PRACTICE STANDARDS

SHPA Standardsof Practicefor the Provision of Oral

Chemotherapy for the Treatment of Cancer
SHPA Committee of Specialty Practice in Cancer Services
Theseguiddinesarestandards of professional practiceand not standardsprepared by SandardsAustralia. They arenot

legally binding.

These standards describe activities consistent with good
practicefor the provision of pharmacy servicesto patients
receiving ora chemotherapy for thetreatment of cancer. They
must bereadin conjunctionwith standardsof practicerelating
toclinical pharmacy, clinical oncology pharmacy services,
investigati onal medicinesandtechnical agpectsinvolvedinthe
safehandling of cytotoxicdrugsin pharmacy departments.*4

Thesegandardssupersedetheprevioudy published SHPA
guiddinesfor counselling patientsreceivingdrugsusedinthe
trestment of neopl asticdisease: apharmacigt’ sguidetoadvisory
|abel sand patientinformation

It isrecognisedthat oral chemotherapy may beused as
immunosuppressive therapy in other conditionssuch as
rheumatoidarthritisand systemiclupuserythematosus. Itis
outside the scope of these standards to make specific
recommendationsfor theseareas, however, the principlesof
thesestandards are applicabl etothetreatment of conditions
other than cancer.

INTRODUCTION

Oral chemotherapy isbeingincreasingly used asatreatment
modality for avariety of cancersand forms part of many
chemotherapy protocols. It offersadvantagesto patientsand
staff asit doesnot requireadmission to hospital and placesa
lesser burden on pharmacy and nursing staff in busy
chemotherapy recongtitutionandday units Oral chemotherapy
carriesthesamerisk asparenteral chemotherapy intermsof
toxicitiesand potential for harmfrom medication errorsdueto
thenarrow thergpeuticindex of thesedrugs Ord chemotherapy
must besubject tothesamestringent prescribingand checking
proceduresaschemotherapy administered by other routes.s’

Home-based treatment with oral chemotherapy may
continue for weeks at atime without direct professional
supervision. Theintermittent trestment thet i scharacterigtic of
cancer chemotherapy may be hard for some patients to
understand and misinterpretation of dosing carriestherisk of
seriousharm. Educationof patientsand/or primary carersabout
theuseof oral chemotherapy iscritical to patient safety.

Ora chemotherapy drugs present ahealthand safety risk
togtaff, carersand patientshandling them, althoughtheri sk of
exposureisminimal. Health and Safety guidelinesmust be
followed to minimisetherisk of exposure.

OBJECTIVES

These standards describe the minimum requirementsfor the

provision of pharmaceutical careto patientsreceiving oral

chemotherapy for thetreatment of cancer. These standards

offer guidancefor:

«  daffingrequirementsfor serviceprovisonindudingskills,
competency and resourceaccess,
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requirementsfor verifying prescriptionsand supplying

medi cation to ensure optimal therapy and to minimise

medicationerrors;

¢ hedthandsafety agpectsrd aingtothehandlingandsupply
of ora chemotherapy; and

¢ counselling and education of patientsreceiving oral

chemotherapy and/or their carers.

EXTENT AND OPERATION

This standard applies to al pharmacists providing oral
chemotherapy and targeted therapy to cancer patients. For
thepurposesof thisstandardtheterm oral chemotherapy’ is
usedtorefer toall medicineswhi chhaveantitumour activity
that areadministeredto cancer patientsviatheord route. It
shouldbenctedthat thelist of ord cytotoxicdrugsin Appendix
lisnot exhaustiveand may not includemedi cinesintroduced
intoclinical practiceafter thisstandard waspublished.

POLICIES AND PROCEDURES

Thepharmaceutica careof patientsreceiving ora chemaotherapy
for cancer includes prescription verification, dispensing and
educationof patients. Thismust becarried out by apharmacist
withtheappropriatetraining and skillsin cancer chemotherapy
asdefined by the SHPA Standardsof Practicefor theProvison
of Clinical Oncology Pharmecy Sarvices? If suchapharmacist
isnot availablethenaquaified pharmaci ¢ with competency in
chemotherapy treatment and with accessto specialist advice
relating to cancer caremust carry out thistask. Staff with
insufficient knowl edgeor experiencein cancer treatment must
not be del egated to managethe supply of oral chemotherapy.
Theusual professional requirementsof apharmacist when
dispensingprescriptionsa soapply.

Prescription Verification
Prior to digpensing aprescriptionfor oral chemotherapy it must
be screened by a pharmacist with experience in cancer
chemotherapy whowill accept responsibility for theclinical
safety of theprescription. Toensureoptimal and appropriate
treatment, al chemotherapy must beprescribedinthecontext
of areferenced protocol andideally onaspecificaly designed
chemotherapy prescriptionform. Theprescriptionsmust state
clearly for each courseof treatment, thedrug, dose, routeand
frequency of administration, intended start date, duration of
treatment, and where relevant, the intended stop date.
Pharmaci ssmust haveaccessto adocumented treatment plan
andtofull copiesof therelevant protocol . Pharmaci stsmust:
e ensurethat prescribed doses, treatment interval sand
administration details are appropriateto thepatient’s
demographics, tumour type, haematological and
biochemica profile, organ function and chosen trestment
protocol;
e verify that the maximum and cumulative doses of all
chemotherapy dosesprescribed arenot exceeded,;
e checkthat dl chemotherapy drugslisted intheprotocol
havebeen prescribedincludingthosetobeadministered
by other routes;
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e checkthat additional supportivedrugsrelevanttothe
treatment protocol have been prescribed and are
appropriatefor theprotocol, thelength of the courseand
thepatients, e.g. antiemetics, colony growth stimulating
fectors;

«  beawaredf thetoxicandthergpeuticeffectsof themedicine
andidentify interactionswithother drugs;

¢ ensurethattheappropriatemedicinesaresuppliedinan
efficient and timely manner according to the patient’ s
treatment plan; and

*  veifywiththeorigind prescriber any anomdiesidentified
duringthischecking process. Incorrect or missing details
must be corrected by the prescriber prior to dispensing.
All cancer chemotherapy must be subjectto asecond

independent check to verify all prescribing and dispensing

details. The second check mustincludeaclinica check, label
check, contentscheck and acheck to ensurethe correct number
of tabletshasbeen supplied. Pharmecistscarrying out thistask

must havethetraining and skill sin cancer chemotherapy. I

suchapharmecistisnot availablethen apharmacist or nurse

with competency inchemotherapy and with accessto speciaist
advicerelatingto cancer caremust carry out thistask.

Where apatient isadmitted to hospital andisalready
receiving oral chemotherapy theorigina prescriber must be
contactedtoverify dl detall sof thetrestmentincluding thedose,
frequency of administration, duration of trestment and, where
relevant, theintended stopdate. A documented treatment plan
andacopy of therel evant protocol must beobtai ned before
supply or administration of themedicineismade.

Quantity to Supply

Pharmaci gsshould only supply thequantity of tablets/capsules
requiresfor that cycl e of treatment. Theuse of whol e packs
may posearisk to patientsif they containmoretabletsthanare
needed for thecycle. Thedecisiontoissuewholepacks(as
opposedtotheexact quantity) must bebased onthejudgement
of pharmecistsexperienced in cytotoxic chemothergpy and may
depend onlocd policy.

If awholepackiisissued thenthefollowing label must be
added: Youwill havexxx number of tabletsremaining at
theend of thiscourse. Please return unused tabletsto your
pharmacist for destruction or for usefor your next course
of chemotherapy.

Whereahospital inpatient commencesacourseof oral
chemotherapy that will continueafter dischargefromhospital
thenthetota quantity of tablets/capsulesthe patient requires
for theentirecourseshould besupplied. Inthesecircumstances
itisappropriateto supply ora chemotherapy with directions
for outpatient use and instruct the nursing staff toreturnthe
remaining tabletsto pharmacy for inclusionin the patient
dischargemedi cation on dischargefrom hospital. If aninpatient
isreceiving oral chemotherapy at thetimeof dischargeto
completeacoursethat hascommenced asaninpatientitis
important to consider thenumber of tabl etsthe patient needs
fromthetimethepatientisduetoleavethehospitd, takinginto
account any morningor midday doses.

Where apatient isadmitted to hospital andisalready
receiving oral chemotherapy the doctor must makeadecision
astowhether thetreatment should continue. In many casesthis
may requireconsultationwiththeoriginal prescriber. Wherea
decisionismadeto continuewithtreatment thepatient’ sown
supply should beused wherever possible. Pharmacistsshould
verify thesuitability of themedicinefor useby patientsinthe
hospitd. If anew supply isrequired thequantity supplied must
be appropriatefor that course. Oral cytotoxics must not be
madeavailable asimprest or ward stock.
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Repeat prescriptionspreferably should not beissued for
oral chemotherapy dueto therisk of mis-dosing. However,
many prescribersmay usethi soptionwithinthePharmaceutical
Benefits Scheme (PBS) regulationsand thiswill depend on
local policy. Chemotherapy dosesmay change accordingto
blood results, adverse effectsand therapeutic response. If a
repeat prescriptionispresented for asecond or subsequent
course then the pharmacist must confirm with the prescriber
andpatient that there hasbeen no changetothedoseor overal
treatment sincetheorigina prescription wasissued and before
supply ismade. If treatment ischanged or stopped the patient
must bedirected to destroy any repeatsor returnthemtothe
doctor or pharmacy toavoid any inadvertent dispensing.

Labdling

Labdllingfor cytotoxic chematherapy should usegenericnames

particularly wherethereismorethan onemanufacturer for the

product. Wherelocal policy dictatestheuse of tradenamesa
referenceshouldbeincludedinthelabellingtothegenericname.

Aswell asstandardlabellingrequirementsthedirectionsonthe

label mustindude:

e clear andunambiguousdosinginstructions,; ‘ asdirected’
must never be used regardlessof thedoctor’ sinstruction
or of thepatient’ sknowledgeof thedos ng regimen;

¢ theintended period of treetment (i.e. number of days);

e datand gopdaesfor short-termorintermittent treatmernt.
(e.g.if thedrugistobetakenondays1to4inclusively
thenthelabd must specify theactua calendar dates);

e thetota doserequired. If patientsarerequiredto take
twodifferent strengthsof tebletstomakeupthedose(e.g.
capecitabine 150 mg and 500 mg) thentheinstructions
must belabelledwith thenumber of tabletstotakeandthe
total dose. Stepsmust betakento highlight different
strengths of the same tablets/capsulesto aid patient
underganding;

«  dlboxes/bottlesmust contain alabel. Boxesmust never
betapedtogether with alabel on onebox. Whenmore
than one container of the samemedicineisgiventhenthe
following label (or smilar) must be used: Thisisxof y
number of container scontaining the same medicine.
Please usethe contentsof one container before starting
another;

¢ dosesof chemotherapy that areintended to be taken
weekly (e.g. methotrexate, lomustine, vinorel bine) must
includeonthelabel theterm‘ onceaweek’ and specify
theday thedoseisdue, e.g. onceaweek onaTuesday.
An additional label should &l so be added: Thisdoseof
‘drugx’ istaken WEEKLY. Checkyour dosecarefully;

« alabe indicating appropriatetoragerequirementsmust
alsobeadded (if required);

e cautionary andadvisory label sasrequired must beadded
tothecontainer; and

¢ dispensed containers of cytotoxic drugs (e.g. capsules)
must becl early labelledwithacytotoxicwarningstickerin
accordancewithlocal health and safety requirements.
Suggested | abelling isapermanent, adhesive purple
cytotoxic warning label with thedistinctivewarning:
Cytotoxic, Handlewith Care.

Health and Safety

Ora chemotherapy must behandledinamanner whichavoids
skin contact, theliberation of aerosolsor powdered medicine
into theair and cross-contaminati on with other medicines.
Preferenceshould begiventomanufacturersthat packegetablets
and capsulesin protective trip packaging. If thereisaneed to
cut theblister stripsthen it must beensured that thetablets/
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capsulesarenot exposed. Theuseof glovestodispenseoral
cytotoxic drugsisrecommended and hands must bewashed
thoroughly after eech dispensing.

L oosetablets/capsul esmust becounted usingdesignated
countingtraysandspatul asl abel led specificaly for that purpose.
Counting machinesmust not beused and the actual tabletsor
capsulesmust not betouched. All traysand spatulasmust be
cleaned after each usewithwater and detergent.

Whentabl ets/capsul esaresuppliedinglasshottlesthen
pharmacigsmug confirmwhether other containersaresuitable
for dispensingor whether itisessential that theglassbottlesbe
usedtoavoid any adverse storage effectsonthedrug.

Child-proof caps must be used when dispensing non-
blister packsof containersof ord chemothergpy for useoutside
thehedlthcaresetting.

When adose adminigtration aid (e.g. Webster pak) is
needed by the patient thenthismust befilled by thepharmacist
dispensing the chemotherapy and labelled with relevant
ingtructionsand acytotoxicwarning label . Other non-cytatoxic
medication must not be placed inthesamepack.

Crushingor cuttingof tabletsand opening of capsulesmust
not becarried outinthe pharmacy outsideaClassl| cytotoxic
drug safety cabinet because of the unacceptabl e risk of
exposure. Insituationswhereafraction of amanufactured dose
hasbeen prescribed then anaternativeformul ation should be
sourced or the prescriber should be contacted to di scuss
aternatedos ng regimensthat usewhol etablets. Dosesmay
berounded up or downwheretheactual doseisclosetothe
strengthof awhol etabl et. Alternateday dosingtomakeupthe
total weekly doseisamethodthet isfrequently employed. (e.g.
if cyclophogphamideistobegivenas175mgdaily for 2weeks
thismay begiven as200 mg on oneday and 150 mgonthe
next asdternateday dosing to ensurethecorrecttotal dose).
Thismethod howeverisnot suitablefor dl cytotoxicdrugsand
specialist advicemust awaysbesought.

If themedicineisto beadminigteredviaanasogagtric tube,
orif patientsareunableto swalow tablets/capsul es, gopropriate
formulationsmust be obtained from manufacturerswiththe
facilitiesto compound non-sterilecytotoxic drug preparations.
Currently theavail ability of suchfacilitiesislimited. A cytotoxic
drug saf ety cabinet usedto prepareasepticparenterd cytotoxics
should not beusedto prepare non-sterileitems. Therisk of
particul atecontamination and crosscontamination of thecabinet
andthecleanroomisvery high.

Alllayersof thepackagingand containersfor useinhospital
and outsi dethe health care setting must have acytotoxic
warning label, including theouter bagthat containsthesupply.

Oral cytotoxic drugs must beidentifiable by all workers
and must bestored ondesignated shelvesor inanareaclearly
labd led with cytotoxic Sickers

Patient Education and Infor mation

All patientsand/or carersmust be educated on how totake
their medication to ensurethey receive optimal benefit of
chemotherapy andtominimiseany opportunity for medication
adminigrationerrors. Thiseducation must be carried out by
staff whohavereceived appropriatetraining.

Whenmedi cinesarehanded to patientsby non-pharmacy
staff or wherethesupply ismadetoanon-oncology wardina
hospital or nursinghome, proceduresmusgt bein placetoensure
nurs nggteff areawareof thenatureand effectsof thetreatment
being givenand stepstotakein case of anadverseevent.

Chemotherapy has many unavoidabletoxicitiesand
patientsmust dwaysbecounselledbeforethey start treatment
astotheoverall nature of theseeffectsand what to expect.
Pharmacistsmust ensurethat they work in conjunctionwith
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themedica andnursnggtaffinprovidingthistypeof informetion
toensureaccuracy and appropriateness. Insomecases, patient
counsellingmay becarried out by theoncol ogy pharmacist or
aspartof aformal patient educationsessionbut thiswill depend
onlocd policy.

Clearwritteninstructionsand/or medicationguidesfor both
chemotherapy and supportivetherapy areessential inthis
setting dong withtheuseof consumer medicationinformation
(CMI).8 Diariesmay beused by patientstohelpthemremember
when totake medicationsand to record any adverseeffects.

Thenatureand contextinwhich chemotherapy drugsare
used oftenlimitstheavailability or suitability of CMIs, as
chemotherapy may beused outsi dethe Therapeutic Goods
Administrationindicationsor aspart of aprotocol whichmay
inducepossibleeffectsnot listedin CMIs. Guidanceonhow
touseCMI may befoundinthe SHPA Standardsof Practice
for the Provision of Consumer Medicines | nformation by
Pharmacigsin Hospitals?

CMI mugt begivenif available, and inadditioninditutions
may havedevel opedtheir owninformationlesfletswhichare
suitablefor use. Pharmacistsmust ensurethat information
containedin any suchlesflet hasbeen verified and approved
by thehospita drugandtherapeuticscommitteeor smilar.
Professional judgement must be used when deciding on
appropriateand relevant information. Patientsmay begivena
weal th of information from many membersof theteam caring
forthem and may become confused withtoo muchinformation.

When counselling pharmacy saff must ensurethet patients
or carersfully understandthetipslistedin Appendix 2.

Patientsmust beprovided with detail sof accessible24-
hour contact with medical, nuraing and pharmacy staff towhom
they candirect queries. Thisinformation mus begivenonthe
first visit and reinforced on subsequent visits. Questionson
compliance, treatment tolerability, and adverseevents must
awaysbeaddressed at each visit tothe pharmacy.

RESOURCES
Resourcesshould besufficient toensuretheaboveprocedures
are ableto be performed in asafe and accurate manner for
staff and patients.

STAFFING STRUCTURE AND LEVELS
Thereshould beaufficient suitably qualified g&ff todispenseall
prescriptionsinthemanner described above.

STAFF TRAINING AND EDUCATION
Pharmacigsdedlingwithord cytotoxicsmust haveappropriate
trainingand skillsin cancer chemotherapy asdefined by SHPA
Standardsof Practicefor the Provision of Clinical Oncology
Pharmacy Services. If suchapharmadistisnot availablethena
qualified pharmacist with competency in chemotherapy
treatment and with accessto spedidist advicerdaingto cancer
caremud carry out thistask. Staff withinsufficient knowledge
or experiencein cancer treatment must not be delegated to
managethe supply of oral chemotherapy. Nursesand other
staff in the inpatient setting should be educated on the
precautions hecessary to minimisetherisksassociated with
handling and adminigtering ord chemothergpy.

QUALITY
Thefundamental quality components of the provision of
pharmaceuticd careof patientsreceiving oral chemotherapy
for cancer arereferredtoin previoussections. Implementation
of thestandard ensuresthequality of serviceprovison. Further
qudity principlesand measurements gpplicebleto thisstandard
arereferred to inthe SHPA Standards of Practice of Clinical
Pharmacy andfor the provisionof clinica oncol ogy services?3
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DOCUMENTATION

Documentation shouldincludethetreatment plan and acopy
of therelevant protocol whereappropriate. Provison of aCMI
and other relevant patient information must benoted.
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Appendix 1. Oral cytotoxic drugs

Busulfan Idarubicin
Capecitabine Lomustine
Chlorambucil Melphaan
Cyclophosphamide Mercaptopurine
Dasatinib Methotrexate
Etoposide Procarbazine
Fludarabine Temozolomide
Hydroxyurea Thioguanine
Partially targeted treatments Vinorelbine

(e.g. imatinib, gefitinib)
Investigational oral cytotoxic
drugs available via the Special
Access Scheme or as part of
clinical trials.

Immunomodulatory drugs
(e.g. thalidomide)

It does not include hormonal or steroidal drugs.

Appendix 2. Counselling points for pharmacy staff

The medication name and indication. If the medication is part of
a protocol, then the protocol name should be provided.

How and when to take their medication. Some patients may find
it difficult to comprehend the concept of repeated short treatment
courses with 'gaps between them or the concept of treatment
days (i.e. Cycle 1 Day 8).

The duration of treatment.
What to do in the event of missing one or more doses.
Wheat to do in case of vomiting after taking a dose.

The need to swallow tablets/capsules whole and not to chew. The
risks of crushing tablets and mixing with food or emptying the
contents of capsules into food or drink must be highlighted.

Important interactions (food-drug, drug-drug, drug-herb).® The
risks of taking additional medicines not prescribed by their doctor
(including complementary therapies) and of the need to inform
health professionals about all their current treatments. It is useful
to provide and maintain a patient medication profile where any
changes in medication can be recorded.

Expected adverse effects, strategies for managing them and when
to seek professional help. Since monitoring is less frequent with
oral therapy, patients may need to seek help early if adverse
effects develop that may necessitate a break from treatment.

When to take supportive medication such as antiemetics.
The need for and how to obtain further supplies.

The principles of safe handling, storage and disposal. They must
be advised:

-to store all medications including any needing refrigerationin a
secure manner away from children;

-to avoid or keep to a minimum handling of tablets/capsules by
any other member of the family or friends other than themselves;
-to always wash their hands after handling the tablets/capsules;
-to store empty containers and unused medication in a strong
designated container or bag and return these to the hospital or
pharmacy for disposal; and

-about the health and safety aspects of dealing with bodily waste.

Expected tests during treatment, e.g. blood tests.
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