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Subsequently FASTS have examined the chapter in greater detail and have come to a strong view on the possible threats
of these provisions.
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provisions.

I have attached our Senate submission for your interest and consideration.
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Bradley Smith
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1. Introduction
TheFederationofAustralianScientificandTechnologicalSocieties(FASTS) is the

peakrepresentativebodyfor 60,000scientistsandtechnologists.

FASTSwasestablishedin 1985andhasapproximately65 memberorganisations.
FASTSis well knownin Parliamentarycirclesastheinitiator andco-ordinatorofthe
highly successful‘ScienceMeetsParliament’andthePresidentof FASTSis a
memberofthePrimeMinister’s Science,EngineeringandInnovationCouncil
(PMSEIC).

FASTSdonothaveaformalpositiononwhetherAustraliashouldratifythedraft
Aus-USFreeTradeAgreement.

Thereare,however,anumberofimplicationsfor sciencethatwewould like to draw
to theattentionofthecommittee.

2. Investment— Chapter 11
2.1 Introduction
FASTSareconcernedthatprovisionsofthedraftFTA liberalizingUS investmentin
Australiamaydiminish Australia’scapacityto maximizebenefitsfrom publicly
fundedR&D.

It is well recognizedthat R&D intensiveSMEsin scienceandtechnologyarecrucial
for economicgrowthandsuccessin theglobal economy.However,thenational
benefitsgeneratedbyR&D intensiveSMEsareatrisk if theAustralianGovernment
doesnotexerciseoversightofforeigntakeovers,specificallyforeigntakeoversthat
mayresultin production,jobs andexportopportunitiesbeingtakenoffshore.

It is manifestlynot in Australia’snationalinterestif wesimplyallowmultinational
firms to cherry-pickAustralia’smostpromisingandinnovativetechnologySMEs
with no constraintsoroversight.

FASTSbelievestheinvestmentprovisionsin thedraftFTA arenotconsistentwith a
keypolicy objectiveofBackingAustralia’sAbility to strengthenthe capacityof
Australianinventionsbeingcommercializedby Australianfirms andexportedinto the
globalmarket.

FASTS recommends;
• theCommitteeconsiderstrikingoutprovisionsrelatingto technologytransfer

anddomesticcontentin 11.9(Performancerequirements);
• theCommitteerequesttheGovernmentreviewtermsandconditionsof

publiclyfundedresearchwith aview to
o developingrelevantandtransparent‘nationalbenefits’testsfor

commercializationofpublicly fundedresearch;including
o conditionsrequiringGovernmentapprovalofgrantrecipientsto locate

operationsand/orproductionoffshore.
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2.2 Benefitsof Investmentprovisions
A long-standingconstraintondevelopingandcommercializingAustralianR&D has
beenthelackofventurecapitalthroughouttheR&D process.Thusit is plausiblethat
measuresin thedraftFTAwhich encourageUS investmentin Australiamayprovide;

• additionalinvestment;
• reductionsin the costofcapital;and
• enhancedtechnologytransferbetweenAustralianandUSfirms.

2.3 RisksofInvestmentprovisions
FASTSbelievesa combinationoffactors,including;

• Changesin global R&D practicestowardslargefirms purchasingtechnology
andintellectualpropertythroughmergersandacquisitionofR&D intensive
SMEs;

• Shift in GovernmentR&D policy towardspublic fundingof
commercialization;

• Inadequatecoverageof ‘nationalbenefits’conditionson recipientsofpublic
fundingof R&D;

• Liberalisingcapacityfor UStakeoversofAustralianfirms in thedraft FTA;
and

• constraintson the scopeoftermsandconditionsofGovernmentgrantsand
subsidiesfor R&D in thedraftFTA;

mayresultin Australialosingthebenefitsofpublicly-fundedR&D throughtakeovers
ofR&D intensiveSMEsandsubsequenttransferofIP, know-how,jobsandexport
opportunitiesoffshore.

By wayofcontrast,theUS,throughtheBayh-DoleAct andconditionsonpublicly
fundedR&D grants,maintainsstrict controlsandbarrierson foreigntakeoversand
offshorerelocationofUS firms derivedfrom licencingofpublicly-fundedR&D.

2.4 Changein international businessR&D practices
Sincethemid-1990sit hasbecomeapparentthattherearesignificantchangesin how
businessR&D (BERD)is performed,notablyin OECDcountries.

With someexceptions,includingAustralia,Italy andtheUK, businessinvestmentin
R&D grewconsiderablyin realtermsandasapercentageof GDP in the1 990s.Two
importantcharacteristicsofthatgrowthare;

a) substantialincreasein R&D alliances,mergersandacquisitions,and
b) significantincreaseofSMEs’ shareofBERD.
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ThegrowingrelianceonexternallydevelopedIP by largefirms is particularlynotable
in thegrowthofmergersandacquisitionsof small,R&D intensiveSMEsby
multinationalhightechnologyfirms.’

2.5Focuson Commercialization in GovernmentPolicy
An importantthemein innovationandR&D publicpolicydebatesis theneedfor
Australiato maximizethebenefitsofpublicly fundedresearchandAustralian
innovationthroughsuccessfulcommercializationofAustralianideasandinventions.

Thisis explicitly takenup in therecentlyannouncedBackingAustralia’sAbility:
Building Our Future Through Scienceand Innovationprogramnotablyin the$1
billion CommercialReadysuiteofprogramswhich aredesignedto “strengthenthe
capacityofAustraliansmall andmedium-sizedbusinessesto takecompetitiveideasto
market.”2

Informally, thispolicy intent is oftendescribedas‘we needmoreCochlearsand
ResMeds’.

Thefocusoncommercializationis evidentin otherGovernmentR&D programs
notablythechangein selectioncriteriaofCRCsannouncedin December2003.

2.6 Existing constraints on transferring ownership
DespitetheGovernment’spolicy intentto maximizethebenefitsforAustraliaof
commercializingAustralianinventionsandinnovations,therearefewconstraintsin
theexistingframeworkto preventforeigntakeoverofAustralianfirms, and
subsequentrelocationofproductionoffshore,derivedfrom publicly-fundedR&D.

TheIndustryResearch& DevelopmentBoard(TR&DB), whichadministersanumber
ofCommonwealthindustryR&D programs,arerequiredto consider‘National
Benefits’whenassessingapplicationsfor variousprogramsincludingR&D Startand
COMET.

The‘National Benefits’testincludesconsiderationofanapplication’scapacityto
contributeto nationalproductivityandeconomicgrowth,diffusion ofknowledgeand
skills andsocietal,communityandecologicalbenefits.~

Thepotentialbenefitsornecessityofoverseascommercializationareexplicitly
allowedfor andin thesecircumstancestheTR&DB considersapplicants’level of
commitmentto retainingorenhancingthefirm’s R&D facilities in Australiaand
technologytransferarrangementsfrom overseasto Australia.4

1 OECD, ChangingBusinessStrategiesFor R&D AndTheirImplicationsFor ScienceAndTechnology
Policy: OECDBackgroundandIssuesPaper,2001,www.oecd.org/dataoecd/35/l712347279.pdf
2Bac~ngAustralia’sAbility: BuildingOurFutureThroughScienceand Innovation,Commonwealth

ofAustralia,2004,p. 23
3Auslndustry,PolicyNo. 1: NationalBenefits,
http:I/www.ausindustry.gov.auIcontentIcontent.cfln?ObjectID=B6AC2D62~38FC-465B-
86419B6956541313
‘~ ibid, 2(a)and2(b)
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A conditionofR&D StartandCOMET contractsis grantrecipientscannotvarythe
grantconditions,includingownership,withoutthepermissionwithin 10 yearsof
commencementofthegrant.In theeventofaproposedtakeoverorvariationto
contract,theIR&DB mayconsiderelementsofthe ‘nationalbenefits’testincluding
technologytransferarrangements.

If anapplicationto allow overseascommercializationfails the‘nationalbenefits’test,
theIIR&DB mayterminatetheprojectagreementandrequirerepaymentofrelevant
grantsor loans.

FASTSbelievesthescopeofthe‘nationalbenefits’testwill beconstrainedby the
performancerequirementsprovisions(11.9)ofthe draftFTA, notablyin respectof
technologytransfer(seebelow).

Thereareno commensurateprovisionsto the ‘nationalbenefits’testoftheIR&DB in
otherpublicly fundedR&D initiatives includingAustralianResearchCouncil (ARC)
orNationalHealthandMedicalResearchCouncil (NHMRC). Moreover,shoulda
futureGovernmentseekto develop‘nationalbenefits’criteriathedraftFTA will
constrainthescopeof suchatest.

2.7Liberalization of investmentin Draft FTA
ThedraftFTA requiresthat eachpartyaccordto investorsoftheotherpartynational
treatment(11.3)orMost-Favoured-Nation(MFN) (11.4)treatmentfor the
‘establishment,acquisition,expansion,management,conduct,operation,andsaleor
otherdispositionofinvestments’.

Variousnon-conformingmeasures,notablyformedia,property,TelstraandQantas
arelisted in Annex 1 andAnnexII.

A keymeasurein AnnexI lifts thethresholdby which foreigninvestmentin
Australianfinnsneedsto benotifiedto theAustralianGovernment’sForeign
InvestmentReviewBoard(FIRB) from $50mto $800mformostindustries,including
manufacturingandagriculture(Annex11-IAustralia-5(c)).

FASTSnotesthe‘ratchet’provisionsof 11.13.(c) thatcoverAnnexI meansafuture
Governmentcouldfurtherliberalisethis thresholdbut couldnotmakeit more
restrictiveif it becameapparentthatlackof oversightandanalysisofinvestment
proposalswashavingadetrimentaleffectincludingtakeoversofourmostpromising
R&D intensivefirms.

2.8 Constraints On Terms and Conditions of Government Grants
And Subsidiesfor Publicly-funded R&D
Chapter10—CrossBorderTradeIn ServicesandChapter11 — Investment— provide
exemptionsfrom otherliberalizingprovisionsin thedraft FTA for Government
subsidiesandgrants,includingsubsidiesandgrantsfor R&D.

In thecaseoftradein services;subsidies,grants,Government-supportedloans,
guaranteesandinsuranceareexemptfrom all otherprovisionsin Chapter10
(10.4.(d)).
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However,thescopeofexemptionsfor goodsis muchnarrowerthanfor services.

Governmentprovisionof subsidiesandgrantsfor goodsis notrequiredto comply
with provisionsaffectingnationaltreatment(11.3),most-favoured-nation(11.4)and
seniormanagementandboardsof directors(11.10).

However,provisionspreventingtheimpositionon investorsofacomprehensiverange
ofperformancerequirements(11.9)includingtechnologytransfer(1 l.9.l.(f)) and
domesticcontentrequirements(11.9.2(a))do applyto grantsandsubsidies.

This mayhaveadirect impacton theexistingtermsandconditionsofR&D Startand
COMET andmayadverselyconstrainthecapacityof theGovernmentto implement
‘nationalbenefits’criteriato otherpublicly-fundedR&D programssuchastheARC,
UniversitiesandNHMRC.

As discussedbelow,theUS currentlyrequiresthatfirms with a licencefor IPderived
from federallyfundedresearcharerequiredto substantiallymanufacturein theUS.
Thisperformancerequirementis, at facevalue,inconsistentwith theprovisionthat
requiresdomesticcontentrequirementscannotapplyto Governmentgrantsand
subsidies.It is notclearwhethertheUS intendsto changeits law to ensure
consistencywith theFTA, nor is thereanythingin theUSannexesthat go to this.

2.9Bayh-Dole Act (US)
Thepolicy intentofthePatentandTrademarkAmendmentAct(1980)- commonly
calledtheBayh-DoleAct - is to maximizetheeconomicbenefitsoffederallyfunded
R&D for theUS by ensuringinventionsfrom federallyfundedresearcharemade
availableto theUSpublic fortheUSpublic’sbenefit(35 U.S.C.s.200).

Essentially,theAct requiresinventors/researchersto maximizetheopportunitiesto
commercialiseinventionsthat emergefrom federallyfundedR&D.

Inventors/researchersmayelectto own andexerciseliP rightsoftheirinventions(s.
202(a)),providingtheytakeout apatent(s.202(c)).However,theUS Government
canclaim ownershipif aninventordoesnotexercisethisright, takeout apatentor
commercializationis notreasonablypursued(use-itor lose-it)(s. 202(c),s.203).
Whereinventorsdo not takeout title orfail to meettheirobligations,theUS
GovernmentlicencestheIP to US firms.

In addition,theNationalInstitutesof Health(NIH) maintainsrightsto all NUT
federallyfundedinventionsincludinganon-exclusive,non-transferablepaid-up
licenceto practiceorhavepracticedfor, oronbehalfof, theUS anyinvention
anywherein theworld.

TheAct alsorequiresthat licensesofIPcreatedfrom federalfundscanonly be
awardedto firms who will substantiallymanufacturein theUS andimposes
significantconstraintson foreigntakeoversorattemptsto takemanufacturing
offshore(s.204).

UnderBayh-Dole,theUSGovernmentretainstheright to approveornotapproveany
decisionof arelevantfirm with alicenceto relocateproductionoffshore.Theonly
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circumstancesthattheUS Governmentpermitsinventionsderivedfrom federally
fundedR&D offshorearewhenit is notcommerciallyfeasibleto manufacturein the
US orthegranteehasnotbeensuccessfulin theirattemptsto licencethepatentto
domesticUS industry.

FederalfundingagenciesincludingtheNIH stipulatein theirtermsandconditionsof
grantsthat grantees/contractorsarerequiredto complywith all provisionsofBayh-
Dole.

ForeignrecipientsofNIH funding - Australiais secondto Canadain successof
foreignNIH grantees- arealsoboundby Bayh-Doleprovisions.

In 2002,theNIH proposeda furtherpolicy changewherebyforeignrecipientsof
grantscouldonly exerciseIP rights in theircountrywhile theNIH wouldhold all
rights for therestoftheworld.~Thispolicy isnotyet in effectbuthighlightsthe
asymmetrybetweentheNIH andtheNHMRC.

2.10Foreign InvestmentReviewBoard (FIRB)
It couldbeargnedthat lifting thethresholdfor notificationto FIRB forUS investment
in manufacturingfrom $50m to $800m will makelittle differencein practiceasthe
Government,throughFIRB, haveonl6yrejected4 outof2285investmentproposals
from all countriesin thepast5 years.

This successratereflectscurrentGovernmentpolicy. However,shouldGovernment
policy changein thefutureasaresponse,for example,to cherry-pickingby
multinationalfinns ofAustralia’smostpromisingcompanies,theincreasedthreshold
will precludeexaminationofa considerableproportionofAustralianfirms including
all scienceandtechnologyR&D intensiveSMEs.

FASTSunderstandsFIRB do not collectdataon theownershipororiginof
intellectualpropertyin investmentproposals.Thusits currentoperatingpractices
meanit is not in apositionto identify firms developedaroundIP generatedfrom
publicly-fundedR&D.

2.11Firms in receipt of publicly funded support of R&D
ThousandsofAustralianfirms havereceivedpublic funding for R&D andinnovation
including;

• 560R&D Startgrantsandloansto thevalueof$552million since1 July
2000.~(CochlearreceivedR&D Startgrantsin its developmentalstage)

5N111,Planfled mod~flcationofrights to sub]ectinventionsmadethroughfundingagreementsto
foreignentitieshttp://grantsl.nih.~ovkrants/~uide/notice-fi1es/NOT-OD-O2-O39.htmA6Centrefor InternationalEconomics,EconomicAnalysisofAUSETA.ClE: CanberraandSydney,2004

p.32
7DITR,BusinessExpenditureonR&D FactSheet,
http://www.industry.gov.aulcontentlitrinternetlcrnscontent.cfin?objectid=D1B8B52515D44033
8C8C99E155319l4O&indexPages=/content/itrinternet/allprogramsandservices.cfin?index’rype=crossin
dustry,/contentlitlinternet/cmsindexpage.cfin?objectid=48A520BD-20E0-68D8-
ED2DD21B7BCO6B4B,/contentlitrinternetlcrnsindexpage.cfin?objectid=48A5DFEA-2oEo-68D8.
EDB55OB8BD2CB714
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8

• 138 BiotechnologyInnovationFundgrantssinceinceptionin 2000

• 800 grantsapprovedin COMET sincel999~

• 275start-upcompanieshavebeenacceptedinto theincubatorsprogramof

Building InformationTechnologyStrengths(BITS)10

• 4707companieshadregisteredfor theR&D tax concessionby August2003
for FY 2001-02.Nearly600 SMEsregisteredfor the125%R&D taxoffsetfor
2001-02andnearly500firms registeredfor the 175%R&D Tax premiumin
thesameyear.”

• 61 companieshavereceivedInnovationInvestmentFund(lIE) fundingsince
12

inception

In addition,theARC awarded921 Discoverygrantsfor the2003roundand586 new
linkagegrantsin thetwo roundsOctober2002andMay2003 andin 2003 the
NHMRC approved911 newgrants.13

Theoutcomesofmanyofthesegrants— andresearchin public sectorresearch
agenciessuchasCSIRO,AIMS andANSTO - will producenewIP, which will
providecommercialopportunitiesfor existingAustralianfirms or drivenewspin-off
companies.

2.12 Recommendations
While acknowledgingpossiblebenefitsfrom US investmentin Australianfirms,
FASTSbelievestheCommitteemustconsiderthepossiblenegativeimpactsofthe
draftFTA in termsofmaximizingpublicbenefitsofcommercializingAustralian
R&D.

FASTS recommends;
• theCommittee considerstrikingoutprovisionsrelatingto technologytransfer

anddomesticcontentin 11.9 (Performancerequirements);
• theCommitteerequesttheGovernmentreviewtermsand conditionsof

publicly fundedresearchwith aview to developing
o relevantandtransparent‘nationalbenefits’testsfor commercialization

ofpublicly fundedresearch;including
o conditionsrequiringGovernmentapprovalofgrantrecipientsto locate

operationsand/orproductionoffshore.

8Real Results RealJobs, Backing Australia’s Ability: The Australian Government’s Innovation Report
2003-04, Canberra2004,p. 71
9ibid,p.68
10 ibid, p. 72

12 ibid, p. 66

ibid, pp.29,30,35

7



[FASTSSubmission- SenateInquiry into theAus-IJS Free Trade Agreemeni~

FASTSnoteshowever,that IP arrangementsandissuesaroundcommercializationof
publicly-fundedresearcharehighly complex,particularlywhenit involvesmultiple
sourcesoffundingandinvestment.

FASTSbelievesthekeypublicpolicy intentoftheBayh-DoleAct to maximizepublic
benefitsfrom publicly fundedresearchis highly commendable.We do not,however,
recommendthat AustraliasimplyadoptBayh-Doleprovisions.

Theneedfor examinationoftheseissuesis urgentandanychangesto current
arrangementswill requirecarefulconsiderationanddetailedconsultationwith
universities,CSTRO,ARC, NHMRC, industry,lPA andothersin theresearchand
intellectualpropertysectors.

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

Invasivespeciesandintroduceddiseaseshavehadmajorimpactsontheenvironment
andcommercialagricultureandaquaculture(egcanetoadsandphylloxera).To date,
conservativequarantinepracticeshaveplayedan importantrolein Australiaavoiding
orminimizing exposureto diseasesandpeststhathaveseriouslydamagedagricultural
productionin othercountries(egfire blight). Indeed,Australia’sreputationfor being
comparativelycleanandlow in disease,hasgivenAustralianagriculturalexporters
competitiveadvantagesin manymarkets.

However,anumberof factorsareincreasingtherisk to Australia’senvironment,
human,plant andanimalhealthandcommercialagriculture,including

• increasingflows ofpeople,goodsandservices;
• climatechange;
• reducedinvestmentin relevanteducationandresearchdisciplinessuchas

parasitology;and
• growingresistanceofdiseasesandparasitesto chemicalcontrols;and
• apparentchangesin regulatorypractices.’4

In short,theimportanceofgoodscienceinformingpolicy andrisk assessmentis
increasing.

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

FASTS Recommends;
• TheCommitteeurgetheGovernmentinitiatereformofBiosecurityAustralia’s

objectivesandoperations.

‘40n thisreferAnInvestmentin Humanand Animal Health: Parasitology in Australia, FASTS
OccasionalPaper,Mark SandemanandLesleyWarner(eds),Canberra,2002
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3.2 Objectives
TheDFAT GuideTo TheAgreementstates:

Nothingin thechapterundenninestherightofeitherpartyto determinethe
levelofprotectionit considersappropriate(p. 35).

FASTSis notsoconfidentthatthis is so. TheobjectivesofChapter7 go explicitly to
resolvingtradeissues‘andtherebyexpandtradeopportunities’.

Thedraftagreementprovidesforthecreationoftwo bi-lateralSanitaryand
PhytosanitaryCommittees— ageneralcommitteeanda StandingTechnicalWorking
GrouponAnimal andPlantHealthMeasures.

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

Theobjectivesofthetechnicalworkinggroupareto “resolvespecificbilateralanimal
andplanthealthmatterswith aview to facilitatingtrade(Annex7-A 4(a)).”

Thatis, theremaybeanintrinsicconflict in theobjectivesofbothcommittees.

FASTSnotesthat US agribusinessinterestshaveclearlyinterpretedthenew
arrangementsasaconcessionbyAustraliato theUSA.

Clearly, thatis the interpretationoftheAmericanFarmBureauFederationwho state
in theirpressreleaseof 10 March2004:

AFBF’s analysisoftheproposedfreetradeagreementforecaststhatannual
exportsofhigh-valueU.S. foodproductsto Australiawill growby $150
million to $200million afterthatnationremovesnon-tarifftradebarriers,
particularlyin theareaofsanitary/phytosanitaryrules. ‘~

FASTSbelievesscientificanalysisofrisk musthavepriority overtradeimperatives.

Weareconcemedthatboththeobjectivesofthecommitteesandtheircharacteras
bureaucraticinstrumentsto facilitatetrademayunderminethefundamentalrolethat
properscientificanalysismusthavein asoundquarantinesystem.

Ourconcemis compoundedby thefactthattherearenoprovisionsrequiring
independentscientificexpertiseon themembershipofeithercommittee.

If thedraftFTA is ratified thenconfidencein thetwo bi-lateralcommitteeswill be
highly dependenton thecapacityandapproachoftheleadAustralianagency,
BiosecurityAustralia.

3.3BiosecurityAustralia
FASTSis awarethattheconfidenceofagriculturesectorsandrelevantscientistsin
BiosecurityAustraliais diminishingovertimedueto concernsthat trade
considerationsareinappropriatelyprioritizedoverscientificanalysisofrisk. Recent

‘5 http://www.Jb.com/news/nr/nr2OO4/nrO31Oa.html
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debatesanddecisionsoverpineapples,Atlanticsalmon,applesandpig meathave
raisedskepticismofBiosecurityAustralia’scapacityto makegoodjudgments.

Morespecifically,scientistsareconcernedwith thechangingculturewithin
BiosecurityAustralia,including

• Increasingemphasisona ‘leasttraderestrictive’ approachthathasthe
potentialto underminethesciencebaseofIRA;

• Attemptsby Bio securityAustraliarepresentativesto ‘direct’ IRA teams
towardfacilitatingtrade;

• Inadequaterecordkeepingof ImportRiskAssessment(IRA) committees;and
• Scientificerrorsin BiosecurityAustralia’smodelinganddata;

ForsomedetailedevidenceanddiscussionofsuchconcernsFASTSdrawsthe
attentionoftheCommitteeto thethreeSenateRuralandRegionalAffairs and
TransportCommitteeinquiries into theImportRisk Analysisofbananas,applesand
porkmeat.

Evidencepresentedto that committeeraisesseriousconcernsoverBiosecurity
Australia’sproceduresandcultureconsistentwith theconcernsnotedabove.

FASTSbelievethe argumentsfor significantreformofBiosecurityAustralia’s
processesandobjectivesarestrong.WerecommendtheGovernmentinitiatereform
ofBiosecurityAustraliawith someurgency.Thisshouldbedoneirrespectiveof
Parliament’sdeterminationon thedraftFTA.

4. Intellectual Property — Patents (ch. 17.9)
4.1 Background
Thepatentsystemis crucial to encourageR&D innovationandFASTSarebroadly
supportiveofchangesin theAustralianpatentsystemin thepastfewyearsto lift the
thresholdofpatentabilityandimprovethecapacityofpatentholdersto protectpatents.

Patentscan,however,beaseriousconstrainton research.

FASTSbelievethatpatentsshouldnotbepermissiblefor factualscientific
informationincludingnaturallyoccurringgenesandgenesequences.

Thereis considerableinternationalconcernovertheissuingofgenepatents.There
argumentsagainstissuingpatentsfor genesandgenesequencesincludeethical
arguments,constraintsonbonafide researchanddiscoveryof ageneorgene
sequencedoesnot satisfya fundamental- andinternationallyrecognisedcriteriafor a
patent- thatit shouldbeaninvention.

Suchconcernshaveresultedin majorbiotechnologyresearchinitiatives includingthe
HumanGenomeProjectandtheInternationalHaplotypeMapping(HapMap)Project
placingtheirresearchresultsin thepublic domainwithno constraintsorcostson
accessfor researchers.

10
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Nojurisdiction in theworldpermitspatentingofgenesorgenesequencesperSe.
Debatesoverwhatis patentabletypically revolvearoundquestionsofisolablegenes
andgenesequences.

It is fair to saythatthereis awidespreadbeliefinternationallythattheUS Patent
system— unquestionablythemostpowerfulpatentregimein theworld - hasnotgot
thebalanceofinterestsright andpatentshavebeenissuedforisolablegenesandgene
sequencesthat stretchthecriteriaofpatentabilitybeyondwhatmanyscientists,
ethicistsandlegislatorsconsiderasacceptable.TheEuropeanUnion, for instance,is
vigorouslyopposedto theUSA approach.

4.2FTA Provisions
It is not clearwhatimplicationstherearefor theAustralianpatentsystemin thedraft
FTA.

TheadviceFASTShavereceivedfrom DEAT 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 ofthePatentsAct1990,which definesinventionas ‘a mannerofnew
manufacturewithin themeaningofs.6oftheStatuteofMonopolies’.Thatstatutelists
anumberof exclusionsincludingthat apatentis “not contraryto thelaw, nor
mischievousto thestatebyraisingofthepricesofcommoditiesathomeorhurt of
trade,or generallyinconvenient”.Thescopeofthis exclusionslist is not, however,
replicatedin 17.9.2(a).

17.9.2(b)doesallow for a changein Australianlaw. It providesthatpartiesmay
exclude‘diagnostic,therapeuticandsurgicalmethodsforthetreatmentofhumansand
animals’.UndercurrentAustralianlaw exclusionsrelateto generatingahumanbeing
(PatentAct(1990)s.19(2)).FASTSunderstandthattheFederalCourthasallowed
thattreatmentsarepatentable.’6

In addition,article17.9.3refers to ‘exclusiverights’ butthesearen’tdefined
elsewherein thechaptersowearenot sureexactlywhatthismightmean.

Accordingly,FASTSareunableto reallydeterminewhetherthereareanysubstantive
implicationsfor scienceandR&D thatarespecificto thepatentprovisionsin thedraft
FTA. Closeexaminationofany legislationwill be required.

We notethatin someofthecommentarysurroundingtheETA, theGovernmenthas
stated“Australianswill benefitthroughcloserharmonisationofouralreadystrong

16 Bristol-MyersAquibbCovFaulding(2000).
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intellectualpropertyregimewith thatofthelargestintellectualpropertymarketin the
world”.17

It is notclearto FASTSwhatthescopeof ‘harmonisation’will meanin practice.

As thecommitteewill beaware,law operatesat avarietyoflevelsincluding
parliamentarylegislationandregulation;judicial, includingcaselaw; and
administrativeandnormativepracticesofagencies.

Thereis aview thattheapparentexpansionin theUS ofwhatis patentablein respect
ofgenesandgenesequencesseemsto bedrivenby interpretationsat theofficer level
in theUS patentsoffice asdistinct from US legislation.

FASTS doesnothavetheexpertiseto providetheCommitteewith therelevantlegal
analysisofthisbut if this is, in fact,thecasethenthis mayhavesomeimplicationsto
Australianpatentsif ‘harmonisation’is interpretedbroadlyandactedupon.

4.3 Australian Law Reform CommissionInquiry
TheCommitteewill beawarethattheAustraliaLaw ReformCommissionis currently
reviewinggenepatentingandhumanhealth.An issuespaperandadiscussionpaper
havebeenreleasedandthefinal reportis duein June2004.18

FASTSconsiderstheALRC to beahighly credibleorganisationandtheprocessesof
theirreviewsto begenuinelyconsultativeandcomprehensive.

FASTSbelievespublic debateoversuchanimportantsetof issuesasgenepatents
andconsequencesforresearch,humanhealthandethicsshouldnotbeconstrainedor
pre-emptedby atradeagreement.

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

In addition,therewill beextensivecostsassociatedwith tenderingasappeals
mechanismsareusedextensivelyandaggressively.Nevertheless,theseprovisionsare
a significantimprovementoncurrentarrangementsandassucharewelcome.

6. Mobility
A defectin theFTA is thefailureto resolvethebarriersthat constrainlabormobility
to theUS, specificallybusinesspeoplewishingto work in theUSA forperiodsgreater
than6 months.ThisimpactsonAustralianbusinesses,notably,givenFASTSinterests,
R&D intensivetechnologySMEstrying to expandinto theUS market.

‘7http://www.dfat.gov.au/trade/negotiations/usJta/outcomes/08_intellectualj,roperty.html18http://www.alrc.gov.au/inquiries/current/patenting/index.htm
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