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R&D - Investment ObjectivesR&D - Investment Objectives

1.1. Sustain a highly profitable plasmaSustain a highly profitable plasma
business.business.

2.2. Identify and develop novel productsIdentify and develop novel products
where we have Intellectual Propertywhere we have Intellectual Property
and insight.and insight.

3.3. Leverage our investment throughLeverage our investment through
partnering.partnering.

4.4. Contribute as part of a fully integrated,Contribute as part of a fully integrated,
specialistspecialist biopharmaceutical biopharmaceutical company. company.



R&D Competitive AdvantagesR&D Competitive Advantages
Key competitive advantagesKey competitive advantages
–– specialist focusspecialist focus
–– effective scaleeffective scale
–– attractive academic partnerattractive academic partner
–– CSL recruits high calibre scientistsCSL recruits high calibre scientists

Impact of ZLB-BehringImpact of ZLB-Behring
–– global capabilityglobal capability
–– centres of excellence aligned withcentres of excellence aligned with

manufacturingmanufacturing
–– synergies achievedsynergies achieved



CSL GroupCSL Group ZLB BehringZLB Behring CSL BioplasmaCSL Bioplasma

Centres of
Excellence
Centres of
Excellence

Commercially Driven, Integrated R&DCommercially Driven, Integrated R&D

LaboratoriesLaboratories

FocusFocus

Key Key AreasAreas

Parkville, Parkville, AustraliaAustralia
Marburg, GermanyMarburg, Germany
Bern, SwitzerlandBern, Switzerland

Novel proteinNovel protein
product developmentproduct development
Operations Operations SupportSupport

    BiotechnologyBiotechnology
  Recombinant  Recombinant proteins proteins
  Monoclonal antibodies  Monoclonal antibodies
    VaccinologyVaccinology

Marburg, GermanyMarburg, Germany
Bern, SwitzerlandBern, Switzerland

LifeLife cycle cycle
management plasmamanagement plasma
productsproducts
OperationsOperations  SupportSupport

ImmunologyImmunology
HemophiliaHemophilia
Wound HealingWound Healing
Specialty productsSpecialty products
A1PIA1PI

BroadmeadowsBroadmeadows, Australia, Australia

LifeLife cycle cycle
management plasmamanagement plasma
productsproducts
OperationsOperations Support Support

NewNew purification purification
technologiestechnologies



R&D Staff and BudgetR&D Staff and Budget

Parkville new
products

Parkville LCM

Bioplasma

ZLB Behring

~500 staff~500 staff
~A$140M~A$140M

6060
6060

140140

240240



Integrated R&D Portfolio ManagementIntegrated R&D Portfolio Management

IdentificationIdentification

EvaluationEvaluation

TestingTesting

Strategy & InvestmentStrategy & Investment

PerformancePerformance

PharmaPlan

Project
Review

New
Opportunities

OperationsOperations

FinancialFinancial

StrategyStrategy

Project
Management Commercial

AnalyticalAnalytical

Deal MakingDeal Making



HPV ProphylaxisHPV Prophylaxis •• ISCOMATRIXISCOMATRIX
••HCVHCV
••ESO-1ESO-1
••DengueDengue
••ChlamydiaChlamydia

•• Topical Eye Delivery Topical Eye Delivery   
•• CRCsCRCs
•• rMAbsrMAbs  

Preclinical EvaluationPreclinical Evaluation

R&D PORTFOLIO December 2004:R&D PORTFOLIO December 2004:
Novel Protein Product DevelopmentNovel Protein Product Development

Clinical TrialsClinical Trials
•• rHDLrHDL

••StrokeStroke
••ACSACS

•• HPV TherapyHPV Therapy



R&D PORTFOLIO December 2004:R&D PORTFOLIO December 2004:
Plasma ProductsPlasma Products

 Immunoglobulins Immunoglobulins Coagulation factorsCoagulation factors

Specialty ProductsSpecialty Products



HPV Vaccine UpdateHPV Vaccine Update

Merck Merck webcast Dec webcast Dec 14, 200414, 2004

http://http://wwwwww..merckmerck.com/newsroom/.com/newsroom/webcastwebcast//



HCV:  started safety study in chronicallyHCV:  started safety study in chronically
infected patients (Chiron)infected patients (Chiron)
ESO1: publication of clinical immunogenicityESO1: publication of clinical immunogenicity
data*.  Started advanced disease study.data*.  Started advanced disease study.
Commitment to start definitive MRD study inCommitment to start definitive MRD study in
2005 (LICR)2005 (LICR)
ChlamydiaChlamydia: new collaboration (Aventis: new collaboration (Aventis
PasteurPasteur))
Dengue: NIH preclinical/clinical grantsDengue: NIH preclinical/clinical grants
(Hawaii Biotech)(Hawaii Biotech)
* * Proceedings of the National Academy of Science (USA) 101:10697, 2004.Proceedings of the National Academy of Science (USA) 101:10697, 2004.

ISCOMATRIX® Adjuvant TechnologyISCOMATRIX® Adjuvant Technology
New MilestonesNew Milestones



ZLB BehringZLB Behring
Plasma Plasma ProductProduct R&D R&D

Jeff DaviesJeff Davies
Head of R&D Head of R&D IntegrationIntegration

Global Director of Plasma Product R&D,Global Director of Plasma Product R&D,
ZLB BehringZLB Behring



ZLB ZLB BehringBehring R&D has a key role in R&D has a key role in
delivering on:delivering on:

a broad product portfolio with continuinga broad product portfolio with continuing
innovation.innovation.

development of high quality, high yieldingdevelopment of high quality, high yielding
efficient manufacturing processes.efficient manufacturing processes.

registrations to expand marketing reach.registrations to expand marketing reach.



Key Value Drivers for R&DKey Value Drivers for R&D
IntegrationIntegration
ii R&D alignment with optimised manufacturingR&D alignment with optimised manufacturing

network:network:

–– Immunology (Immunology (Bern)Bern)
–– Haemophilia, Specialty products (Marburg)Haemophilia, Specialty products (Marburg)
–– Alpha-1-Proteinase inhibitor (Kankakee)Alpha-1-Proteinase inhibitor (Kankakee)

ii R&D alignment with Commercial R&D alignment with Commercial OperationsOperations



R&D Integration is R&D Integration is WellWell  AdvancedAdvanced

R&D reR&D restructurestructure  completedcompleted

Key project decisions madeKey project decisions made

Financial targets Financial targets on trackon track

Global Global managementmanagement  systemssystems  establishedestablished



Per Therapeutic Category % Total Sales Per Region % Total Sales

R&D Supports a Major Global ProductR&D Supports a Major Global Product
PortfolioPortfolio

rFVIIIrFVIII
Pd CoagulationPd Coagulation
ImmunologyImmunology
Critical CareCritical Care
Wound Wound 
HealingHealing
OtherOther

24%

31%

18%

6%

21%

37%

North AmericaNorth America
Western EuropeWestern Europe
Central EuropeCentral Europe
JapanJapan
IntercontinentalIntercontinental

20%

11%

Broad portfolio of products - Global Sales ReachBroad portfolio of products - Global Sales Reach

19%

11%

2%



Benefits of Integration for KeyBenefits of Integration for Key
ProductsProducts

• Gammar P
• Gamma Venin
• Venimmune

• Rhesogam

• Albuminar

• Carimune /
Sandoglobin

• Rhophylac

• ZLB-Albumin / Human
Albumin

IVIG

Anti-D

Critical
Care



Operational Operational CentresCentres of Excellence of Excellence

Bern Kankakee Marburg

IVIG* Anti-D

Centre of Excellence

A1PIHaemophilia
(F IX)

Hyper-
immunes/

SCIG

Haemo-
philia Critical Care

Wound Healing
Albumin

Plasma
Fractionation

Production

Filling/
Packaging

Main
products

F II+III



IncreasedIncreased IVIG  IVIG outputoutput  fromfrom Bern Bern

Current supply of IVIG will be met byCurrent supply of IVIG will be met by
improved manufacturing efficiencies.improved manufacturing efficiencies.

FDA requirements for processing KankakeeFDA requirements for processing Kankakee
Fr II+III paste now met and manufacturingFr II+III paste now met and manufacturing
commenced.commenced.

Major synergy project completedMajor synergy project completed



R&D portfolio December 2004:R&D portfolio December 2004:
Plasma ProductsPlasma Products
Immunoglobulins 
Liquid IVIG products
Subcutaneous IG
Anti D for ITP

Wound Healing 
Fibrin Sealant      

(Beriplast reconstitution and 
delivery)

Other projects
rHDL process
Pathogen Safety

Coagulation factors
vonWillebrand’s disease   
(Haemate/Humate NexGen)
Anti-coagulant reversal 

(Beriplex P, EU )

Protease inhibitors
C1 esterase inhibitor 

(Berinert P for USA)
Alpha-1-PI          

 



Strengthening Our IVIG PortfolioStrengthening Our IVIG Portfolio

SandoglobulinSandoglobulin  ®®
((LyophilisedLyophilised,  IV),  IV)

ChromatographicChromatographic
(10% IV)(10% IV)

SandoglobulinSandoglobulin  ®® Liquid Liquid

(12%, IV)(12%, IV)



Opening New Markets for IgGOpening New Markets for IgG

Vivaglobin™Vivaglobin™

–– Subcutaneous Subcutaneous IgGIgG: 16%: 16%

–– For treatment of immunodeficiencyFor treatment of immunodeficiency

–– Well toleratedWell tolerated

–– Home therapy/self infusion (weekly)Home therapy/self infusion (weekly)

Improving diagnosis of immunodeficiencyImproving diagnosis of immunodeficiency
•• The Jeffrey The Jeffrey ModellModell Diagnostic Center for Primary Diagnostic Center for Primary

ImmunodeficienciesImmunodeficiencies at The Children’s Hospital of Philadelphia at The Children’s Hospital of Philadelphia



Chromatographic IVIGChromatographic IVIG
State of the art quality with
manufacturing efficiency

   In house Swiss and Australian technology   In house Swiss and Australian technology

   Liquid, 10% ready to use   Liquid, 10% ready to use

   Comprehensive    Comprehensive pathogen safetypathogen safety data data

     High High yield and purity yield and purity



IgGIgG  portfolioportfolio: : TimelinesTimelines and  and milestonesmilestones

SubcutaneousSubcutaneous
IgGIgG (EU) (EU)

SubcutaneousSubcutaneous
IgGIgG (US) (US)

12% Liquid12% Liquid
IVIG (EU)IVIG (EU)

12% Liquid12% Liquid
IVIG (US)IVIG (US)

ChromatographicChromatographic
Liquid IVIGLiquid IVIG

20052005 20062006 20072007

••BLA BLA submittedsubmitted  OctoberOctober 2004 2004

••ApprovedApproved, , SwitzerlandSwitzerland, UK., UK.
••MRP submission Dec 04MRP submission Dec 04

••Approved October 2004Approved October 2004

••Clinical commenced Sept 04Clinical commenced Sept 04

••ClinicalsClinicals commenced commenced
  -  -Sept 04 PID,Sept 04 PID,

         -Nov 04, ITP         -Nov 04, ITP



Neurology and Neurology and ImmunoglobulinsImmunoglobulins
Expansion of Expansion of labellabel  claimsclaims

–– Applying for GBSApplying for GBS  indicationindication in the USA in the USA

SupportingSupporting  educationeducation in  in emergingemerging  marketsmarkets

IVIG in IVIG in NeurologicalNeurological  DiseasesDiseases

            ExploringExploring  newnew  indicationsindications



Hemolytic disease of the newborn (HDN)Hemolytic disease of the newborn (HDN)
High product purity allows for High product purity allows for IV or IMIV or IM
administrationadministration
Liquid productLiquid product
Yield over 3 times Yield over 3 times RhesogamRhesogam
US approval received in February 2004US approval received in February 2004
RegistrationRegistration  expandedexpanded to 16 EU  to 16 EU countriescountries in 2004 in 2004

Anti D for ITP Anti D for ITP submissionssubmissions Q1 05 Q1 05



HaemateP/HumateHaemateP/Humate P :  P : vWFvWF-FVIII -FVIII conc.conc.
Superior product featuresSuperior product features

••  High MW High MW multimersmultimers
••important for efficacyimportant for efficacy

hum
ate

hum
ate

hum
ate

hum
ate

••  High collagen bindingHigh collagen binding
••a measure of a measure of vWFvWF activity activity

von Willebrand‘s Disease:  1-2% of population.  Under diagnosed

vonWillebrand factor:  initiates formation of hemostatic plug , stabilises FVIII



HumateHumate P/ P/HaemateHaemate P  P NexGenNexGen
Improved formulation, use in Improved formulation, use in surgerysurgery

Improved formulationImproved formulation

–– 2 fold reduction in volume2 fold reduction in volume
–– Increase convenienceIncrease convenience
–– Retains high MW Retains high MW multimersmultimers and activity and activity
–– To be introduced in 2005…To be introduced in 2005…

–– DevelopingDeveloping  useuse in  in surgerysurgery (US) (US)

   Market leader in vWF concentrate



Wound Healing- Fibrin sealant:Wound Healing- Fibrin sealant:
For sealing leakages For sealing leakages associatedassociated  withwith  surgicalsurgical  proceduresprocedures

BeriplastBeriplast  CombisetCombiset (fibrin sealant) (fibrin sealant)

–– LyophilisedLyophilised  fibrinogenfibrinogen and  and thrombinthrombin
–– CombisetCombiset registered in EU and Japan registered in EU and Japan
–– Key market is JapanKey market is Japan
–– Improved reconstitution and deliveryImproved reconstitution and delivery

systems to be introduced in 2005systems to be introduced in 2005



TachoCombTachoComb® (® (NycomedNycomed):):
 Another mode of  Another mode of deliverydelivery

TachoCombTachoComb®  (Collagen/fibrinogen/thrombin)®  (Collagen/fibrinogen/thrombin)

–– Sealing and prevention of fistulaeSealing and prevention of fistulae
–– Sealing and prevention of air leaks in pulmonary surgerySealing and prevention of air leaks in pulmonary surgery
–– AnastomosisAnastomosis protection protection
–– Sealing of perforations of the eardrumSealing of perforations of the eardrum
–– Sealing of Sealing of duradura mater defects mater defects

–– Manufactured using Manufactured using ZLB BehringZLB Behring
fibrinogen and fibrinogen and thrombinthrombin

–– Distributed by ZLB Distributed by ZLB BehringBehring in  in JapanJapan



C1 C1 InhibitorInhibitor  DeficiencyDeficiency

C1 Inhibitor
(g/l)

0,6

0,5

0,4

0,3

0,2

0,1

0

p<0.0001

HAE patients Healthy subjects

Nielsen, J of Int Med 1996; 239: 119



HeriditaryHeriditary  AngioedemaAngioedema
Incidence: 1 in 50,000.Incidence: 1 in 50,000.
Ave: 1 attack per month. Can be fatal.Ave: 1 attack per month. Can be fatal.



BerinertBerinert P (C1 esterase inhibitor) P (C1 esterase inhibitor)

Registered in  Germany, Japan, Austria, Hungary andRegistered in  Germany, Japan, Austria, Hungary and
Switzerland, ArgentinaSwitzerland, Argentina

Clinical trial design for treatment of acute episodes underClinical trial design for treatment of acute episodes under
developmentdevelopment

CompetitionCompetition
–– Dyax/Genzyme: kallikreinDyax/Genzyme: kallikrein inhibitor inhibitor
–– JeriniJerini: : bradykininbradykinin receptor antagonist receptor antagonist
–– PharmingPharming: transgenic C1 esterase inhibitor: transgenic C1 esterase inhibitor

Competitive advantage of Competitive advantage of BerinertBerinert P: half life and  P: half life and multifactorialmultifactorial
action.action.



Alpha-1-proteinase inhibitor deficiency

IncidenceIncidence: 1: 6000 (: 1: 6000 (underunder  diagnoseddiagnosed))
Dose:  60mg per kg Dose:  60mg per kg onceonce per  per weekweek

•• DeficiencyDeficiency leads to   leads to  emphysemaemphysema  laterlater in life  in life withwith
significantsignificant  lifestylelifestyle  impactsimpacts

• ZLB Behring has recently entered the US market



ZemairaZemaira: Purity, rapid reconstitution, low: Purity, rapid reconstitution, low
volume.volume.
Market base growingMarket base growing
Phase IV trials planned in 2005Phase IV trials planned in 2005
Validation of new facility in Kankakee nearValidation of new facility in Kankakee near
completion with FDA approval expected secondcompletion with FDA approval expected second
half 2005half 2005

ZemairaZemaira: Superior : Superior ProfileProfile



A A tracktrack  recordrecord of  of safesafe  plasmaplasma  productsproducts and and
reputationreputation  forfor  leadingleading  safetysafety  standardsstandards

Virus Virus SafetySafety

Viral InactivationViral Inactivation  processesprocesses  dealing withdealing with  bothboth  envelopedenveloped
and and non-envelopednon-enveloped  virusesviruses

–– PasteurisationPasteurisation
–– NanofiltrationNanofiltration
–– SD technologySD technology
–– LowLow  pHpH  treatmenttreatment

EmergingEmerging  virusesviruses ( (e.ge.g West  West NileNile, SARS) , SARS) inactivatedinactivated  byby
thesethese  processesprocesses..



A A tracktrack  recordrecord of  of safesafe  plasmaplasma  productsproducts and and
reputationreputation  forfor  leadingleading  safetysafety  standardsstandards
PrionPrion  SafetySafety

State of the art in-house technology for measuringState of the art in-house technology for measuring
capability of processes to eliminate prions should theycapability of processes to eliminate prions should they
be present in plasma.be present in plasma.

First companyFirst company to  to getget FDA  FDA approvedapproved  labellabel  claimclaim  forfor
capabilitycapability of  of processprocess to  to eliminateeliminate  prionsprions

ComplementaryComplementary  laboratorieslaboratories  maintainingmaintaining  statestate of the of the
art art virologyvirology and  and prionprion  technologiestechnologies..



Plasma Products Portfolio SummaryPlasma Products Portfolio Summary

Key R&D integration tasks completed andKey R&D integration tasks completed and
forecast savings deliveredforecast savings delivered

The major The major manufacturing synergymanufacturing synergy project project
completedcompleted

Key R&D milestones for ongoing programs metKey R&D milestones for ongoing programs met

New initiatives underwayNew initiatives underway



rHDL - Two Major ClinicalrHDL - Two Major Clinical
Development OpportunitiesDevelopment Opportunities

Dr. Russell BasserDr. Russell Basser
Global Clinical Director, NewGlobal Clinical Director, New

Product DevelopmentProduct Development



rHDLrHDL = Reconstituted high-density = Reconstituted high-density
lipoproteinlipoprotein

rHDL =
a synthesized

lipoprotein particle,
chemically and

biologically
resembling native

HDL

HDL =
“good cholesterol”



Manufactured from discarded fractionManufactured from discarded fraction
of plasmaof plasma

plasma IVIG + other
products

discarded fractiondiscarded fraction

ApoAIApoAI protein protein

rHDL

LipidLipid
++



rHDL is safe & biologically active inrHDL is safe & biologically active in
humanshumans

Clinical trials in over 150 peopleClinical trials in over 150 people
Very well toleratedVery well tolerated
No serious or unpredicted side-effectsNo serious or unpredicted side-effects
Biological activity demonstratedBiological activity demonstrated



rHDL is a potent biological compoundrHDL is a potent biological compound

Extensive scientific work shows rHDL isExtensive scientific work shows rHDL is
activeactive
–– anti-inflammatoryanti-inflammatory
–– sucks cholesterol from vessel wallssucks cholesterol from vessel walls

(“reverse cholesterol transport”)(“reverse cholesterol transport”)
–– increases blood flow (vasodilator)increases blood flow (vasodilator)
–– anti-oxidantanti-oxidant
–– blood thinning (anticoagulant)blood thinning (anticoagulant)



rHDL FOR ACUTE ISCHEMICrHDL FOR ACUTE ISCHEMIC
STROKESTROKE



PROGRESS WITH rHDL FOR STROKEPROGRESS WITH rHDL FOR STROKE

Preclinical stroke work progressingPreclinical stroke work progressing
–– publication of Italian research resultspublication of Italian research results
–– Australian paper submittedAustralian paper submitted

Trial in stroke patients commenced Nov 04Trial in stroke patients commenced Nov 04
–– safety and pharmacologysafety and pharmacology

Preparing for phase 2 studyPreparing for phase 2 study
–– effect of rHDL on size of stroke (byeffect of rHDL on size of stroke (by

Magnetic Resonance scan)Magnetic Resonance scan)



rHDL FORrHDL FOR
ACUTE CORONARY SYNDROMEACUTE CORONARY SYNDROME

((ACSACS))



What is What is ACSACS??

Myocardial infarction & unstable anginaMyocardial infarction & unstable angina
∼∼ 1.7M clinical episodes per yr in USA 1.7M clinical episodes per yr in USA
“Vulnerable patient”“Vulnerable patient”
–– generalised process in all coronary bloodgeneralised process in all coronary blood

vesselsvessels
–– risk of a further clinical event despiterisk of a further clinical event despite

current treatment current treatment (ie new infarction, medical intervention,(ie new infarction, medical intervention,
surgery, death)surgery, death)

–– 10+% at 1yr, 15-20% at 2yrs10+% at 1yr, 15-20% at 2yrs



What happens in What happens in ACSACS??

Underlying problem is atherosclerosisUnderlying problem is atherosclerosis
–– hardening and narrowing of the coronary arterieshardening and narrowing of the coronary arteries
–– starts from childhoodstarts from childhood
–– related to genes, environment, various medicalrelated to genes, environment, various medical

conditionsconditions
ACS ACS occurs when a clot forms on ruptured segment ofoccurs when a clot forms on ruptured segment of
unstable unstable atheroma (plaque)atheroma (plaque)

–– blocks blood supply to area of heart muscleblocks blood supply to area of heart muscle
–– results in chest pain with or without permanentresults in chest pain with or without permanent

damagedamage



Libby, Nature 2002

ACSACS: What’s happening in the blood: What’s happening in the blood
vessel?vessel?



Inflammation is important in atheromaInflammation is important in atheroma
& ACS& ACS



Current treatment of ACSCurrent treatment of ACS

Treatments aimed atTreatments aimed at
–– maintaining blood flow in the affected blood vesselmaintaining blood flow in the affected blood vessel
–– limiting damage to heartlimiting damage to heart
–– reducing the chance of further clot formationreducing the chance of further clot formation
–– delaying further progression (growth) of plaquedelaying further progression (growth) of plaque

–– multiple drugsmultiple drugs
•• aspirin, beta blocker, ACE inhibitor, aspirin, beta blocker, ACE inhibitor, statinstatin

–– early procedure to early procedure to look at plumbing (blood vessels)look at plumbing (blood vessels)
•• keep open withkeep open with stent stent (metal mesh) (metal mesh)



Why is Why is CSLCSL interested in  interested in ACSACS??

Information in animals & humans that rHDL hasInformation in animals & humans that rHDL has
properties that are beneficialproperties that are beneficial

–– reverse cholesterol transportreverse cholesterol transport
–– anti-inflammatoryanti-inflammatory
–– anti-oxidantanti-oxidant
–– calms chronically irritated endothelial (lining) cellscalms chronically irritated endothelial (lining) cells

Intellectual property, product supply and formulationIntellectual property, product supply and formulation
strengthsstrengths



The concept of rHDL for The concept of rHDL for ACSACS

infusion of rHDL provides rapid stabilisationinfusion of rHDL provides rapid stabilisation
of plaqueof plaque
–– rapid removal of fat from blood vesselrapid removal of fat from blood vessel
–– rapid reduction in inflammation of therapid reduction in inflammation of the

coronary arteriescoronary arteries

rHDL will take the blood vessels back in timerHDL will take the blood vessels back in time
to a more stable and less aggravated stateto a more stable and less aggravated state
much less chance of further clinical problemsmuch less chance of further clinical problems



Product Concept to be Tested inProduct Concept to be Tested in
Canadian CentreCanadian Centre

New diagnostic technology: able toNew diagnostic technology: able to
conduct a Phase 2 clinical studyconduct a Phase 2 clinical study
Identified high quality cardiology groupIdentified high quality cardiology group
in Canadain Canada



High Quality Clinical Trial OpportunityHigh Quality Clinical Trial Opportunity

Study based on Study based on intravascularintravascular ultrasound ultrasound
((IVUSIVUS ) measure of plaque and blood vessel ) measure of plaque and blood vessel
wall thicknesswall thickness
MontrealMontreal Heart Institute ( Heart Institute (MHIMHI))
–– Dr Jean-Dr Jean-Claude Tardif Claude Tardif is Director ofis Director of

ResearchResearch
–– one of two state-of-art one of two state-of-art IVUS IVUS groupsgroups
–– network of cardiology investigators innetwork of cardiology investigators in

CanadaCanada
–– high quality clinical trial infrastructurehigh quality clinical trial infrastructure



What is What is IVUSIVUS??

Schoenhagen Schoenhagen et al, et al, Clev Clev   Clin Clin J J Med Med   20032003



IVUSIVUS shows details otherwise missed shows details otherwise missed

NissenNissen, Am J , Am J Cardiol Cardiol 20022002



What might we expect to find?What might we expect to find?

shrinkage of plaqueshrinkage of plaque
reduction in inflammationreduction in inflammation

will give confidence that giving rHDL towill give confidence that giving rHDL to
patients withpatients with ACS ACS is likely to provide clinical is likely to provide clinical
benefitbenefit



SSummaryummary of rHDL projects of rHDL projects

Stroke indication progressing as plannedStroke indication progressing as planned
–– phase 2 trial planned to commence 2006phase 2 trial planned to commence 2006

ACS ACS provides a complimentary opportunityprovides a complimentary opportunity
–– phase 2 trial to commence first half 2005phase 2 trial to commence first half 2005
–– phase 2 results in 2006phase 2 results in 2006



Example of anExample of an
Earlier Stage OpportunityEarlier Stage Opportunity

Significant work by AustralianSignificant work by Australian
researchers: Professor Doug researchers: Professor Doug CosterCoster,,
Flinders Medical CentreFlinders Medical Centre
Applying biotechnology to treatingApplying biotechnology to treating
serious eye diseasesserious eye diseases





Topical Delivery of RecombinantTopical Delivery of Recombinant
Antibodies for Treating Eye DiseaseAntibodies for Treating Eye Disease

 US Patent Issued US Patent Issued

 Continuing to evaluate in Continuing to evaluate in
preclinical experimentspreclinical experiments



R&D Highlights from 2004R&D Highlights from 2004

Merck HPV clinical trial progressMerck HPV clinical trial progress
ZLB Behring integration advanced withZLB Behring integration advanced with
financial targets on trackfinancial targets on track
2+3 paste registered in Bern2+3 paste registered in Bern
VivaglobinVivaglobin s.c. approval EU, US submitted s.c. approval EU, US submitted
First stroke patients treated and ACSFirst stroke patients treated and ACS
indication for rHDLindication for rHDL
New New ChlamydiaChlamydia ISCOMATRIX ISCOMATRIX®® collaboration collaboration
with Aventiswith Aventis
Topical delivery for eye disease patent issuedTopical delivery for eye disease patent issued


