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Mr Bob BaldwinMP
Chairman
JointCommitteeof Public AccountsandAudit
ParliamentHouse
CANBERRA ACT 2600

DearMr Baldwin

JCPAA REVIEW OF AUDIT REPORT NO.182004-05:REGULATION OF NON-PRESCRIPTION
MEDICINAL PRODUCTS.

You may recall that, at the Committee’sreview of the abovereport, the Committeeaskedwhetherit is
unusualfor aregulatoryauthoritynot to follow ISO or somesimilar internationalqualitystandards.

I undertookto getbackto the committeeas to whetherANAG hadknowledgeon this area. The Australian
NationalAudit Office is currently auditing two such regulatorsin the Health andAgeing Portfolio: the
PrivateHealthInsuranceAdministrativeCouncil (PHIAC) andthe Office of theGeneTechnologyRegulator
(OGTR). Our audits are not yet complete,but our work indicates that they both have regardto such
standards.

The PHIAC has comparedits risk managementstandardsagainst the Australian Standardfor Risk
Management,AS/NZS4360.1999.It concludedthat its standardswere consistentwith thesestandards.The
AustralianStandardis, in turn, consistentwith therelevantISO standard.

We alsonotethatthe PHIAC utilisesstandardsfor its certificationprocesses.Directorsof registeredhealth
benefitsorganisationsare required to certify annuallythat their organisationhas referredto the above
AustralianStandardas anacceptedmeasureof appropriaterisk managementprocesses.

The OGTRhasadvisedthat it hasreceivedISO Quality Managementaccreditationfor its complianceand
investigationactivities.It hasalsoadoptedISOstandardsfor its monitoringactivities,althoughit hasnot yet
receivedcertificationfor thesesystems.

Foryou information,weanticipatetabling thereporton thePHIAC in the secondhalf of this year. Theaudit
of theOGTRhasjustcommenced,andwill betabledearly2006.

You mayalso like to notethat the AustralianPesticidesandVeterinaryMedicinesAuthority usesthe ISO
9000 seriesof standardsas theframeworkof its quality system. Its annualreportnotesthat, throughthis, it
placesan emphasison responsivenessto customersandstakeholders,in addition to consistencyof output,
efficientresourcemanagementandcontinuousimprovement.

I hopethattheseobservationsarehelpful. Pleaselet meknow if youwould like anyfurtherinformation.
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