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Martin Nicklasson
Executive Vice President of 
Global Drug Development

Development Portfolio Review

A

AstraZeneca portfolio review
Key marketed and development products

b Gastrointestinal

b Central Nervous System

b Respiratory

b Pain

b Overall Pipeline Summary
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Nexium® launch status

b Launched in 72 countries within 2 years

✦ Key countries first half 2002 

• France , Italy, Australia 

b Remaining key countries

✦ China

✦ Japan
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AstraZeneca PPI sales 1999–2002
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Nexium® US NRx market share (PPI)

Source: IMS Health, IMS NPA+  (Retail, Mail Order & Long Term Care)Source: IMS Health, IMS NPA+  (Retail, Mail Order & Long Term Care)
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Nexium® sales vs other megabrands in US
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Nexium had the 3rd best launch ever in terms of cumulative US sales to-date 
after one year in the market and is slowly making gains to become the 2nd best 
launch in sales during its second year in the market

A

Nexium® Life Cyle developments

b Nasogastric tube administration 4Q 2002

b Parenteral 2Q 2003

b NSAID GI side effects

✦ Symptom resolution 2Q 2003

✦ Symptom prevention and 1H 2004      
healing

NDAs
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Nexium® - Further Life Cycle enhancements

b Direct clinical comparisons with PPIs

b Development of GERD segment

b Dyspepsia

b Extraesophageal reflux disease

A

What next in GI?

b RAPID (AZD0865)
✦ complete inhibition of acid secretion from first dose 

and onwards
✦ pH>6 within 1-2 hours after dose intake
✦ low variability of the effect

✦ full effect regardless of acid secretion status

Within the GERD market there are still unmet medical needs and 
with different mechanisms of action we can meet those needs….

b Reflux inhibitor (AZD3355)
✦ targets the most dominant reason for reflux (TLESRs) 

✦ more physiological approach to reflux disease
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Seroquel® current performance

b $1 billion brand

b Fastest growing major atypical anti-psychotic

✦ gaining share in all major market segments

✦ taking share from other atypicals

✦ US - only major atypical with market share growth

✦ Japan - exceeded olanzapine in patient 
treatment days

b Broadening use through new indications 
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Seroquel®
Improvement without Impairment

aripi-
prazole

ziprasi-
done

olanza-
pine

risperi-
done

Sero-
quel®

Placebo-like 
nausea/vomiting

Weight-neutral long-term

No significant QTc
changes

Placebo-like prolactin

Placebo-like EPS

Efficacy in partial 
responders

Long-term efficacy

Fast onset of action 
efficacy in one week

XXX
XX

X
XXX

XXXX
??

A

Schizophrenia

Mania

Elderly Dementia

Bipolar/Mood Disorders

Formulations

Seroquel®
Comprehensive Life Cycle programme
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Seroquel® SPECTRUM study
Efficacy where other atypicals have failed

***p<0.001 vs baseline
† - mean PANSS scores at baseline.
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Switching to Seroquel® significantly improves schizophrenia symptoms

De Nayer A et al; Colleg. Int. NeuroPsych. P.2.W.020, 2002

A

Seroquel® - Benefits in bipolar disorder 

b Bipolar disorder

✦ high functioning population

✦ up to 3% of the population suffer

✦ mania programme ~1,000 patients

b Proven efficacy in bipolar mania

b Excellent tolerability profile

b Unique EPS profile equivalent to placebo 

b Mania submission on track for Q1 2003
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Seroquel® response rates in mania

Seroquel® + Li/DVP Placebo + Li/DVP
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≥50% Reduction in YMRS at Last Visit  

Sachs, G et al: Bipolar Disorders 2002:4 (Suppl 1) Abs61,p133

A
Improvement without Impairment

Seroquel® - Strong differential advantage 
across the indications
b Broad-based efficacy

✦ as effective as other atypicals

✦ efficacy in one week

✦ effective in the long-term

b Unique tolerability profile
✦ placebo-like EPS

✦ placebo-like prolactin levels 

✦ low incidence of sexual dysfunction

✦ weight-neutral in the long-term
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Acute ischaemic stroke

b Market size: > $3 billion

b High Risk : High Reward

Permanent 
dysfunction

b High unmet medical need

✦ third leading cause of death

✦ most common cause of disability

Needs help with 
daily care

b Health Economics

✦ 5-10% of health care costs

✦ burden in US: $30 billion 

✦ direct costs: $17 billion

A

NXY-059
Enters Phase III development for Acute Stroke

b A free radical trapping agent set to be the 
first neuroprotectant for acute stroke

b Well tolerated in Phase II at doses 
producing significant efficacy in animal 
models

b Substantial functional improvements and 
reduction in infarct volume demonstrated in 
a primate model 

b Challenging development area

NXY-059 licensed from Centaur Pharmaceuticals
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Symbicort® Turbuhaler ®

b Approved in over 50 countries and 
launched in 42 countries

b High strength and paediatrics use approved 
in EU 

b COPD filed with EU and some other countries
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Symbicort® Turbuhaler® asthma 
Differentiation vs Seretide®/Advair®

NYOnce Daily Dosing (all strengths)

NYAdjustable Dosing (with same inhaler)

NYRapid Onset

33No. of Strengths

4+ years6+ yearsAge Range

YYMaintenance treatment

Seretide®Symbicort®

A

Symbicort® SAMS study 
Intake of study medication

Adjustable dosing

Fixed dosing

No. of 
inhalations 

per day

Time after randomisation (days)
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Symbicort® SAMS study
Patients with treatment failure
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Treatment failure
• Serious adverse event
• Medical care unit

• Oral steroid
• Added asthma therapy

A

Symbicort® - Adjustable dosing in asthma

b Individually tailored treatment possible with 
one maintenance inhaler

b Reduced drug load (cost) & overall 
better control 
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Symbicort® pMDI asthma USA

b Objective

✦ register pMDI 160/4.5, 80/4.5 and 40/4.5 as 
maintenance therapy in asthma

✦ differentiate from Advair® at launch

✦ dose counter included at launch

b Delivery

✦ pivotal trials have started

✦ differentiation studies have started

✦ NDA:  1H 2004

A

Symbicort® in COPD
Superior reductions of severe exacerbations

Rate of severe exacerbations vs placebo (%) 

Symbicort Pulmicort OxisSymbicort Pulmicort Oxis

Study BStudy A
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Symbicort® in COPD
FEV1 measured at clinic visits

Mean ratio in FEV1 
of baseline (%)

Symbicort®

Pulmicort®

Oxis®

placebo

0 1 2 3 4 5 6 7 8 9 10 11 12Months

Study B

A

COX Inhibiting Nitric Oxide Donator

AZD3582 - The first CINOD

b Targeted at acute and chronic nociceptive pain

b Development programme aims at documenting  
efficacy and safety advantages vs COX 2 
selective NSAIDs
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AZD3582 CINOD
Efficacy and safety in acute pain

b Efficacy
As effective as naproxen in time to onset, 
magnitude and duration of pain relief following 
surgical removal of impacted molar teeth

b Safety 
No significant difference in incidence of adverse 
events between patients receiving AZD3582 and 
those given placebo

A

AZD3582 CINOD
Effectively reduces acute pain

Pain 
intensity

Naproxen 500mg

AZD 3582 750mg

0 4 8 Time (hours)
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Ulcers and erosions
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Hawkey, Bjarnarson et al, 2002

AZD3582 CINOD 
GI safety principle demonstrated in man

A

Projects in pre-clinical phase

AZD8309
RA

AZD3342
COPD

AZD4717
Acute &

Chronic Pain

AZD8955
OA

Oncology

AZD0902
COPD

AZD0275
COPD

AZD9684
Thrombosis

AZD7806
Diabetes

AZD0837
Thrombosis

AZD5106
OAB

AZD4750
MS

AZD1134
Anx/depr

AZD3409
Solid 

tumours

AZD4440
Solid 

tumours

AZD0530
Solid 

tumours

CNS CV Respiratory Pain Inflammation

AZD4282
Neuropathic

Pain

AZD7140
RA



Development Portfolio Review: Martin Nicklasson 18

A

AstraZeneca clinical development pipeline

AZD 0865
Acid rel GI

Phase I Phase II Phase III

NXY 059 
Stroke

AZD 3355
GERD

AZD 6140
Arterial 

thrombosis

AZD 7009
AF

AR-A2
Anxiety/

Depression

ZD 6126
Solid 

Tumours

AZD 2171
Solid 

Tumours/
Haemotol

AZD 9056
RA

AZ 242
Diabetes/  
Metabolic 
Syndrome

ZD 0947
OAB

ZD 6474
Solid 

Tumours

ZD 4054
Solid 

Tumours

AZD 2315
RA

AZD 3582
Acute & 

Chronic Pain

AZD 4407
COPD

Nexium
!Extraesophageal 

reflux disease

Exanta
!Arterial thrombosis 

post MI

Faslodex
!1st line 

advanced BC

Iressa
!Breast cancer
!Colorectal cancer

Nexium
!NSAID GI

side effects
Treatment

!Parenteral
!NSAID GI

side effects
Prevention

Seroquel
!Mania
!Granules
!Sustained 

Release

Exanta
!Preventing 

stroke in AF
!Treatment 

of VTE

Atacand
!Hypertension 

outcomes
!CHF outcomes
!Diabetic 

retinopathy

Crestor
!Outcomes
!Atheroma

Oxis pMDI
!Asthma

Symbicort
!Single 

therapy 
Asthma

!pMDI
Asthma

Iressa
!Head & Neck 

cancer Toprol-XL
!HCTZ 

combination 
USA

Merrem
!Skin/soft tissue

infections USA

A

Symbicort 
COPD
filed in EU

Feb

Iressa   
filed in US/Japan

Dec/Jan

Zomig nasal
filed in US

Feb 

Crestor
filed in Japan

April 

Major regulatory filings 2002-2003

Oxis COPD
filed in EU

May

Arimidex adj BC  
filed in US/EU/Japan

March

2002 2003

Exanta   
filed in EU

July 

2003

Nexium US/EU   
NSAID-GI acute sympt
Parenteral

1H-03 

Exanta    
VTE prev US
Treatm VTE EU
Stroke in AF US/EU

4Q-03 

Atacand   US/EU   
CHF outcms CHARM

4Q-03 

Symbicort 
Turbuhaler

Single therapy 
for asthma EU 

3Q-03 

Oxis pMDI   
Asthma/COPD EU

3Q-03 

Seroquel
Mania US/EU 

1Q-03 

Faslodex
2nd line BC EU 

1Q-03 

Symbicort 
pMDI   

Asthma EU
4Q-03 

Merrem  US 
Skin/soft tissue infections

4Q-03 
Atacand   US/EU   

Hypertension outcms 
SCOPE

4Q-02 

Iressa
NSCLC EU 

1Q-03 
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Faslodex
launched in US

April 

Iressa   
launched in 
Japan July 

Arimidex adj BC
launched in 
Japan
US 

March 

Zomig nasal
launched in EU

Jan

First launches since last review

Oxis 
paediatrics
launched in EU

Jan

Casodex EPC
launched in 
various EU countries

Zoladex adj BC
launched in 
various EU countries

Sept

2002

Symbicort paeds
launched in EU

July 

A

Unique growth opportunity
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Strengths in the AstraZeneca pipeline

b Rich pipeline in Discovery

b Many CDs in areas of unmet medical need 

b Strong early pipeline (Phase I-II) which 
provides choice for strongest candidates 
to enter full Clinical Development

b Comprehensive LCM programme to 
optimise our late stage portfolio and new 
product launches

b Portfolio focus on Quality, not Quantity
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Cautionary statement regarding
forward-looking statements

In order to utilise the “Safe Harbor” provisions of the United States Private 
Securities Litigation Reform Act of 1995, AstraZeneca is providing the 
following cautionary statement.

This presentation contains forward-looking statements with respect to the 
financial condition, results of operations and businesses of AstraZeneca.  By 
their nature, forward-looking statements and forecasts involve risk and 
uncertainty because they relate to events and depend on circumstances that 
will occur in the future.  There are a number of factors that could cause 
actual results and developments to differ materially from that expressed or 
implied by these forward-looking statements.  These factors include, among 
other things, exchange rate fluctuations, the risk that research and 
development will not yield new products that achieve commercial success, 
the impact of competition, price controls and price reductions, the risk of loss 
or expiration of patents or trade marks, the difficulties of obtaining and 
maintaining governmental approvals for products, the risk of substantial 
product liability claims and exposure to environmental liability. 
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