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Introduction
TheFederationofAustralianScientificandTechnologicalSocieties(FASTS)is the
peakrepresentativebodyfor 60,000sci4 ~stsandtechnologists.

FASTSwasestablishedin 1985andhasapproximately65 memberorganisations.
FASTSis well knownin Parliamentarycirclesasth~ ,tiator andco-ordinatorofthe
highly successful‘ScienceMeetsParliament’;anannualtwo day eventinvolving the
majority of Parliamentariansandapproximately250 working scientistsand
technologists.ThePresidentofFASTS is alsoamemberofthePrimeMinister’s
Science,EngineeringandInnovationCouncil (PMSEIC).

FASTSdo nothaveaformalpositiononwhetherAustraliashouldratify thedraft
Aus-USFreeTradeAgreement.

Thereare,however,anumberof implicationsfor sciencethatwewould like to draw
to theattentionofthecommittee.

Sanitary and Phytosanitary measures — Ch. 7
FASTSbelievesthatgoodscienceis anecessaryconditionofrobustpolicy, import
risk assessmentandregulationofsanitarymeasures.

Invasivespeciesandintroduceddiseaseshavehadmajorimpactson theenvironment
andcommercialagricultureandaquaculture(eg canetoadsandphylloxera).To date,
conservativequarantinepracticeshaveplayedanimportantrole in Australiaavoiding
orminimizing exposureto diseasesandpeststhathaveseriouslydamagedagricultural
productionin othercountries(eg fire blight). Indeed,Australia’sreputationfor being
comparativelycleanandlow in disease,hasgivenAustralianagriculturalexporters
competitiveadvantagesin manymarkets.
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However,increasingflowsof people,goodsandservices,climate change,reduced
investmentin relevanteducationandresearchdisciplinessuchasparasitology,
growingresistanceof diseasesandparasitesto chemicalcontrolsandapparent
changesin regulatorypracticesareincreasingthe risk to Australia’senvironment,
human,plant andanimalhealthandcommercialagriculture.1

In short, the importanceof goodscienceinforming policy andrisk assessmentis
increasing.

Assumptionsaboutrisk thatmayberobusttodaycouldwell beinvalid in thefutureas
aconsequenceofclimatechange.Australiaexposesitselfto greatrisk if webecome
complacent,fail to supportrelevantresearchandmonitoringorallow trade
considerationsto undermineproperscientificanalysis.

TheDFAT GuideTo TheAgreementstates:

1 On this referAn InvestmentinHumanandAnimalHealth:ParasitologyinAustralia,FASTS

OccasionalPaper,Mark SandemanandLesleyWarner(eds),Canberra,2002



Nothing in thechapterunderminestherightofeitherparty to determinethe
levelofprotectionit considersappropriate(p. 35).

FASTS is not soconfidentthatthis is so. TheobjectivesofChapter7 go explicitly to
resolvingtradeissues‘and therebyexpandtradeopportunities’.

Thedraftagreementprovidesfor thecreationoftwo bi-lateral Sanitaryand
PhytosanitaryCommittees— a generalcommitteeanda StandingTechnicalWorking
GrouponAnimal andPlantHealthMeasures.

Theobjectivesofthegeneralcommitteeinclude“protectinghuman,animal,orplant
life” and“facilitate tradebetweentheparties”(7.4.3).

Theobjectivesofthetechnicalworkinggroupareto “resolvespecificbilateralanimal
andplanthealthmatterswith aviewto facilitatingtrade(Annex 7-A 4(a)).”

Thatis, thereis an intrinsicconflict in theobjectivesofbothcommittees.Theintent
oftheobjectivessuggestsAustraliahasmadequitemarkedconcessionsto theUSA.

Clearly, thatis the interpretationof theAmericanFarmBureauFederationwho state
in theirpressreleaseof 10 March2004:

AFBF’s analysisoftheproposedfreetradeagreementforecaststhat annual
exportsofhigh-valueU.S. foodproductsto Australiawill growby $150
million to $200million afterthatnationremovesnon-tarifftradebarriers,
particularlyin theareaof sanitary/phytosanitaryrules.2

FASTSbelievesscientificanalysisofrisk musthavepriority overtradeimperatives.

Weareconcernedthat boththeobjectivesofthecommitteesandtheircharacteras
bureaucraticinstrumentsto facilitatetrade,mayunderminethefundamentalrole that
properscientificanalysismusthavein asoundquarantinesystem.

Our concernis compoundedby thefactthatthereareno provisionsrequiring
independentscientificexpertiseon themembershipofeithercommittee.

If thedraftFTA is ratified thenconfidencein thetwo bi-lateral committeeswill be
highly dependenton thecapacityand approachofthe leadAustralianagency,
BiosecurityAustralia.

FASTS is awarethattheconfidenceof agriculturesectorsandrelevantscientistsin
BiosecurityAustraliais diminishingovertime dueto concernsthattrade
considerationsareinappropriatelyprioritizedoverscientificanalysisofrisk. Recent
debatesanddecisionsoverpineapples,durian,atlanticsalmon,applesandpig meat
haveraisedskepticismofBiosecurityAustralia’scapacityto makegoodjudgments.

More specifically,scientists(andproducers)areconcernedwith
• BiosecurityAustralia’sincreasingemphasisona‘leasttraderestrictive’

approachthathasthepotentialto underminethe sciencebaseofIRA.

2 http://wwwjb.com/news/nr/nr2OO4/nrO31Oa.html



• Attemptsby BiosecurityAustraliarepresentativesto ‘direct’ IRA teams
towardfacilitatingtrade,

• InadequaterecordkeepingofImport Risk Assessment(IRA) committees;and
• scientificerrorsin BiosecurityAustralia’smodelinganddata;

ForsomedetailedevidenceanddiscussionofsuchconcernsFASTSdrawsthe
attentionof theCommitteeto thecurrentSenateRuralandRegionalAffairs and
TransportCommitteeinquiry on ImportRisk Analysis for Bananas.

Evidencepresentedto that committeeraisesseriousconcernsover Biosecurity
Australia’sproceduresin relationto bananaimportationandimport risk analysisof
bananasfrom ThePhilippinesthatis consistentwith theconcernsnotedabove.

FASTSbelievetheargumentsfor significantreformofBiosecurityAustralia’s
processesandobjectivesarestrong.WerecommendtheGovernmentinitiatereform
ofBiosecurityAustraliawith someurgency.This shouldbedoneirrespectiveof
Parliament’sdeterminationonthedraft FTA.

Intellectual Property — Patents (ch. 17.9)
Background
Thepatentsystemis crucialto encourageR&D innovationandFASTS arebroadly
supportiveofchangesin theAustralianpatentsystemin thepastfewyearsto lift the
thresholdofpatentabilityandimprovethecapacityofpatentholdersto protect
patents.

Patentscan,however,beaseriousconstrainton research.

FASTSbelievethatpatentsshouldnotbepermissiblefor factualscientific
informationincludingnaturallyoccurringgenesandgenesequences.

Thereis considerableinternationalconcernoverthe issuingofgenepatents.The
argumentsagainstissuingpatentsfor genesandgenesequencesincludeethical
arguments,constraintsonbonafide researchanddiscoveryofageneorgene
sequencedoesnot satisfyafundamental- andinternationallyrecognisedcriteriafor a
patent- thatit shouldbe aninvention.

Suchconcernshaveresultedin majorbiotechnologyresearchinitiatives including the
HumanGenomeProjectandtheInternationalHaplotypeMapping(HapMap)Project
to placetheirresearchresultsin thepublic domainwith no constraintsor costson
accessfor researchers.

No jurisdictionin theworldpermitspatentingofgenesor genesequencesperSe.
Debatesoverwhat is patentabletypically revolvearoundquestionsof isolablegenes
andgenesequences.

It is fair to saythatthereis awidespreadbeliefinternationallythattheUS Patent
system— unquestionablythemostpowerfulpatentregimein theworld - hasnot got
thebalanceof interestsright andpatentshavebeenissuedfor isolablegenesandgene
sequencesthat stretchthecriteriaof patentabilitybeyondwhatmanyscientists,
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ethicistsandlegislatorsconsiderasacceptable.TheEuropeanUnion, for instance,is
vigorouslyopposedto theUSA approach.

FTA Provisions
It is not clearwhat implicationstherearefor theAustralianpatentsystemin thedraft
FTA.

TheadviceFASTShavereceivedfrom DFAT is thatthepatentprovisionsin thedraft
FTA areconsistentwith existingAustralianlaw sopresumablytherewill beno
changesat all orno changesofsubstance.

However,theredoesappearto besomevariancebetweentheproposalsin thedraft
FTA andthecurrentPatentAct1990.

Forexample,article 17.9.1,seemsto imply abroaderdefinition ofpatentsby
changingthedefinition ofinvention.It makestheUSA andAustraliaprovidepatents
for “any invention ... provided ... (it) ... is new,involvesaninventivestep,andis
capableofindustrialapplication”.Presumably,this will replacethecurrentdefinition
in Schedule1 ofthePatentsAct1990whichdefinesinventionas ‘a mannerofnew
manufacturewithin themeaningofs.6 oftheStatuteofMonopolies’.Thatstatutelists
anumberofexclusionsincludingthatapatentis “not contraryto thelaw, nor
mischievousto thestateby raisingofthepricesofcommoditiesathomeorhurtof
trade,orgenerallyinconvenient”.Thescopeofthis exclusionslist is not, however,
replicatedin 17.9.2(a).

17.9.2(b)doesallow for achangein Australianlaw. It providesthatpartiesmay
exclude‘diagnostic,therapeuticandsurgicalmethodsfor thetreatmentofhumansand
animals’.UndercurrentAustralianlaw exclusionsrelateto generatingahumanbeing
(PatentAct (1990)s.19(2)).FASTSunderstandthattheFederalCourthasallowed
that treatmentsarepatentable.3

In addition,article 17.9.3refersto ‘exclusiverights’ but thesearen’tdefined
elsewherein thechaptersowearenotsureexactlywhat thismight mean.

Accordingly,FASTSareunableto really determinewhetherthereareany substantive
implicationsfor scienceandR&D thatarespecific to thepatentprovisionsin thedraft
FTA.

Wenotethat in someofthecommentarysurroundingtheFTA, theGovernmenthas
statedthat“Australianswill benefitthroughcloserharmonisationof ouralready
strongintellectualpropertyregimewith thatof the largest intellectualproperty
marketin theworld.4

It is not clearto FASTSwhatthescopeof ‘harmonisation’will meanin practice.

Bristol-MyersAquibbCov Faulding(2000).
~http://www.dfat.gov.au/trade/negotiations/usjta/outcomes/08_intellectualproperty.html



As thecommitteewill beaware,law operatesata varietyof levelsincluding
parliamentarylegislationandregulation;judicial, includingcaselaw; and
administrativeandnormativepracticesof agencies.

Thereis aview thatthe apparentexpansionin theUS ofwhat is patentablein respect
ofgenesandgenesequencesseemsto be drivenby interpretationsat theofficer level
in theUS patentsofficeasdistinct from US legislation.

FASTSdoesnot havetheexpertiseto providetheCommitteewith therelevantlegal
analysisofthis but if this is, in fact,thecase,thenthismayhavesomeimplicationsto
Australianpatentsif ‘harmonisation’is interpretedbroadlyandactedupon.

ALRC
TheCommitteewill beawarethattheAustraliaLaw ReformCommissionis currently
reviewinggenepatentingandhumanhealth.An issuespaperandadiscussionpaper
havebeenreleasedandthefinal reportis duein June2004.~

FASTS considerstheALRC to be ahighly credibleorganisationandtheprocessesof
theirreviewsto be genuinelyconsultativeandcomprehensive.

FASTSbelievespublic debateoversuchanimportantsetof issuesasgenepatents
andconsequencesfor research,humanhealthandethicsshouldnot beconstrainedor
pre-emptedby atradeagreement.

Government Procurement — Ch. 15
Fastswelcomestheliberalizationofaccessfor Australianfirms to US Government
procurementprograms.At facevalue,thisprovidesopportunitiesfor firms in a
varietyofadvancedtechnologyandtheservicesectorsto benefit.In practice,it is not
clearhowmanyAustralianfirms will benefitdueto far to arangeofdistortionsin the
procurementprocess,including US StateGovernment’sinterventionsin supportof
local firms.

In addition,therewill beextensivecostsassociatedwith tenderingasappeals
mechanismsareusedextensivelyandaggressively.Nevertheless,theseprovisionsare
a significantimprovementon currentarrangementsandassucharewelcome.

Mobility
A defectin theFTA is thefailureto resolvethebarriersthat constrainlabourmobility
to theUS,specificallybusinesspeoplewishingto work in theUSA forperiodsgreater
than6 months.This impactson Australianbusinesses,notably,givenFASTS
interests,R&D intensivetechnologySMEstrying to expandinto theUS market.

http.//www.airc.gov.au/inquiries/current/patenting/index.htin


