PRACTICE STANDARDS

SHPA Standardsof Practicefor the Provision of Consumer
M edicines | nformation by Pharmacistsin Hospitals

Thesearestandardsof professional practiceand not standards prepared or endorsed by StandardsAustralia. They are

not legally binding.

INTRODUCTION

These standards supersedethe previoudy published SHPA

standardsof practicefor the provision of consumer medicines
information by pharmacistsin hospitals! They havebeen
prepared to assi st pharmaciststo understand their lega and
professiona obligationsin relationto consumer medicines
information (CMI).2¢Thestandardshave been producedin
parallel with the Pharmaceutical Society of Augtraia’s
‘Consumer medicine information and the pharmacist’
guidelines.” These practicestandardstakeinto consideration:

¢ legd andregulatory requirements;

¢ educationd effectiveness,

¢ good pharmacy practice; and

e adviceonprofessona indemnity issues®

DEFINITION AND OBJECTIVE

Definition

CMI isbrand and doseform specific, manufacturer-produced
information about drug products conforming withTher apeutic
GoodsRegulations 1990. Theserequire CMI to be produced
by themanufacturer, consistent with theapproved product
information (PI) and provided either asapackageingert, lesflet
or electronically for al prescriptiondrugsand pharmecist-only
medicines. CMI iscurrently avail ablefor all prescription
medicines, aslisted in Schedule 10 of theRegul ationsto the
Therapeutic Goods Act 1989 and most pharmacist-only
medicines. At present, CMI isonly availablein Englishand
may not beavailablefor investigationd andclinicd trid drugs.

Objective

Australian Pharmaceutical Advisory Council’s‘ Guiding

principlesto achievecontinuity in medi cation management’

requirethat consumersand/or carersreceive both verbal
counselling and writteninformationto support management of
their medicines?® Itisthepharmacist’ slegal and professional
obligationto ensurethat consumershavethe necessary up-to-
date information to make informed decisions about their
medicines. CM| may beused by pharmaciststo help meet
theseobligationsby incorporationintothemedicationeducation
processtoreinforcetheverbal counselling by thepharmeci<t,
which accompaniesthe provision of medicines.

ThegodsforusngCMI are:

« toprovideaccurate, relevant and up-to-date medicines
information appropriatetotheconsumer or carer, inorder
toincreaseknowledgeabout their medicines; and

« toenhancetherapeuticoutcomesby encouraging proper
useof medi cinesand to minimise, wherepossible, the
potentia for adversedrugreactionsanddruginteractions
duetoinappropriateuse.

EXTENT AND OPERATION
Pharmacigsshould usetheir knowl edgeand experiencetotailor
theapplicationof thesepracticestandardstoindividua Stuations.
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POLICIES AND PROCEDURES

Hospital policiesshould bedevel opedin cooperationwiththe
drug committeeand/or ethics committeegoverningtheuseof
CMI including exclusion criteriafor typesof consumerswho
aretooill or unconscious(e.g. intensivecareunits) or where
theinformationmay becond dered detrimenta totheir condition
(e.g. acutepsychoticillness). Therewill beoccasionswhenit
may beappropriateto personalisethemanufacturer’ SCMI, to
provide supplementary information when amedicine is
prescribed for acondition other thanthose mentionedinthe
CMI, or situationswhenno CM | isavail able (discussed below).

General Circumstances
Consumersadmittedto hospita, their parents(inthe case of
children) or carers, should beinformedthat CM| isavailable.
Thismay beachievedthroughinclusion of astatementinthe
hospitd’ spre-admiss oninformation, wardinformationlesflet,
or pharmacy servicesleafl et distributed onadmission. Posters
advertising availability of informationsuchasCMI could be
positionedinoutpatient dinicaressandinpharmacy waitingaress.
CM I shouldbeissuedfor &l new medicinescommenced
inhospital and thismay occur whilethe consumerisinthe
ward or at thetime of discharge. If all consumersreceiving
CMI areunableto beindividually counselled, pharmacists
shouldegteblishasystemof prioritisationinorder toreachthose
consumerslikely to recevemaximum benefit (Appendix 1).

Special Circumstances

Insomecircumstances, it may beinappropriateor impractica
toprovideinformationsuchasCM | atthetimeamedicineis
provided. Thesestuationswoul dincludeemergency, theatre
or critical/intensivecare Stuations. Theprinciplesunderlying
theprovis onof CMI inthesedircumstancesremainsunchanged,
andmechani amsshoul dbedeve opedtomakeconsumersand/
or carersawareof CM| avail ability retrospectively.

Provision of CMI

CMI may be offered to consumerseach timeaproductis

dispensed. Whether this is appropriate is a matter for

professional judgment. Pharmaci stsshoul d accessthe most
current version of the CM|. Specific circumstanceswhere

CMIsshould beprovidedinclude:

¢ whenamedicineisfirst provided;

*  whenadgnificant changeto the CMI hasbeennatified by
thesponsor;

« when the dosage form has been changed (e.g. from
injectiontotablet);

¢ whenthebrand of medicinehasbeen changed;

*  witheachsupply of medicinefor whichtherearevalid
reasonsfor regul ar reinforcement of information, e.g.
medicineisteratogenicor cytatoxic, mgor contraindications
totheuseof amedicine, consumer hasspecial needs;

e atherequest of theconsumer; and

e aregularintervals(e.g. every 6 months) for medicines
used for long-term therapy.
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Inpatients

Theavailability of CM | should bereinforcedtoinpatientsby
pharmacistsontheir wardrounds. Pharmacistsshould consider
CM I asanaidfor medi cation counsd lingand education, inaccord
with SHPA standards of practice for clinical pharmacy.*°
Processeswill needtobedevel opedfor distributingCMI to
inpetients. Itisrecommended that CM | behandedto consumers,
withencouragement toreedit and ask questionsof thepharmeacist
on subsequent ward visits. Careshould betaken ondischarge
toensurethat CMI provided during admiss onremainrelevant.

Day patientsand day surgery patientsshouldreceive CMI
for medicinesreceived asaninpatient whichmay causeside
effectsoncethey leavehospitdl.

CM I shouldbeaccessiblein patient carearesas, including
pre-admission clinicsand emergency departmentsfor useby
pharmacists and other health professionals. Electronic
digtributionisthepreferred method to ensureaccessto current
versions. Variousmechanismsmay beemployed, e.g. software
access, trusted I nternet sites.

Where appropriate, CMI should beincorporated into
group education programssuch ascardiac rehabilitation and
diabeteseducation.

Theguidelinesand principlesrelatingto continuity in
medi cation management and the guidelinesfor medication
management in residential aged-carefacilities, providea
benchmark for operationa standardsbetweenthehospital and
community.®t Providing medicineinformationsuchasCMI,
aspart of thedischargeplanningandinformed decisonmaking
isclearly stated. Pharmacistsand other health professionals
shouldrefer to thesedocumentswhen devel oping their own
hospital policies

Parents, Carers, Agents

A consumer’ s privacy and confidentiality of their health
information must beprotected. Thisextendstoensuring that
themedicinedetailscontainedinthe CM | arekept confidential.
Parents carersand agentsared| third partiesand confidentiality
concernsare the samefor each. Pharmacists may legally
discloseinformation to acarer/agent when they aresatisfied
the consumer has given actual or implied consent for the
particular disclosureto bemade. Pharmacists must consider
thecircumgtancesand usetheir professiond judgment. Insome
circumstancesit woul d beacceptabletoplacethe CMI inan
envelopemarked to theattention of theconsumer and theagent
requested to ask theconsumer to contact thehospital pharmacy
department shouldthey havefurther queries.

Using CMI when Counselling

Education about medicines in the hospital setting is a
multidisaplinary adtivity involvingpharmecy, medica andnurang
Saff tovaryingextents Itwill benecesserytoinvolved| relevant
staff in determining how best toincorporate CM| intothe
hospital’ smedi cation educeation process. It isrecommended
that pharmaciststakealeadingroleinthisprocess. When
providing CMI, pharmacistshavelegal and professional
obligationsto ensurethat consumersunderstand, asbest they
can, theinformation provided. Pharmacistsshould befamiliar
withthecontent of specific CM| beforeeducati oncommences.
Pharmacistsmay a so provideadditiona information, using
professiond judgmentineachsituation.

Thisisalsoanexcd lent opportunity to educateconsumers
about activeingredient namesand todiscussbrand nameissues.
Thiswill hdptominimisebrand confusion, e.g. takingmultiple
brandsof thesamemedicine.

For non-English spesking consumersevery effort should
bemadeto obtaintheassistance of aninterpreter.
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PersonalisingtheCMI

Theinformation containedintheCMI isgenerd in natureand

it may needto bepersonalised for individua consumers. Care

should betakento:

« highlight partsof the CMI which arerelevant and ensure
that consumersunderstand theinformation provided;

e providefurther rdevantinformation, eg. about thedisease;

«  annotatetheCM I withadditiond information, if appropricte,
clearlyidentified andsigned by thepharmaci<t; and

e nototherwisealter or bbreviatethe CMI.
Alterationsandabbreviations(cut-downversionsprepared

by ahospital) of the CMI may exposethepharmacist tolegal

actionunder product ligbility laws®

Assessingthe Consumer’ sLevel of Knowledge
Priortoissuing CMI, pharmecistsshould questiontheconsumer
todeterminewhat counsellingisneeded (Appendix 2).

Going Through the CMI with the Consumer

CMI should beusedinaninteractivemanner and consumers
encouragedtoask questions. Appropriatesectionsof theCMI
should beused toreinforceinformation (A ppendix 2).

Non-Approved/Investigational Uses of Medicines

Sometimesamedicinemay beprescribed for acondition or
agegroup other thanthasementioned inthe CMI. Thismay be
for anindication for which marketing approval hasnot been
obtainedin Augtrdia, asmay occur withsomemedicinesused
inpaediatrics. Whenthesesituati onsoccur pharmaci stsshould:

e confirm, if necessary, theuse of themedicinewiththe
consumer and/or prescriber;

e provide an explanation as to why some of the CMI
informationmay not berel evant andto point outtheparts
(eg. adversedfects) that will gill beuseful;

e providesupplementary printed information from other
sources (see Non-Manufacturer Issued Medicines
Information or Supplementary Medicinesinformation); and

e counsel inthe normal way with emphasisonwhy the
medicineisbeingusedfor their particul ar condition.

WithholdingCMI

Pharmacistsshouldrefer totheNationa Heathand Medical
Research Coundil’ s* Generd guiddinesfor medicd practitioners
onprovidinginformationto patients forguidanceonthelimited
circumstanceswherewithholding information fromaconsumer
is reasonable.*2 Pharmacistsarestrongly advi sed against
withholding CMI.8

Non-Manufacturer 1ssued Medicines! nformation
Written medicinesinformation from sourcesother thanthe
manufacturer should only be used when there is no
manufacturer produced CMI (such asinvestigationa drugs,
clinical trid medicines). Suchinformationmay be needed to
meet the pharmacist’ sduty of care.

Any hospital-producedinformati on shoul d begpproved
by thedrug and therapeuticscommittee or other appropriate
hospital committee. It shouldbe clearly annotated withthe
hospital nameand dated.

Supplementary MedicinesInformation

It may be useful to supplement CMI with further written
information to assist theconsumer’ sunderstanding of their
condition or medication management, particularly for non-
approved usesandinpaediatrics. CMI must dwaysbegiven,
when avail able, aswel| asthe supplementary information.
Pharmacistsmust usetheir judgment and discretionin each
Situationtoensurethat theconsumer’ sbestinterestsareserved.

SHPA Practice Standards 13-2



If a' highlight' summary of mediicinesinformationisprovided
aspartof aninformationkit, eg. cardiacrehabilitation, cytotoxic
therapy, thenthisshould mentionthatacompleteCM I isavailable
forthat medicineand thecompleteCM I mustalsobeincludedin
thekit. Hospital-producedinformation should beapproved by
thedrug andtherapeuticscommitteeor other gppropriatehospitd
committee. It shouldbe dearly annotatedwith the hospitd name
anddated. It should include afootnoteinformingtheconsumer
when acomplete CMI isavail able (and attached tothehospitd
lesflet). For example: * A consumer medicinesinformation
leafl et isavailabl efor thismedicineand shoul d beattached.
Thehospital | eaflet contains supplementary information for
your condition and treatment. If you require further
information please speak toyour pharmacist or doctor.’

TRAINING AND EDUCATION

Pharmacists should betrainedin accessing the CMI and be
awareof thehospital’ spoliciesand proceduresonmedication
counselling and provision of CMI. Suitably trained and
supervisedtechniciansinclinical pharmacy support rolescan
assstingathering CM I and distributing themto consumersprior
tocounsdling by pharmacists®

RESOURCES

Hospital sshould beresourcedto support provisionof CMI to
patients. Resourcesincludepersonnel, space, computers, and
printersin patient careareastogenerate CMIsof suiteblequdity.
Stored hard copy CM 1 should bekept toaminimumto ensure

currency.

STAFFING STRUCTURE AND LEVELS

Thereshouldbesufficient pharmaciststoensured| at-risk and
priority patientsareverbally counsdled andreceiveCMI where
appropriateandto provideCMI toall other patientsinaccord

with hospita policy (Appendix 1).

QUALITY ASSURANCE AND DOCUMENTATION
Good records assi st medi cation management and provide
evidenceof professional services. Provisionof CMI shouldbe
documentedinaccordwith hospitad policy toaidcommunication
withintheheathcareteam and to avoid unnecessary multiple
issuing of CMI. It may also be recorded in the pharmacy
department informetion system. Documentation shouldindudes
¢ whenCMI isprovidedtotheconsumer;
¢ theuseof printed supplementary information; and/or
e occasonswhereCMI isdeclined, withheld or unableto
beprovidedandthereasonsfor suchadecision.
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Appendix 1. Guide to identification of at-risk and priority
consumersfor CM| and medication counselling

This list is a guide to enable identification of consumers who may
have specia needs, and are more likely to receive benefit from
medication counselling. It is not a definitive or exhaustive list and
pharmacists should use their judgment when determining the CMI
and counselling requirements of individuals. Consumers who are:

-commencing a medicine for the first time

-referred

-with chronic disease states

-taking drugs with narrow therapeutic index, e.g. warfarin

-taking drugs with a high incidence of serious adverse reactions
-taking drugs with special administration requirements, e.g. inhaler
-on multiple medications or complex drug regimens

-having established medicines altered

-having the brand of established medicines altered

-identified as having difficulties in managing their own medicines
-elderly or from the paediatric population

-from non-English speaking backgrounds

Appendix 2. A suggested medication counselling approach

Useful questions for consumers prescribed a new medicine

What have you been told this medicine is for?

Check understanding of the condition and purpose of the
medicine; determine which areas of the CMI are appropriate and
if printed supplementary information is needed. Supplementary
questions: What problem/symptoms is the medicine supposed to
help? What is the medicine supposed to do? Allow CMI sections
on uses and actions to be highlighted.

Could you tell me how you've been told to take it?

Check understanding of the dosage and frequency of dosage.
Supplementary questions: How often have you been told to take
the medicine? How much are you supposed to take? What do the
label directions mean to you? What did your doctor tell you to do
if you miss a dose? How will you store this medicine? Allow CMI
sections on dosage, administration, duration of therapy, missed
doses and storage to be highlighted. Variations from CMI need to
be noted and explained to the consumer.

What did the doctor tell you to expect while taking the medicine?
Side effects and interactions or their signs can be highlighted;
ways of dealing with unwanted effects can be outlined.
Supplementary questions: How will you know if the medicine is
or isn't working? What should you do if the medicine doesn't
work? What precautions have you been told to take while on this
medicine? What side effects did your doctor tell you to watch for?
What should you do if this effect does occur? Allow CMI sections
on advice and precautions, overdose and unwanted effects to be
highlighted. Allow discussion on the benefits and the need for
treatment to be monitored (may not be covered in CMI).

Useful questions for consumers with repeat prescriptions

How are you currently taking this medicine?
Consumer's answer can be checked against the label instructions.

How is it working?
Identify potential problems with the adequacy of therapy and give
consumers an opportunity to raise questions they might have.

What have you noticed that's different while taking this medicine?
Identify side effects and interactions or highlight their signs; ways
of dealing with unwanted effects can be outlined. Thisis
important in achieving safe medicine use and to establish
concordance and shared understanding. Appropriate sections in
the CMI should be used to reinforce if necessary.
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