PRACTICE STANDARDS

SHPA Standar dsof Practicefor Hospital Phar macy
Outpatient Services

These are standards of professional practice and not standards prepared or endorsed by Standards Australia.
They are not legally binding.

INTRODUCTION
These standards of practicefor hospital pharmacy outpatient
servicessupersedethe previously published SHPA practice
guiddinesforoutpatient servicest

Outpatient servicesare oneaspect of acomprehensive
hospital pharmacy service. Whilethefunction of medication
supply isfundamentd, itisimportant for pharmacissworking
inoutpatientsto understand theclinical role(e.g. medication
review, optimisation of thergpy, education) inthissetting. A
knowledgeof theMedicinesManagement Pathway, will aidin
thisunderstanding (Figure 1) 2 These standards of practice
should bereadin conjunctionwith the SHPA Standards of
Practicefor Clinical Pharmacy.®

The SHPA Code of Ethics provides guidance on
professional conduct anditsprinciplesformthebasisof the
rolesand responsi bilitiesof pharmaci stspractisinginhospitals
and related areas.* Reference should also be madeto the
Competency Standardsfor PharmacistsinAudrdiaasitoutlines
thefundamental competenciesfor theprovision of quality
pharmacy servicesinall aspectsof professional practice.®
National principlesand paliciesrelatingtothequality useof
medicinesshould a sobeconsulted.®®
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These standards of practice refer to the practice of
hospital pharmacy outpatient services. They should be
read as general principles and if a conflict exists with
individual jurisdiction’s legislative and policy
requirements the latter should take precedence.
Compliance with all legislation and related documents
relevant to the management and handling of medicinesis
required; for example, each jurisdiction’s Medical,
Nursing and Pharmacy Act and Board guidelines.

Thetermmedicineisusedtoinduded| chemica substances
givenwith theintention of preventing, diagnosing, curing,
controlling or aleviating disease or otherwiseenhancing the
physical or mental welfareof people. Includesprescriptionand
non-prescription medicines, including complementary
healthcare products, irrespective of the administered route.”

OBJECTIVES

Outpatient pharmacy servicesprovideoptima pharmaceutical
carethroughtheprovisionof medicinestopatientsinanaccurate
andtimdy manner. Thisincludesreviewingal medicineorders,
assisting clinicianswhere necessary with therapeutic and
logistical prescribing decis ons, effectivecounsellingon al
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Figurel. Overview of themedicinesmanagement pathway cycle(r eproduced from J Phar m Pr act Res2004; 34: 294.)
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prescription and non-prescription medicine use, and
communicationwith patientsor carersand other healthcare
providersregarding matterswhichwill optimisecurrent therapy.

Thesestandardsoutlinetheminimum requirementsfor the
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provision of outpatient pharmacy services:

¢ review all medicineorders, new or repeat, for legality
and clinical appropriatenessto ensure that therapy
issafe, rational and cost-effective beforedispensing;

e identify and resolve medicine-rel ated problemswiththe
prescriber beforeprocessingthemedicationorder;

e accurately dispenseandlabel medicines, inadequate
packaging, to ensure safeand appropriate use according
tolegd requirements;,

e dispensemedicationinlinewithlocal formulary and/or
Pharmaceutica Benefits Schemerequirements;

¢ counsd or offertocounsd dl patientsor carerstoensure
that the patient understandsall information required for
thesafeand proper useof themedicine;

e provide consumer medicines information where
appropriatetoreinforceora communications;

¢ ensuremethodsfor payment havebeenarranged;

¢ mantanmedicationhigory andrelevant records;

« interfacewithcommunity practitioners, suchasgenera
practitionersand pharmecigts, to ensurecontinuity of care’
and

* wherethedispensary isinatertiary hospital, ensurethat
appropriatelevelsof educationaregiventomedicd and
nursing staff whererequired.

EXTENT AND OPERATION

Pharmacy outpatient servicesareprovidedto outpatient clinics,
emergency departments, and primary careclinics. In some
Seitings, anoutpatient pharmecy servicewill dischargepatients
and provide primary health care and over-the-counter
medicinestohospitd gaff. Pharmacy outpatient servicesshould
be available whenever outpatient clinics are operating.
Emergency departments should have accessto medicinesfor
patientstotakehomeoutsidepharmacy hours.

Outpatient services should issue sufficient supply of
medicinesto thepatient until their next appointment. If thisis
not possible, an explanation for ongoing accessto medicines
should beprovided, for example, repeat prescription, local
general practitioner or community pharmacy.

POLICIES AND PROCEDURES

M edicinesProcurement and M aterials M anagement
Hospital Formulary and Policy

The pharmacistin charge of outpatient pharmacy services
shouldbeectively involvedinestablishingahospita formulary
andrelated policies. Hospital formulariesand policiesshould
bemaintained andfollowed. A processshouldexisttoobtain
non-formulary medicineswhennecessary.

A paliciesand proceduresmanual whichgovernsthescope
of outpatient pharmacy servicesshould beavailableand
properly maintained. All personnel should befamiliarwiththe
contents of the manual and comply with the policiesand
procedures.

Procurement

Policiesfor theprocurement of medicinesmust include:

¢ dfidentand prompt systemsfor orderingand maintaining
adequate suppliesof medicines;

«  regular review of stock and quantitiesheld;

e expirydaemonitoring;

«  recordsof usagefor individual medicinesand groupsof
medicines,

¢ regularandroutinestock takes,

*  gppropriaterotation of stock; and

¢ recall procedures, andwhentherecall istothepatients
leve, aprocessfor notifying patientswho havereceived
recaled medicinesand for replacingtheir supplies.
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Sorage
Appropriae storage conditions (e.g. temperature monitored
refrigeration, freezingfacilities) must beavailable.

Issue of Medicine

Dispensing should becarried out in accordancewiththe PSA
Dispensing Practice Guidelinesand dl relevant | egislative
requirements?

Labels

L abelsshould be computer generated and must comply with
applicablestateand other regul atory requirements. L abelsmust
beclearly printed and legibleand include: the name of the
patient; dateof dispensing; thename, address, and tel ephone
number of the pharmacy; directionsfor thecorrect useof the
medi cation; the genericand brand name, strength and form of
themedication; nameof the prescriber; and theexpiry date
and or, directions for storage of the medicines where
appropriate; and any other information that may berequired
by stateregulaion.

Appropriate cautionary and advisory labelsmust be
appliedtomedicinecontainerswhereapplicable (according to
Australian Pharmaceutical Formulary recommendations)
and used asan aidwhen counsdlling patients.

L abelsshould be placed on containers of dispensed
medicinesin such away as to leave visible al relevant
informati on contained on themanufacturer’ slabel which may
beof importancetothepatient, e.g. batch number, expiry date,
preservative. Useof scanner technology may requirethat the
medicine barcode isleft unobscured. Where morethan one
container isrequired each immediate container should be
labelled.

Useof extral abelsprintedinlanguagesother than English
may neadtobecond deredinaresswherethereisaconcentration
of patientswith anon-English spesking background.

Pharmaceutical Benefits Scheme

WherethePharmaceuti ca Benefits Schemeisusedto provide
supply of medicinetooutpatients all requirementsof thescheme
should befollowed. All staff must remain upto datewiththe
Pharmaceutical Benefits Scheme Schedule (yell ow book or
website) and beappropriately trained and competentinusing
therdevant hardwareand softwareto administer thisscheme.

Scanner

Barcode scannerscan aidinthe detection of theincorrect
selection of medicinesand are required to be used as part of
thedispensing proceduresin somestates. Effectiveuse of
barcodescannersrequiresthedispensed product tobescanned
towardstheend of thedispensing processjust prior to supply
tothepatient. Theuseof scanner technol ogy i sencouraged
whereitsuseisnotrequired by legidation

Clinical TrialsMedicines

Accurateaccountability recordsof al clinicd trial medicines
should bemaintained asper the SHPA Standardsof Practice
for Pharmacy Investigationa Drugs Services Clinicd tria
medi cines should bekept in asecure placeunder suitable
storageconditionsand distributed only by authorised personnel.
If aseparateareaand saffingisusedfor clinicd trid medicines
thereshould beadequateliai son between servicestoprovide
optimal patient services.

NarcoticDrugs
Proper security and auditing processesmust beinplaceinthe
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outpatient services to ensurethat al regulatory and legal
requirementsareadheredto. Thismay also requirecontact
with the patient’s community medical and pharmacy
practitioners.

Foecial Access Scheme
TheSpecia AccessScheme(SAS) alowsindividual patients
to accessunapproved therapeutic medicines.*? Pharmacigs
shouldbefamiliarwiththeconditionsand theiringtitution’ spolicy
for the use of SASmedicines. Proceduresand adequate staff
must bein placeto deal with SAS medicinerequestsandtheir
follow-up. Refer alsoto the SHPA Standardsof Practicefor
Pharmacy Investigational Drugs Services™
Proceduresshould bedocumentedfor thecompl etion of
SASCategory A or B formsby adoctor responsiblefor the
careof thepatient prior to the order and or dispensing of the
SASmedicines. Theinstitution may also requireinternal
approval, consent to treatment, and indemnity for use of
productsderivedfrom biologicd tissues,includinghumanblood
or plasma(if appropriate).

Accurate M edication History

Anaccurate medication history should betakenand regularly

updated by the pharmaci st toind udedetail sof wheregppropriate:

name(ageand weight whererdevant);

unit medical record number;

allergiesand adversedrug reactions;

diseasedate;

current medication including over-the-counter and non-

prescriptionitems;

*  wherepossible, referencetoresultsof relevant clinical
investigationsshouldbeconsulted;

e anyinformationrdevanttothepatient’' smedicinesshould
becomeapart of the patient profile, e.g. therapeutic drug
monitoring, biochemigry resuits;

«  if accesstoapatient’ srecordisnot availableby computer,
thehard copy shouldbereadily accessibleby pharmacigs;

¢ useof computersshould enables multaneousupdating of
patient profiles and

¢ developmentof patient medicationligsthat canbeprinted
andgivento patients(or carers, other pharmacies, medical
staff ) should beencouraged.

A Medication Action Plan may be developed in the
outpatient dinicorintheward. Theoutpatient pharmacist should
haveaccesstoand beinvolvedinthecontinuing development
of theseplans.

Provision of M edicinesInformation to Consumers

All patients(or carers) should be counselled by apharmaci<t.
Thepharmacist must ensurethat the patient understands
informationrequiredfor thesafeand proper useof themedicines
anddevices, asapplicable. A designated areafor counselling
shouldbeavail abl etoensureprivacy during communication
withapatient. A pharmacis mugt ensurethat counsdlingisgiven
or offeredtothefollowinggroupsof patients:

e paientswithnewmedicines;

e pdientswithacuteillness;

e patientsondrugswithanarrow thergpeuticrange, patients
onmultipledrugregimensor withmultiplechronicdisease
states,

elderlypatients;

psychiaricpatients,

carersfor paediatricpatients;

patientswith ahistory of poor compliance;
patientsfromanon-Englishspesking background;
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e patients on a harm minimisation program (e.g.
methadone); and

¢ patientsondrugswhich may affect driving or ability
to operate machinery.

Consumer medicine information leaflets and aids to
compliance shoul d be used when appropriate. *° Accessto
interpreter services, ether withinthehospital or externd services,
shouldbeavailable

Information for Ongoing Care

Follow-upof somepatientsmay benecessary, e g. patientswho:
have blood taken to determineadrug level;

havehad microbiol ogy testsundertaken;

havehad relevant biochemistry tests;
havequestionablecompliance; and

areelderly and whose medicinesor dosage haschanged.
Follow-up may beby td ephone, homevisit or liaison with
community pharmacists, community nurses, other health
professionalsand/or general practitioners.

Distribution of Medicines

Servicesto Other HealthcareFacilities

Basehospitalsmay offer an outreach serviceto smaller sites

without apharmacist. Many smaller hospitalg/clinicsprovide

medicationviaan outpatient clinicwheredispensingisprovided

by other authorised providers, e.g. endorsed rural nurse. Base

hospitalsshouldconduct regular visitstothesehospita stoprovide:

e anassessment of services,

e traningof nurang g&ff;

* reviewof sock heldincludinglevels, expiry date, rotation
of stock and conditions; and

e review of records.

Dispensing at a Distance
Theroutineprovision of prescribed medicinesby adelivery
serviceincluding mail order isdiscouraged. If such serviceis
provided, procedures must be put in placeto ensurethe
complianceof all legid ation, adherenceto guidelinesfor good
digpensing practiceand requirement forthesupply of digpensed
medicinessetby MedicareAudtraia

Thesupply of dispensed medicinesby mail must comply
withpogta reguirements, including useof appropriateand secure
packaging, and the prohibition of certaintypesof products,
suchasflammable or cytotoxic substances Thepackageshould
not belabelledtoindicatethat it may contain scheduled drugs.
A procedureshould bein placefor investigating, replacing, and
reporting, asrequired, any medicationslost during delivery.

RESOURCES

Thedesignandlocation of any outpatient pharmacy department
will affect thequality andtheefficiency of theserviceand the
potential for future devel opment (A ppendix). Occupati onal
Health Safety and Welfare Actsin each staterequirethe
employer, sofar asitisreasonably practicable, to provideand
maintain asafe working environment in which employeesare
not exposed to hazards. Theserequirementsincludeattention

tothefollowing:
«  safeergonomicpracti cewithregardtosegtingarrangements
andtimespent at visud display units;

staff standing for long periodsof time;

bending, liftingandreaching;

security of gaff counselling patientsmust be considered;
hazardsof stock or equipment blocking exitsor aisles;
fireand security knowledge;

hazardouschemical sorageand handling;
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e noise, including continuous low level noise; and
« appropriate and adequate lighting.

Access to current editions of standard pharmacy
references such as the Australian Pharmaceutical
Formulary, Australian MedicinesHandbook , Therapeutic
Guiddinesseriesand acompendium of availablemedicines
such as MIMS Annual together with bimonthly addenda
or MIMSCD or APPGuideisessential. Thismay beeither
viaelectronic meansor hard copy.

STAFFING LEVELS

Adequatestaffing levels, with gppropriatelevel sof seniority,
shouldbeavailablesothat:

e savicesareprovidedwithout unduedday (not morethan

60 minutes);

e initial receiptandreview of prescriptionsiscarried out by
an experienced pharmeci<t;

¢ dl patientsreceiveadequate counsdlling and education
by apharmacit;

¢ dispensing and checking processisfree from other
digtractions, e.g. telephones, patient collection area; and

« thereissufficient timeand resourcesfor other outpatient
andmanagement-related activities e.g. regpondingto drug
information queries, maintenanceof patient medication
profiles inventory control, participationinoutpatientdinics,
coordination of and participationinclinical drugtrids,

Pharmaceutica Benefits Schemedaim processing, liaison

with and education of doctors, nurses, other health

professionalsand pharmacy staff.

Staffing should be arranged to meet patient careneeds.
Workload should be monitored and eval uated on an ongoing
basis. A systematic planshouldbeestablishedfor adjustingthe
mix and number of pharmaci gsand pharmacy technicians. Most
recommendati onsindicate pharmacistsshould not berequired
to dispensemorethan 16t0 20 prescriptionitemsper hour, 1315
Skillsand knowledgenecessary for staff in outpatient services
mustindude:
¢ excdlentcommunicationand counsdling kills,

e dispensing skillsand knowledge necessary to provide
promptand accurateservice,

¢ up-to-dateclinica knowledgeandtheability tocompare,
andyseandinterpret hedthand medicinesinformation;

e ability touseavailableinformation to ensure optimal
therapy; and

o relief staff must have experience or betrained in the
necessary kills.

Approprietely trained technical or support staff shouldbe
availabletoassistinthedispensing processbut apharmacist
must reviewtheinitid prescriptionagainst the petient’ smedication
higtory and counsdl thepatient about their medication. Theratio
of pharmacigtsto pharmacy techniciansmust notexceedtheleve
currently acceptabletotheregisteringauthority of thestatein
whichthepharmecy issituated. Wherenoregigeringguiddines
exig, aratio of two pharmacy techniciansto one pharmaci st
should not be exceeded.!® Dutiesthat may beperformed by
technical or support staff areoutlinedin Table 1.

Periodiceval uationsfor performance shouldtakeplace
for pharmacy personnd. All personnel should beeva uated on
their demonstrated competencein meetingthecriteriaoneach
component of thejob description.

TRAINING AND EDUCATION

All new personnel must be orientated to their position
responsibilities, the pharmacy and organisation policiesand
procedures Training should be competency based. Toenable
pharmaciststo maintain up-to-date and useful knowledgeitis
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Table 1. Role of pharmacy technicians

Suitably trained and supervised pharmacy technicians can assist
the outpatient pharmacist. They should be familiar with the SHPA
Code of Ethics and with relevant privacy legisation. Pharmacy
technician training may require recognition by the regulatory
authority.

Roles suitable for pharmacy technicians include:

-perform routine maintenance procedures on computer
-assist in dispensary stock control including stocktake, order,
unpack and put away of stock

-check expiry dates and rotate stock

-pre-pack stock

-assist in dispensary administration in the dispensing process
including: label preparatio, gathering consumer medicine
information leaflets, gathering medication, affixing labels to
medication, and gather non-clinical information.

Roles not suitable for pharmacy technicians include:
-performing medication history review;

-interviewing patient/carer to obtain medication history or to
determine allergies;

-checking the medicine order is written in accordance with legal
and local requirements;

-ensuring appropriateness of medicine order;

-counselling patients and providing consumer medicine
information leaflets to patients;

-investigating medicine related problems, and

-providing drug information.

essential that all pharmacists should be encouraged to
participate in continuing professional development
programs. This can be in many formsincluding:

« formal postgraduate studies;

¢ in-housedinica meetings,

«  regular outpaient departmental meetings;

e journa review;

¢ hospital medica presentations; and

e seminar and conference attendance.

Pharmacy dispensary technicians should preferably
completean accredited training programand possessthetraining
necessary to fulfil their responsibilities. Hospital pharmacy
departmentsshoul d haveatraining and assessment programin
placetoorientate, train, assess, mentor and educate pharmacy
techniciansworkinginoutpatient pharmacy settings.

RESEARCH

Pharmacists practisingin the outpatient pharmacy department
settingsshould support, initiateand participateinresearch
projectswhenever poss ble. Pharmacistsinvolvedinresearch
activities should adhereto the principlesand procedures
outlinedinthe Declaration of Hesnki, the Therapeutic Goods
Administration* Notefor Guidanceon Good Clinica Research
PracticeinAustraid , rlevant SHPA guidelinesand thoseof
individual institutional research and ethicscommittees.*+17-1°
Funding to support research can be obtained from direct
operationd sourcesor through applicationand submissionto
various professonal organisations.

QUALITY

A quality assuranceprogramfor theprovision of servicesto
outpatients must be developed and maintained. The SHPA
Standardsof Practicefor Clinica Pharmacy providemeasures
of quality performancefor clinicd activities? Inadditionthe
following performanceindicatorsmay also be considered.

Medication Errors

There should bean ongoing programtominimisedispensing
errorsand near-misserrors, including reporting, analysis,
monitoring and implementing correctiveactions Medication
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error rates, reported and those uncovered during periodic
observer studies, should be measured.

Data Collection and Reporting

Some examples of datathat may be collected and report-

ed for audit review of quality and safety are:

¢ number of products standardised on hospital formulary
(reductioninrangeof productshd doninventory withina
pharmacologica group);

e nonformulary medicineuse

¢ intertiary hospitalsthe pharmacy may beinvolvedindoctor
training and therefore regul ar assessment of junior medicd
officer prescribingisimportant for their development and
that of futureeducation programs;

*  percentageof patientsattendingthepharmacy whowait
longer than the agreed acceptabletime;

e incidenceof omitted medi cationsdueto unavail ability;

e percentageof prescriptionsprepared by support personnel;

e paientsatisfactionsurveys, and

¢ doctorandnursingviewsof outpatient serviceprovided.

DOCUMENTATION

All documentation that islegally required must bemaintained.

The SHPA Standardsof Practicefor Clinical Pharmacy and

relevant guidelinesshould beconsulted.®2° Documentation

shouldindude:

¢ accuratemedicationhistory asdetailedunder Policiesand
Procedures;

e adversedrug reaction management;

e dinicd pharmecy interventions;

e thergpeuticdrug monitoring;

¢ provisonof medicinesinformationto hedthprofessionals;

e orientationprocedures;

e provisionof consumer medicinesinformationtopatients

or carers,

e comprehensive policy and procedure manuals for
pharmacist staff and technical g&ff;

«  whereagppropriate, proceduresfor obtaining goprovasfor
non-formulary medications;

¢« MedicaeAudrdiaclams;

e Section100and SASforms;

o efficientretrieva systemtolocatecopiesof previously
dispensed prescriptions; and

e recordof orientation, trainingand competency assessments
of pharmacistsanddispensary technicians
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Appendix. Outpatient layout and resour ces

L ocation

-ease of patient access

-ease of stock delivery

-adequate space allowed for al functions
-appropriate signage

-close proximity to clinics

Security

-maintain staff safety while still allowing effective patient
counselling to occur

-glass barrier or other protective devices should be available
-easy access of alert to a designated system in the event of a
breach of security

-a 24-hour monitoring intrusion alarm system must be installed

L ayout

-consider workflow movements including review of prescriptions
and direct supervision of pharmacy technicians

-location of dispensing and checking area should provide
minimal interruptions

-an area should be set aside for preparation of extemporaneous
products where necessary

-the environment must be conducive to the comfort and safety of
both the patient and pharmacist

-an area should be set aside for counselling without any
distraction

-storage space must be adequate and readily accessible,
particularly for high usage stock items

Equipment

-bench space must be adequate for safe dispensing

-all equipment must be accurate and maintained in a clean
manner so as to prevent contamination

-separate equipment must be available for the dispensing of oral
cytotoxic drugs

-an accurate record should be kept of the location of equipment
-equipment should be maintained according to manufacturers
specifications

-conditions of temperature, humidity and light suitable for the
storage of all medications must be maintained

-facilities must be adeguate to meet al legal and good
manufacturing practice requirements as required by the
Therapeutic Goods Administration

-an appropriate library should be maintained and include texts
required by law

-other drug information resources should be readily accessible
-telephones should be connected to allow ease of access; the
number should not be sufficient to remove all staff from the
dispensing process

-appropriate computer and printer equipment
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