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InvestigationsandR esolutions
T heCollegeofP hysiciansandS urgeonsofO ntario
80 CollegeS treet
T orontoO N M 5G 2E2

File#L M /7214399

DearM s.M ueller:

R e: R eportofHeatherA rnott,Com m unityP racticeA dvisor,O ntarioCollegeofP harm acists

Iw ritethisletterinresponsetoM s.Arnott’sletterofM ay 6,2016. M s.Arnott’sm ainconcernsrelate

to:

1)“ incom pletecontainm entm easures” forcarboplatinchem o,“ w ithouttheappropriate

‘ante’ room ” ;and

2)asepticpreparationofdrugstoavoidbacterialandfungalcontam ination.

Incom pleteContainm ent:P rotectionofS taffandothersintheClinic

M s.Arnottexpressesconcernaround theprotectionofstaffand othersintheClinicarisingfrom the

preparationofcarboplatindosesintheclinic. S hegoesontodetailseverallevelsofcontrolw hichare

expectedinsuchenvironm ents,allofw hichw ecom ply w ith(totheextenttherequirem entisapplicable

toM edicor’sfacility).

M s.Arnottspeculatedduringtheinterview atM edicoronFebruary 10,2016 thatourlackofnegative

pressureintheBiologicalS afety Cabinet(BCS )room w ouldleadtocarboplatinbeingreleasedthrough

theairoutsidetheroom . Itw ascarefully explainedtoM s.Arnottthatnegativepressureisnotrequired

sincew edonotusevolatilechem otherapy drugs.

T hepurposeof“ negativepressure” istocontainvapoursreleasedfrom volatilehazardousdrugs(liquids

andaerosolsw illbecontainedinthecertifiedBS C,butvapourscanescape). T obeclear,ourprim ary

chem odrugiscarboplatinw hichisknow ntobenon-volatile,w ithrareuseofgem citabinew hichisalso

non-volatile. P leaseseeattachedcarboplatinandgem citabineM S DS w hichshow nom easurablevapour

pressureofeitherofthesedrugs.
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N evertheless,w etookM s.Arnott’sspeculativeconcernvery seriously,asitw asim pliedthatcarboplatin

couldbecirculatingthroughtheairandcouldcauseseriouscontam inationofourentireoffice,putting

staffandpatientsatrisk. T hisspeculationisrepeatedinM s.Arnott’sreport.

Inordertoconfirm thatM edicor’ssystem issafe,w eprom ptly retainedanindependentengineering

firm (EH&S ConsultingInc.)w ithspecialexpertiseandexperienceinhazardousdrugm onitoring,to

confirm thesafety ofourchem opreparation. P rolongedairsam plinginsideandoutsidetheBS C room

(com poundingroom )conductedduringandaftercarboplatinchem opreparationonFebruary 24,2016

show stheconcentrationofcarboplatinintheairtobeundetectable,establishingthatlackofnegative

pressureisnotaconcernatallasw eoriginally stated(copy ofEH&S ConsultingInc.reportdatedM arch

18,2016 isenclosed).

R egardinglackofform alanteroom atourfacility,ananteroom isalsonotrequiredforthesam e

reasonsstatedabove. BCCA P harm acy S tandardsforHazardousDrugs(N ov2008)allow stheuseof

non-negativepressureBS C room sw ithoutIS O certifiedante-room sundercertainconditions:

“ T he cleanroom orbufferroom housing the BS C m ust be an IS O Class7 environm ent
physically separated from an adjacent IS O Class7 orbetterante-area. How ever,in
facilities that prepare a low volume of hazardous drugs,the use of tw o tiersof
containm ent (exam ple:closed-system vial-transferdevice w ithin aBS C orCACIthat is
locatedinanon-negative pressure room)is acceptable”

T hisisageneralstandardreferringtoallchem os(includingvolatilechem os),andM edicorusesonly

non-volatilechem os.W eprepareaverylow volum eofchem os(typically averaginglessthan10 doses

perw eekin2016).W ealw aysuse“ closedsystem transferdevices” orCT S Ds,asM r.Arnottnoted.

T hereforew eareincom pliancew iththisBCCA guideline.Furtherm orew ehaveprovenby independent

engineeringtestingthatchem ocontainm entisuptostandard,andthereisnoriskposedtopeople

presentintheoffice. Inany event,duetotherecentexpansionofouroffice,w enow havem ovedall

non-chem orelateditem sandpersonneloutofthecurrent“ anteroom ” sothatthereisnow aform al

anteroom inplace.

Allothercom m entsrelatingtonegativepressurearethusalsonotrelevanttoourpractice.Forexam ple

BCCA P harm acy S tandardsforHazardousDrugs(N ov2008)statesthat:

“ M any HDshavesufficientvapourpressuresthatallow volatilizationatroom tem perature,therefore

shouldbestoredw ithinacontainednegativepressureroom … ”

S incew eexclusively usenon-volatilechem os,hazardousdrugsandhazardousw astedonotneed tobe

storedinanegativepressurearea.
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M s.Arnott’sreportgoesontostatethattheBS C w eareusing“ m ay notbethem ostappropriate

choice” ,andacom m entism adeabouttheBS C ventingbackintotheroom . How ever,thetypeofBS C

thatw euse(ClassII,typeA2/B3)fallsw ithintheCCO guidelines(S afeHandlingofP arenteralCytotoxics,

Apr13,2007),w hichstatethat“ A ClassIIT ypeB2 ispreferredbutT ypesA2 andB1 areacceptable

undercertainconditions” . S incew eonly usenon-volatilechem os,ourBS C isacceptableandsafe.

A septicP reparation

M s.Arnott’sreportraisedavalidconcernaboutpreparationofm esnadosesinadvanceof

adm inistration,w ithpotentialforcontam ination.M edicoralw aysuses0.2 m icronbacterialfilterson

every m esnasyringebeforeadm inistration,andsyringesarerefrigerated,w hichshouldaddressthe

concern. W ehaveneverhadanincidentofaninfectionresultingfrom ourcurrentpractice.R egardless

w ehaveacceptedM s.Arnott’sobservationand m adeim m ediatechanges,sothatm esnaisnow

prepareddaily forim m ediateuseonly.

R ecom m endationsaccepted:

W hilecertainofM s.Arnott’sobservationsareeithernotrelevanttoM edicor’scurrentpractice,certain

ofherotherobservationshavebeenreview edandim plem entedasfollow s:

1. Glovingprocedureforchem opreparationchangedtofrom innerAS T M certifiedglovesto2

layerAS T M certifiedgloves.Currentblackoutergloves(thatm eetthesafety standardsbutare

notcertified)arebeingphasedout.

2. M onthly cleaningprocedureforthecom poundingroom w illbeim plem ented,w ithlogging.

3. BS C cleaningprocedurehasbeenrevisedtoincludecom m ercial2 stagechem ocleaner(sodium

hypochloritefollow edby sodium thiosulfate),thendistilledw ater,thensterilealcohol.

4. Com poundingpicklistw illbecom putergeneratedeachw eekaccordingtothechem odoses

thataretobeadm inistered.

5. Internalhazardousdrugcom poundingauditw illbeperform ed(usingacom m ercialChem oT EQ

kitcontainingvialsoffluoresceinandultravioletlight)toensurenospillageisoccurringduring

routinecom pounding,andcom poundingtechniquew illbeadjustedifneeded.T heCollegeis

w elcom etohaveavideorecordingofthisinternalaudit.

6. M esnasyringesw illonly beprepareddaily forim m ediateuse,andw illnolongerbestored

beforeadm inistration.W ew illcontinuetousethe0.2 m icronbacterialfiltersregardless,asa

secondlayerofsafety.

7. R egardingacom poundingcourse,areview ofM edica.caw ebsiteshow sthat“ M EDIS CA isa

leadingHealthCanadaandFDA-registeredsupplierofquality pharm acy com pounding

products.” Iam notabletofindany Canadiancoursesofferedby thiscom pany tophysiciansfor
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hazardousdrughandling.Form edicaldoctors,theprincipleoflifelongself-educationisw ell-

establishedandoneIadheretozealously. Intheabsenceofanavailableform alhazardousdrug

handlingcoursethatw illacceptaphysicianstudent,Ibelievethisprincipleofself-education

shouldcontinuetoberespected by theCollegeinthecaseofm y chem o-im m unotherapy

practice.W ealsow econsiderM s.Arnott’ssuggestiontohireapharm acy techniciantotake

overthechem ocom poundingatsuchtim ethatpatientvolum eincreasessignificantly.

T hereareafew inaccuraciesorpossibly typosinthereport:

1) M s.Arnott’sreportstatesthatthechem ocom poundingroom has“ suspendedceilingtiles” .T he

BS C com pounding/BS C room actually hasaclosed/sealedpaintedceiling,nottiles.S tandard

ceilingtilesw ouldshedalargenum berofparticlesintothecom poundingroom ,andare

unacceptable.M s.Arnotthad takenphotosoftheroom duringherinspection,w hichifreview ed

again,shouldconfirm m y statem ent.

2) M s.Arnott’sreportstatesthat“ therew asnom easuringorm onitoringofdifferentialair

pressurefortheoffice,com poundingroom ,orBS C… ” W hilew edonotneedpressure

m onitoringfortheofficeorcom poundingroom forthereasonsexplainedaboveregarding

negativepressure(w edonotusevolatilechem o),theBS C doesindeedhaveapressure

differentialm onitorgauge.T hisshouldbeevidentinthephotosM s.Arnotttookofour

com poundingroom .ItisalsonotedontheBS C certificationreportsw hichw epresented toM s.

Arnott(see“ m agnehelic” pressurereadingonthereport).

3) M s.Arnott’sreportstatesthatourchem ogow nsshouldbereplacedw ithim perviousgow nsfor

handlinghazardousdrugs.Infactw edouseim perviousCovidienbrandgow nsspecifically

designedforchem otherapy.

4) M s.Arnott’sreportstatesthatIopenedthechem ocom poundingroom doorw ithagloved

hand.T hisiscorrecthow ever,Iw asw earingdoublegloves,andIrem ovedtheouterglove

beforeopeningthedoorinordertopreventpotentialcontam inationofthedoorhandle.

Insum m ary,w earepleasedthatM edicorthatdidnothaveany deficienciesw hichw ereserious,or

placedpatients/staffatriskofharm . Allreasonablecritiquesorthosesupported by therelevant

standardshavebeenacceptedandim plem ented,andourpolicies/proceduresrevisedtoensure

com pliance.

Isincerely appreciateM s.Arnott’sdetailedreport.

S incerely,

AkbarKhan,M .D.










