescription

orderoranO値tion,approvedbytheprescribingpractitioner,ontheprescriptionorderthatacompounded

productisnecessaryfOrtheident而edpaUent,ifthedrugproductmeeEthereqUiremenEofthissection,

andifthecompounding-

､､(1)isby--

､､(A)alicensedpharmacistinaStatelicensedphannacyoraFederalbcility,or

､､(B)alicensedphysician,ontheprescriptionoide『brsuchindividualpatientmadebyalicensedphysicianorother

licensedpractitionerauthorizedbyStatelawtopresclibedmgs;or

､､(2)(A)isbyalicensedphannacistorlicensedphysicianinlimitedquantitiesbeわretheeceiptofavalidplescription

orderbrsuchindividualpatient;and

､､(B)isbasedonahistoryofthelicensedphannacistorlicensedphysicianreceivingvalidprescriptionordersfOrthe

compoundingofthedrugpmduct,whichordershavebeengeneratedsolelywithinanestablishedElationship
beMeen--

､､(i)thelicensedphannacistorlicensedphysician;and

､､(ii)(I)suchindividualpatientbrwhomtheprescriptionorderwillbeprovided;or

､､(II)thephysicianorotherlicensedpractitionerwhowillwritesuchprescriptionorder

､､(b)CompoundedDrug.--

､､(1)Licensedphannacistandlicensedphysician.--Adrugproductmaybecompoundedundersubsection

(a)ifthelicensedphannacistorlicensedphysiciancompoundsthedrugproductusingbulkdrug

subsmnces,asdefinedinregulationsoftheSecremrypublishedatsection207.3(a)(4)oftitle21oftheCode

ofFederalRegulationsthat--

､､(I)complywiththestandaldsofanapplicableUnitedStatesPharmacopoeiaorNationalFonnulary

monogmph,ifamonogmphexists,andtheUni｡dSta"sPharmacopoeiachapteronphannacy

compounding;

､､(II)ifsuchamonoglaphdoesnotexist,aredmgsubstancesthatarecomponeneofdrugsapprovedbythe

Secletary;or[[PagelllSTAT.2329]]

＝
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､､(III)ifsuchamonographdoesnotexistandthedrugsubstanceisnotacomponentofadrugapprovedby
theSecretary,thatappearonalistdevelopedbytheSecretarythroughregulationsissuedbytheSecretary
undersubsection(d);thataremanufacturedbyanestablishmentthatisregisteredundersection510(includinga
fOreignestablishmentthatisregisteredundersection510(i));andthataleaccompaniedbyvalidcertificatesof
analysisfbreachbulkdrugsubstance;

7/2/2014-FinalGuidance

IntheFederalRegisterofApril7,1998(63FR17,011),FDAinvitedallinterestedpersonstonominate

bulkdrugsubstancesforinclusiononthelist.lntheFederaIRegisterofjanuary7,1999(64FR996),FDA

publishedaproposedrulelistingbulkdrugsubstancesthatcanbeusedinpharmacycompounding.in

theFederalRegisterofDeCember4,2013(78FR72,841),FDApublishedanoticewithdrawingthel999

proposedruleandinvitingallinterestedpersonstonominatebulkdrugsubstancesfOrinclusiononali､

ofbulkdrugsubstancesthatcanbeusedfOrcompoundingundersection503AoftheFD&CAct・Untila

bulkdrugsubstanceslistispublishedintheFederalRegisterasafinalrule,humandrugproductsshould

becompoundedusingonlybulkdrugsubstancesthatarecomponentsofdrug



http://Www.fda.gov/drugs/guidancecomplianceregulatoryinfOrmation/pharmacyco

mpounding/ucml83088.htm(lastupdated:2/5/2010)

WhatisestriolandwhyisFDAconcernedabout"BHRT"drugsthatcontainit？

Somecompounded"BHRT'drugscontainanestrogencomponentcallede:riol.Nodmgcontainingestnol
hasbeenappmvedbyFDAandthesaftyandeffectivenessofestriolisunknown.Phannaciesmaynot
compounddrugscontaininge､riolunlesstheyhaveanFDAPsanctionedinvestigationalnewdmgapplication.

FDAannouncesmeetingofPharmacy
CompoundingAdvisoryCommittee
IO1ﾉ23ﾉ15]TheU.S・FoodandDrugAdministrationissuedanoticeintheFederaIRegistertoday,
announcingthatameetingofthePharmacyCompoundingAdvisoryCommitteewilltakeplaceon
February23-24,2015.

Thecommitteeprovidesadviceonscientific,technical,andmedicalissuesconcerningdrugcompounding
undersections503Aand503BoftheFederalFood,Drug,andCosmeticAct(FD&CAct).Duringthe
meeting,thecommitteewilldiscuss:

●

●

Thelistofbulkdrugsubrancesthatmaynotbecompoundedundertheexemptionsprovidedby
sections503Aand503BoftheFD&CActbecausethedrugproductsortheircomponentshavebeen
withdrawnorremovedfromthemarketbecausetheywerefOundtobeunsafeornoteffective.OnJuly
2,2014,FDApublishedaproposedrulethatwouldadd25drugproductstothislistandmodifythe
descriptionofonedrugpmductonthislirtoaddanexception.Thisdiscussionwillincludethe
commentsFDAreceivedontheproposedrule.

TheliofbulkdrugsubstancesthatmaybeusedfOrcompoundingundertheexemptionsprovidedby
section503AoftheFD&CAct.OnDecember4,2013andJuly2,2014,FDApublishednoticesinthe
FederalRegistersolicitingnominationsfOrthislist.Thecommitteewilldiscusssixofthenominated
substances,invitingnominatorstomakeashortpresentationsupportingeachdrugsubstance
nomination.

Interestedpersonsmaypresentdata,infOrmation,orviews,orallyorinwriting,onissuespendingbefOre
thecommittee.

。WrittensubmissionsmaybemadetothecontactpersononorbebreFebruary9,2015.

・PresentationsfromthepublicwillbescheduledatthefOllowingapproximatetimes:

February23,2015:
・10:15tolO:45am

・3:35to3:50p．m.

February24,2015:
・9:30to9:45a.m.

・11:45a．m.tol2p.m.
ThoseindividualsinterestedinmakingfOrmaloralpresentationsshouldnotifythecontactpersonto
registertospeakandtosubmitabriefstatementofthegeneralnatureoftheevidenceorargumentsthey
wishtopresent,thenamesandaddressesofproposedparticipants,andanindicationoftheapproximate
timerequestedtomaketheirpresentationonorbeforeFebruaryl2,2015.
FDArecentlyannouncedthemembershipofthePharmacyCompoundingAdvisoryCommittee,whichis
comprisedofl4members-12votingandtwonon-voting.

夕旬．a
，ル
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Youarehere:Home>USP-NF>Keylssues>Open-MicrophoneWebMe､ingfOrGeneralChapter<800>HazardousDrugs-Handling

inHealthcareSettings

open-MIcrophoneWebMeetingfOrGeneraIC"pter<890>蕊蕊zardousDr蝿s－
Ha蝿細ginHeaithcareSettings

TypeofPosting GeneralAnnouncement

PostingDatel6-Jan-2015

ExpertCommitteeCompounding

inDecember2014,theCompoundingExpertCommitteerepublishedGeneralChapter<800>duetothenatureandsignincanceofthe

commentsreceivedontheoriginalPharmacopeialForum(PF)proposal.TheGeneralChapter,whichwasoriginallypublishedinPF40(3)

[May-Jun.2014],providesstandardstoprotectpersonnelandtheenvironmentwhenhandlinghazardousdrugs.Therevisedgeneral

chapterclarifieSwordingandrefiectsnewandrevisedguidancedocumentsandrakeholderinput

患L20m:5.(2300Pm=4:0qplp
鰯篭豐繍辮鯨蝋蝋i嵯蹴観;蛮漂職駕淫鰯:：
Theagendaofthesessionwillinclude

･Anovel-viewofUSP

･BackgroundontheproposedGeneralChapter<800>

･AnoverviewoftherevisedcontentinGeneralChapter<800>

･Informationabouthowtosubmitpubliccommentsontheproposedgeneralchapter.

9譲窯皇総諸而F詞燕面扉諏珂暦緬迦鑿彗
･Anopportunityforparticipantstoaskquestionsabouttheprop

TheproposedGeneralChapter<800>isavailablefordownload.
”副互_』

y-5.璽亜麺至brua呼49f2015:Spacemaybeoben-mieroPhoneweb_meetingr_please_re曹鴎terblfyouwouldliketoparticipateinthe

limited,sopleaseregisterassoonaspossible.lfyouareunabletoparticipate,thewebmeetingwillberecordedandpostedontheUSP
Website.

http:"www.usp・org/usp-nfykey-issues/open-microphone-session-general-chaptelahazardous-drugs-handling-he...02/06/2015
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BRIEFING

<800>HazardousDrugs-HandlinginHealthcareSettings,PF40(3)[May-Jun.
2013].BasedonthepubliccommentsreceivedfOrthepmposed<agg>inPF40(3),the
USPCompoundingExpertCommitteehasdevelopedarevisedchapter.Thischapter
hasbeencreatedtoidenti"therequirementsfOrreceipt,storage,compounding,
dispensing,andadministrationofhazardousdrugs(HDs)toprotectthepatient,
healthcarepersonnel,andenvironment.Facilityrequirementsthatdifferfrom

<ZaZ>andthischapterwillbe-

LV7a〃刀aCeu"CaノCO"7DOUndinFSfe〃ﾉePreDa′召fjb

harmonizedthroughanupcomingrevisionof<Z2Z>,whichwillincludethefbllowing:

･Eliminationofthecurrentallowancein(ZaZ)fOrfacilitiesthatpreparealow
volumeofHDsthatpermitsplacementofaBiologicaISafetyCabinet(BSC)or
CompoundingAsepticContainmentlsolator(CACI)inanon-negativepressure
mom・AIIHDcompoundingmustbedoneinaseparateareadesignatedfOrHD
compounding.

･Additionofanallowancein<"Q>fOraContainmentSegregatedCompounding
Area(C-SCA),aseparate,negativepressureroomwithatleastl2airchanges
perhour(ACPH)1brusewhencompoundingHDs.Low-andmedium-riskHD
compoundedsterilepreparation(CSP)maybepreparedinaBSCor
compoundingasepticcontainmentisolator(CACI)IocatedinaC-SCA,provided
thebeyond-usedateoftheCSPdoesnotexceedl2hours.

Majorchangesfromtheproposalof<§旦旦>inPF40(3)include:

Clarifiedwordinginmanysections.
RemovedstatementconcerningnoacceptablelevelofHDs.
RevisedsectiononlistofHDs,toallowentitiestoperbrmanassessmentofrisk
fOrnon-antineoplasticdrugsandfinaldosagefOrmstodeterminealternative
containmentstrategiesand/orworkpractices.

ClarifiedthatHDsmaybeunpackedineitheraneutral/normalornegative
pressurearea.

AllowancefOreitherexternalventingorredundanthigh-efficiencyparticulateair
（胆Ea)filtrationofcontainmentprimaryengineeringcontmls(C-PECs)usedfOr
nonsterilecompounding.

●
●
●

●

●

ThepmposedchapterispostedonlineatⅥⅣⅥⅣ.usp.orq/usp-nWnotices/qeneral-chaptere

withlinenumbers.Pleaseprovidethe副〃劃『【】u騒一《】IuUS－nHnDlln【】－，．門11，厄日『一馬RUTIn【‐

linenumberscorrespondingtoyourcommentswhensubmittingcommentsto
Compou"伽7qSL@usp.o"

(CMP:J.Sun.)CorrespondenceNumber-C151881
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1．INTRODUCTIONANDSCOPE

ThiSchapterdescribespracticeandqualitystandaldsfOrhandlinghazardousdrugs
(HDs)topi℃motepatientsafety,workersaCty,andenvironmentalprotection.Handling
HDsincludes,butisnotlimitedto,thereceipt,storage,Compounding,dispensing,
administration,anddisposalofsterileandnonsterileproductsandpreparations.
ThischapterapPliestoallhealthcarepersonnelwhohandleHDpreparationsandall
entitieswhichstore,piepare,transport,oradministerHDs(e.g.,pharmacies,hospitals
andotherhealthcareinstitutions,patienttreatmentclinics,physicians'practicefacilities,
orveterinarians'offices).PersonneIwhomaypotentiallybeexposedtoHDsinclude,but
arenotlimitedto:pharmacists,pharmacytechnicians,nurses,physicians,physician
assistants,homehealthcareworkers,veterinarians,andveterinarytechnicians.
EntitiesthathandleHDsmustincorporatethestandardsinthischapterintotheir
occupationalsafetyplan.Theentity'shealthandsafetymanagementsystemmust,ata
minimum,include:

･Engineeringcontrols
｡Competentpersonnel
｡Safeworkpractices

･PmperuseofappropriatePersonaIProtectiveEquipment(PPE)
｡PoliciesfOrHDwastesegregationanddisposal

18

19

20

21

22

Thechapterisorganizedintotheibllowingmainsections:

1.lntroductionandScope
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