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In order, among other things, to utilise the 'safe harbour' provisions of the US Private Securities Litigation Reform Act 1995, we are providing the following cautionary
statement:
This document contains certain forward-looking statements with respect to the operations, performance and financial condition of the Group, including, among other
things, statements about expected revenues, margins, earnings per share or other financial or other measures. Although we believe our expectations are based on
reasonable assumptions, any forward-looking statements, by their very nature, involve risks and uncertainties and may be influenced by factors that could cause
actual outcomes and results to be materially different from those predicted. The forward-looking statements reflect knowledge and information available at the date of
preparation of this document and AstraZeneca undertakes no obligation to update these forward-looking statements. We identify the forward-looking statements by
using the words 'anticipates', 'believes', 'expects', 'intends' and similar expressions in such statements. Important factors that could cause actual results to differ
materially from those contained in forward-looking statements, certain of which are beyond our control, include, among other things: the loss or expiration of, or
limitations to, patents, marketing exclusivity or trademarks, or the risk of failure to obtain and enforce patent protection; effects of patent litigation in respect of IP rights;
the impact of any delays in the manufacturing, distribution and sale of any of our products; the impact of any failure by third parties to supply materials or services; the
risk of failure of outsourcing; the risks associated with manufacturing biologics; the risk that R&D will not yield new products that achieve commercial success; the risk
of delay to new product launches; the risk that new products do not perform as we expect; the risk that strategic alliances and acquisitions, including licensing and
collaborations, will be unsuccessful; the risks from pressures resulting from generic competition; the impact of competition, price controls and price reductions; the
risks associated with developing our business in emerging markets; the risk of illegal trade in our products; the difficulties of obtaining and maintaining regulatory
approvals for products; the risk that regulatory approval processes for biosimilars could have an adverse effect on future commercial prospects; the risk of failure to
successfully implement planned cost reduction measures through productivity initiatives and restructuring programmes; the risk of failure of critical processes affecting
business continuity; economic, regulatory and political pressures to limit or reduce the cost of our products; failure to achieve strategic priorities or to meet targets or
expectations; the risk of substantial adverse litigation/government investigation claims and insufficient insurance coverage; the risk of substantial product liability
claims; the risk of failure to adhere to applicable laws, rules and regulations; the risk of failure to adhere to applicable laws, rules and regulations relating to anti-
competitive behaviour; the impact of increasing implementation and enforcement of more stringent anti-bribery and anti-corruption legislation; taxation risks; exchange
rate fluctuations; the risk of an adverse impact of a sustained economic downturn; political and socio-economic conditions; the risk of environmental liabilities; the risk
of occupational health and safety liabilities; the risk associated with pensions liabilities; the impact of failing to attract and retain key personnel and to successfully
engage with our employees; the risk of misuse of social medial platforms and new technology; and the risk of failure of information technology and cybercrime. Nothing
in this presentation / webcast should be construed as a profit forecast.
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Forward-looking statements
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Oncology Cardiovascular &
Metabolic Diseases Respiratory

Lynparza1, 2

multiple cancers
ZS-92

hyperkalaemia
benralizumab1, 2

severe, uncontrolled asthma / COPD

Tagrisso1, 2

lung cancer
roxadustat2

anaemia
tralokinumab

severe, uncontrolled asthma

Imfinzi1, 2

multiple cancers
PT010

COPD / asthma

acalabrutinib2

blood cancers

Imfinzi + treme
multiple cancers

moxetumomab
leukaemia Other

selumetinib
thyroid cancer

anifrolumab
lupus

savolitinib
kidney cancer

lanabecestat
Alzheimer’s disease

Significant opportunities from lifecycle and potential new medicines
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Late-stage pipeline overview

1. Lifecycle development programme.
2. Under regulatory review.
Status as of 10 September 2017.



Multiple cancers Lung cancers Blood cancers

• Ovarian and breast 
cancers

• Lifecycle programme 
(2018+)

• Merck collaboration

• 2L T790Mm1

• 1L EGFRm2

• Adjuvant EGFRm (2022+)

• Locally-advanced (Stage 
III), unresectable NSCLC

• Lifecycle programme 
(2018+)

• AstraZeneca’s first, 
potential new medicine in 
blood cancer

• MCL3 initial indication
• Lifecycle programme 

(2019+)

Rich and early pipeline, including combinations

Strategic priorities support the return to growth
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AstraZeneca Oncology

acalabrutinib

1. T790Mm = Substitution of threonine (T) with methionine (M) at position 790 of exon 20 mutation.
2. EGFRm = Epidermal growth factor receptor mutation.
3. MCL = Mantle cell lymphoma.
( ) = First / next data anticipated.
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Broad and deep presence, outside FLAURA and PACIFIC

8

AstraZeneca at ESMO 2017

>40
Company-sponsored and 
supported presentations

2
Pivotal clinical-trial 

readouts selected for late-
breaking abstract 

presentation

Tagrisso’s FLAURA trial
Imfinzi’s PACIFIC trial

R/M = Recurrent/metastatic; HNSCC = Head and neck squamous cell carcinoma; PD-(L)1 = Programmed death-(ligand) 1;
ORR = Objective response rate; PR = Partial response, HPV = Human papilloma virus; DCR = Disease control rate.
Source: ESMO 2017.

Example from early-stage pipeline

AZD9150 (STAT3 ASO) + Imfinzi
Encouraging anti-tumour activity and deep responses observed in R/M-HNSCC 
PD-(L)1-naïve patients:
• 25% ORR (5 PRs); responses seen in both high- and low-PD-L expressing 

tumours, and in HPV–negative patients
• 45% DCR by best response

Session title: Immunotherapy of Cancer
Date: Monday 11 September 2017
Time: 11:00-12:30
Location: Madrid Auditorium
Presentation: 1135O



Monotherapy

Combination with DDR2

Combination with VEGF(r)3

Combination with IO (Keytruda, Imfinzi)

Expanding patient population

BRCAm HRRm4 Biomarker 
negative

Broad development programme

Broad US label in ovarian cancer; leading development plan
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News: Lynparza

1. BRCAm = BReast CAncer susceptibility gene 1/2 mutation.
2. DDR = DNA damage response.
3. VEGF(r) = Vascular endothelial growth factor (receptor).
4. HRRm = Homologous recombination repair mutation.

2x2 tablets

2L all-comers ovarian

4L+ BRCAm1 ovarian

Data in advanced
breast cancer



Potential for MCL data at medical meeting in 2017

21
clinical trials

>2,000
patients in clinical trials

Phase IB/II Phase II Phase III Phase II Phase III

WM1 MCL CLL2

✓
• Breakthrough Therapy

Designation in MCL

• US regulatory submission
acceptance in MCL

– Regulatory decision
latest Q1 2018

AstraZeneca’s first, potential new medicine in blood cancers
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News: Acalabrutinib

1. WM = Waldenstrom macroglobulinemia; a type of non-Hodgkin lymphoma.
2. CLL = Chronic lymphocytic leukaemia.

Ongoing
trial



Patients with no 
EGFR-mutated or 
ALK-translocated 
tumours
~75-80% of patients

PEARL
(2020)

NEPTUNE
(H2 2018)

= Imfinzi + treme ADJUVANT
(2020)

PACIFIC1

(2019 final OS)= Imfinzi

Patients with 
EGFR-mutated 
tumours
~15-20% of patients, 
but double in Asia

Iressa
IPASS / IFUM, etc.

Tagrisso
ADAURA (2022)

Tagrisso
FLAURA

Tagrisso
AURA 3 [T790Mm]

Stage / 
progression of 
disease

Stage I-IIIa Stage III 1st line 2nd/3rd line

Stage I-III (early / non-metastatic) Stage IV (metastatic)

Overview of medicines, successful & ongoing Phase III trials
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AstraZeneca in non-small cell lung cancer (NSCLC)

POSEIDON CTx
(2019)

MYSTIC
(H1 2018 final OS)

ARCTIC
(H2 2017)

1. PACIFIC trial also included patients with EGFR and T790M-mutated and anaplastic lymphoma kinase (ALK)-translocated tumours.
( ) = First / next data anticipated.

✓

✓

✓
✓



Present in targeted and IO medicines
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NSCLC: Ongoing Phase III trials

ADAURA ADJUVANT PACIFIC FLAURA MYSTIC NEPTUNE POSEIDON PEARL ARCTIC

Trial design

Stage I-III 
EGFRm

Tagrisso vs
placebo

Stage Ib-IIIa

Imfinzi vs
placebo

Stage III 
unresectable

Imfinzi vs 
placebo

Stage IV / 1L
EGFRm

Tagrisso vs 
SoC

Stage IV / 1L
EGFR/ALK 
wild type
Non-sq / sq2

Imfinzi,
Imfinzi + 
treme vs
SoC

Stage IV / 1L 
EGFR/ALK 
wild type
Non-sq / sq

Imfinzi + 
treme vs
SoC

Stage IV / 1L 
EGFR/ALK 
wild type
Non-sq / sq

Imfinzi +
SoC,
Imfinzi + 
treme + SoC 
vs SoC

Stage IV / 1L
EGFR/ALK 
wild type
Non-sq / sq
PD-L1 expr.

Imfinzi vs
SoC

Stage IV / 3L
EGFR/ALK 
wild type
Non-sq / sq
PD-L1 low

Imfinzi, 
treme,
Imfinzi + 
treme vs
SoC

Primary 
endpoint(s) DFS1 DFS PFS

OS
PFS PFS

OS OS PFS PFS
OS

PFS
OS

Recruitment Ongoing Ongoing Fully
recruited

Fully
recruited

Fully 
recruited

Fully 
recruited Ongoing Ongoing Fully 

recruited

First / next 
data 2022 2020 2019

(final OS)

Single 
primary

endpoint met

H1 2018
(final OS) H2 2018 2019 2020 H2 2017

1. DFS = Disease-free survival.
2. Non-sq / sq = Non-squamous / squamous (histology).

✓ ✘✓

Focus today



13

Agenda

Welcome

Pipeline

Tagrisso’s FLAURA trial

Imfinzi’s PACIFIC trial

Business, news flow and Q&A
Antibody that blocks inhibitory signals 

from the tumour to cells of the immune 
system, resulting in enhanced anti-

tumour immunity 



14

FLAURA trial

FLAURA DOUBLE-BLIND STUDY DESIGN

FLAURA data cut-off: 12 June 2017; NCT02296125
*≥20 years in Japan; #With central laboratory assessment performed for sensitivity; ‡cobas EGFR Mutation Test (Roche Molecular Systems); §Sites to select either gefitinib or erlotinib as the sole comparator prior to site initiation; ¶Every 12 weeks after 18 months 
CNS, central nervous system; EGFR, epidermal growth factor receptor; NSCLC, non-small cell lung cancer; PFS, progression-free survival; p.o., orally; RECIST 1.1, Response Evaluation Criteria In Solid Tumors version 1.1; qd, once daily; SoC, standard-of-care; 
TKI, tyrosine kinase inhibitor; WHO, World Health Organization

Stratification by 
mutation status 
(Exon 19 deletion 

/ L858R) 
and race
(Asian / 

non-Asian) Crossover was allowed for patients 
in the SoC arm, who could receive 
open-label osimertinib upon central 

confirmation of progression and 
T790M positivity

Patients with locally advanced or 
metastatic NSCLC

Key inclusion criteria   
• ≥18 years* 
• WHO performance status 0 / 1
• Exon 19 deletion / L858R (enrolment 

by local# or central‡ EGFR testing)
• No prior systemic anti-cancer / 

EGFR-TKI therapy
• Stable CNS metastases allowed

Endpoints
• Primary endpoint: PFS based on investigator assessment (according to RECIST 1.1)

• The study had a 90% power to detect a hazard ratio of 0.71 (representing an improvement in median PFS from 10 months to 14.1 months) at 
a two-sided alpha-level of 5%

• Secondary endpoints: objective response rate, duration of response, disease control rate, depth of response, overall survival, 
patient reported outcomes, safety 

Randomised 1:1

RECIST 1.1 assessment every 
6 weeks¶ until objective 

progressive disease
EGFR-TKI SoC§;

Gefitinib (250 mg p.o. qd) or 
Erlotinib (150 mg p.o. qd)

(n=277)

Osimertinib
(80 mg p.o. qd)

(n=279)
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FLAURA trial

Characteristic, % Osimertinib
(n=279)

SoC*
(n=277)

Sex: male / female 36 / 64 38 / 62

Age, median (range), years 64 (26–85) 64 (35–93)

Race: White / Asian / other# 36 / 62 / 1 36 / 62 / 1

Smoking status: never / ever 65 / 35 63 / 37

CNS metastases at study entryǂ 19 23

WHO performance status§: 0 / 1 40 / 60 42 / 58

Overall disease classification¶: metastatic / advanced 95 / 5 95 / 5

Histology: adenocarcinoma / other 99 / 1 98 / 2

EGFR mutation at randomisation**: Exon 19 deletion / L858R 63 / 37 63 / 37

BASELINE CHARACTERISTICS

FLAURA data cut-off: 12 June 2017
*In the SoC arm, 66% of patients received gefitinib and 34% received erlotinib; #Including Black or African American and American Indian or Alaska Native. Race was missing for one patient in the osimertinib arm and one patient in the SoC arm; ǂCNS metastases 
determined programmatically from baseline data of CNS lesion site, medical history, and/or surgery, and/or radiotherapy; §WHO performance status was missing for one patient in the SoC arm; ¶Overall disease classification was missing for one patient in the 
osimertinib arm; **Local or central test
CNS, central nervous system; EGFR, epidermal growth factor receptor; SoC, standard-of-care; WHO, World Health Organization



16

FLAURA trial

Median PFS, months (95% CI)
18.9 (15.2, 21.4)
10.2 (9.6, 11.1)
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0 3 6 9 12 15 18 21 24 27
Time from randomisation (months)

279
277

262
239

233
197

210
152

178
107

139
78

71
37

26
10

4
2

0
0

No. at risk
Osimertinib

SoC

Osimertinib
SoC

PRIMARY ENDPOINT: PFS BY INVESTIGATOR ASSESSMENT

FLAURA data cut-off: 12 June 2017
Tick marks indicate censored data; 
CI, confidence interval; DCO, data cut-off; HR, hazard ratio; SoC, standard-of-care; PFS, progression-free survival

342 events in 556 patients at DCO: 62% maturity; osimertinib: 136 events (49%), SoC: 206 events (74%)

HR 0.46
(95% CI 0.37, 0.57)

p<0.0001
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FLAURA trial

Favours SoCSubgroup
Overall (n=556)

Log Rank (primary)
Cox PH

Sex
Male (n=206)
Female (n=350)

Age at screening
<65 (n=298)
≥65 (n=258)

Race
Asian (n=347)
Non-Asian (n=209)

Smoking history 
Yes (n=199)
No (n=357)

CNS metastases
Yes (n=116)
No (n=440)

WHO performance status
0 (n=228)
1 (n=327)

EGFR mutation at randomisation#

Exon 19 deletion (n=349) 
L858R (n=207)

EGFR mutation by ctDNAǂ

Positive (n=359)
Negative (n=124)

Centrally confirmed EGFR mutation§
Positive (n=500)
Negative (n=6)¶ 

FLAURA data cut-off: 12 June 2017
Hazard ratio <1 implies a lower risk of progression on osimertinib 80 mg. Size of circle is proportional to the number of events
*By Investigator assessment; #Local or central test; ǂResult missing for 36 patients in the osimertinib arm and 37 patients in the SoC arm; §Result missing for 21 patients in the osimertinib arm and 29 patients in the SoC arm; ¶Subgroup categories with less than 20 events 
were excluded from the analysis
CNS, central nervous system; ctDNA, circulating tumour DNA; EGFR, epidermal growth factor receptor; PFS, progression-free survival; SoC, standard-of-care; WHO, World Health Organization

PFS* ACROSS SUBGROUPS

0.1 0.2 0.3 0.4 0.6 0.8

Hazard ratio 
(95% confidence interval)

0.46 (0.37, 0.57)
0.46 (0.37, 0.57)

0.58 (0.41, 0.82)
0.40 (0.30, 0.52)

0.44 (0.33, 0.58)
0.49 (0.35, 0.67)

0.55 (0.42, 0.72)
0.34 (0.23, 0.48)

0.48 (0.34, 0.68)
0.45 (0.34, 0.59)

0.47 (0.30, 0.74)
0.46 (0.36, 0.59)

0.39 (0.27, 0.56)
0.50 (0.38, 0.66)

0.43 (0.32, 0.56)
0.51 (0.36, 0.71)

0.44 (0.34, 0.57)
0.48 (0.28, 0.80)

0.43 (0.34, 0.54)
NC (NC, NC)

2.0
PFS hazard ratio and 95% confidence interval

1.0

Favours osimertinib

10.0
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FLAURA trial

Median PFS, months (95% CI)
15.2 (12.1, 24.4)
9.6 (7.0, 12.4)
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No. at risk
Osimertinib

SoC

Osimertinib
SoC

PFS* IN PATIENTS WITH AND WITHOUT CNS METASTASES AT STUDY ENTRY

FLAURA data cut-off: 12 June 2017
Tick marks indicate censored data; *By Investigator assessment
CI, confidence interval; CNS, central nervous system; HR, hazard ratio; PFS, progression-free survival; SoC, standard-of-care

With CNS metastases (n=116) Without CNS metastases (n=440)

0.2

0.4

0.6

0.8

1.0

0.0

0 3 6 9 12 15 18 21 24 27
Time from randomisation (months)

226
214

211
182

193
157

173
119

146
83

117
65

62
31

22
8

3
1

0
0

Osimertinib
SoC

CNS progression events occurred in 17 (6%) vs 42 (15%) patients receiving osimertinib vs SoC (all patients)

Median PFS, months (95% CI)
19.1 (15.2, 23.5)
10.9 (9.6, 12.3)

HR 0.47
(95% CI 0.30, 0.74)

p=0.0009

HR 0.46
(95% CI 0.36, 0.59)

p<0.0001

Osimertinib
SoC
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FLAURA trial

OVERALL SURVIVAL INTERIM ANALYSIS

FLAURA data cut-off: 12 June 2017; Tick marks indicate censored data 
CI, confidence interval; DCO, data cut-off; HR, hazard ratio; SoC, standard-of-care
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Time from randomisation (months)

279
277

276
263

269
252

253
237

243
218

232
200

154
126

87
64

4
1

No. at risk
Osimertinib

SoC

3024

0
0

29
24

Osimertinib
SoC

HR 0.63
(95% CI 0.45, 0.88)

p=0.0068ǂ

Median overall survival
Not reached
Not reached

141 deaths in 556 patients at DCO: 25% maturity; osimertinib: 58 deaths (21%), SoC: 83 deaths (30%)

ǂA p-value of <0.0015 was required for 
statistical significance at current maturity
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FLAURA trial

FLAURA SAFETY SUMMARY
AE, any cause*, n (%) Osimertinib (n=279) SoC (n=277)

Any AE 273 (98) 271 (98)

Any AE Grade ≥3 94 (34) 124 (45)

Any AE leading to death 6 (2) 10 (4)

Any serious AE 60 (22) 70 (25)

Any AE leading to discontinuation 37 (13) 49 (18)

AE, possibly causally related#, n (%)

Any AE 253 (91) 255 (92)

Any AE Grade ≥3 49 (18) 78 (28)

Any AE leading to death 0 1 (<1)

Any serious AE 22 (8) 23 (8)

FLAURA data cut-off: 12 June 2017
*Patients with multiple events in the same category counted only once in that category. Patients with events in more than one category counted once in each of those categories; #As assessed by the investigator. Includes AEs with an onset date on or after the date of first 
dose and up to and including 28 days following the date of last dose of study medication 
AE, adverse event; SoC, standard-of-care
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FLAURA trial

*Determined by O’Brien-Fleming approach
AE, adverse event; CI, confidence interval; CNS, central nervous system; EGFRm, epidermal growth factor receptor tyrosine kinase inhibitor sensitising mutation-positive; KM, Kaplan-Meier; NS, not significant; NSCLC, non-small cell lung cancer; OS, overall survival; 
PFS, progression-free survival; SoC, standard-of-care 

CONCLUSIONS
• Osimertinib resulted in a significant improvement in PFS over SoC, HR 0.46 (95% CI 0.37, 0.57); p<0.0001

• 54% reduction in risk of progression or death relative to SoC, with early separation of KM curves
• Consistent benefit in patients with and without CNS metastases at study entry
• Double the duration of response (median: 17.2 months vs 8.5 months)

• Interim OS results showed promising survival favouring osimertinib vs SoC, 
HR 0.63 (95% CI: 0.45, 0.88), p=0.0068 (NS)
• A p-value of <0.0015 was required for statistical significance* at 25% maturity

• The safety profile of osimertinib was comparable to SoC, although with lower rates of Grade ≥3 AEs and a lower 
discontinuation rate

Osimertinib is a new standard-of-care for first-line therapy for EGFRm advanced NSCLCOsimertinib has potential to be a new standard of care for first-line therapy for EGFRm advanced NSCLC
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PACIFIC trial

PACIFIC: Study Design
Phase III, Randomized, Double-blind, Placebo-controlled, Multicenter, International Study

*Defined as the time from randomization (which occurred up to 6 weeks post-cCRT) to the first documented event of tumor progression or death in the absence of progression. 
ClinicalTrials.gov number: NCT02125461 BICR, blinded independent central review; cCRT, concurrent chemoradiation therapy; DoR, duration of response; 

NSCLC, non-small cell lung cancer; ORR, objective response rate; OS, overall survival; PFS, progression-free survival; PROs, patient-reported outcomes; 
PS, performance status; q2w, every 2 weeks; RECIST, Response Evaluation Criteria in Solid Tumors; WHO, World Health Organization

• Patients with stage III, locally 
advanced, unresectable NSCLC 
who have not progressed following 
definitive platinum-based cCRT 
(≥2 cycles)

• 18 years or older

• WHO PS score 0 or 1

• Estimated life expectancy of 
≥12 weeks

• Archived tissue was collected

All-comers population 

Durvalumab
10 mg/kg q2w for
up to 12 months

N=476

Placebo
10 mg/kg q2w for 
up to 12 months

N=237

2:1 randomization,
stratified by age, sex, 
and smoking history

N=713
Key secondary endpoints 

• ORR (per BICR)

• DoR (per BICR)

• Safety and tolerability

• PROs

Co-primary endpoints

• PFS by BICR using RECIST v1.1*

• OS

R

1–42 days 
post-cCRT
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PACIFIC trial

Baseline Characteristics (ITT)

Durvalumab 
(N=476)

Placebo 
(N=237)

Age Median (range), years

≥65 years, %

64 (31–84)

45.2

64 (23–90)

45.1

Male, % 70.2 70.0

WHO performance status score, %* 0 / 1 49.2 / 50.4 48.1 / 51.5 

Smoking status, % Current / Former / Never 16.6 / 74.4 / 9.0 16.0 / 75.1 / 8.9

Disease stage, %† IIIA / IIIB 52.9 / 44.5 52.7 / 45.1

Histology, % Squamous / Non-squamous 47.1 / 52.9 43.0 / 57.0

PD-L1 status, % Known: TC <25% / TC ≥25% 

Unknown‡

39.3 / 24.2

36.6

44.3 / 18.6

37.1

Prior chemotherapy, % Induction / Definitive cCRT 25.8 / 99.8 28.7 / 99.6

Prior radiotherapy, %* <54 Gy 

54 to ≤66 Gy

>66 to ≤74 Gy 

0.6

92.9

6.3 

0 

91.6

8.0

Best response to prior cCRT, %¶ CR / PR / SD / PD 1.9 / 48.7 / 46.6 / 0.4 3.0 / 46.8 / 48.1 / 0

*Not reported or missing (durvalumab, placebo, total): WHO performance status (0.4% each), prior radiotherapy (0.2%, 0.4%, 0.3%). 

†Other: durvalumab, 2.5%; placebo, 2.1%; total, 2.4%. ‡No sample collected or no valid test result. ¶Not evaluable/not applicable: durvalumab, 2.3%; placebo, 2.1%; total, 2.2%. 

cCRT, concurrent chemoradiation therapy; CR, complete response; ITT, intention-to-treat; PD, progressive disease; PD-L1, programmed cell death ligand-1; PR, partial response; SD, stable disease; 

TC, tumor cell; TC ≥25%, ≥25% PD-L1 expression on tumor cells; TC <25%, <25% PD-L1 expression on tumor cells; WHO, World Health Organization
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PACIFIC trial

• Median follow-up was 14.5 months (range 0.2–29.9)

Patient Disposition
Durvalumab 

(N=476)
Placebo 
(N=237)

Received treatment, n (%) 473 (99.4) 236 (99.6)

Completed 12 months of treatment, n (%) 202 (42.7) 71 (30.1)

Discontinued study treatment, n (%) 
Patient decision 
Adverse event 
Severe non-compliance to protocol 
Disease worsening 
Development of study specific discontinuation criterion 
Other 

241 (51.0)
14 (3.0)

73 (15.4)
1 (0.2)

148 (31.3)
1 (0.2)
4 (0.8)

153 (64.8)
12 (5.1)
23 (9.7)
1 (0.4)

116 (49.2)
1 (0.4)

0

Received subsequent therapy after discontinuation, n (%) 145 (30.5) 102 (43.0)

Progressed by BICR as of data cutoff for interim PFS analysis, n 214 157

BICR, blinded independent central review
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PFS by BICR (Primary Endpoint; ITT)
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0.4

0.3

0.2

0.1

0.0

0 3 6 9 12 15 18 21 24 27
Time from randomization (months)

Placebo

Durvalumab

476 377 301 264 159 86 44 21 4
237 163 106 87 52 28 15 4 3

1
0

No. at risk
Durvalumab

Placebo

Durvalumab
(N=476)

Placebo
(N=237)

Median PFS (95% CI), months 16.8 (13.0–18.1) 5.6 (4.6–7.8)
12-month PFS rate (95% CI) 55.9% (51.0–60.4) 35.3% (29.0–41.7)
18-month PFS rate (95% CI) 44.2% (37.7–50.5) 27.0% (19.9–34.5)

BICR, blinded independent central review; CI, confidence interval; ITT, intention-to-treat; PFS, progression-free survival

Stratified hazard ratio, 0.52 (95% CI, 0.42–0.65)
Two-sided P<0.0001
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Durvalumab Placebo Unstratified HR*
No. of patients (95% CI)

All patients 476 237 0.55 (0.45–0.68)

Sex Male 334 166 0.56 (0.44–0.71)
Female 142 71 0.54 (0.37–0.79)

Age at randomization <65 years 261 130 0.43 (0.32–0.57)
≥65 years 215 107 0.74 (0.54–1.01)

Smoking status Smoker 433 216 0.59 (0.47–0.73)
Non-smoker 43 21 0.29 (0.15–0.57)

Disease stage Stage IIIA 252 125 0.53 (0.40–0.71)
Stage IIIB 212 107 0.59 (0.44–0.80)

Histology Squamous 224 102 0.68 (0.50–0.92)
Non-squamous 252 135 0.45 (0.33–0.59)

Best response to 
cCRT

CR 9 7 –
PR 232 111 0.55 (0.41–0.75)
SD 222 114 0.55 (0.41–0.74)

PD-L1 status
≥25% 115 44 0.41 (0.26–0.65)
<25% 187 105 0.59 (0.43–0.82)
Unknown 174 88 0.59 (0.42–0.83)

EGFR status
Mutant 29 14 0.76 (0.35–1.64)
Wild-type 315 165 0.47 (0.36–0.60)
Unknown 132 58 0.79 (0.52–1.20)

PFS Subgroup Analysis by BICR (ITT)

*Hazard ratio and 95% CI not calculated if the subgroup has less than 20 events. 
BICR, blinded independent central review; CI, confidence interval; CR, complete response; HR, hazard ratio; ITT, intention-to-treat; EGFR, epidermal growth factor receptor

0.25 0.5 1 2

Favors durvalumab Favors placebo
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Incidence of New Lesions by BICR (ITT)

*A patient may have had more than one new lesion site. †Includes lesions in: abdominal wall, biliary tract, breast, chest wall, kidney, ovary, 
pancreas, pericardium, peritoneal fluid, peritoneum, retroperitoneum, skin, spleen, uterus and other (unspecified).

BICR, blinded independent central review; ITT, intention-to-treat

New lesion site*
Durvalumab

(N=476)
Placebo
(N=237)

Any new lesion, n (%) 97 (20.4) 76 (32.1)

Lymph nodes 27 (5.7) 27 (11.4)

Brain 26 (5.5) 26 (11.0)

Lung 56 (11.8) 41 (17.3)

Liver 9 (1.9) 8 (3.4)

Adrenal 3 (0.6) 5 (2.1)

Bone 8 (1.7) 6 (2.5)

Other† 9 (1.9) 5 (2.1)
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Time to Distant Metastasis or Death by BICR (ITT) 
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Time from randomization (months)

Placebo

Durvalumab

No. at risk
Durvalumab

Placebo
476 407 336 288 173 91 46 22 4 1 0
237 184 129 106 63 32 16 5 4 0 0

Durvalumab Placebo
14.6 (10.6–18.6)23.2 (23.2–NR)Median time (95% CI),

months

BICR, blinded independent central review; ITT, intention-to-treat

Stratified hazard ratio, 0.52 (95% CI, 0.39–0.69)
Two-sided P<0.0001
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Safety Summary*

*Two patients randomized to placebo received at least one dose of durvalumab and were considered part of the durvalumab arm for safety reporting.
Safety analysis set. AE, adverse event; SAE, serious adverse event

Durvalumab 
(N=475)

Placebo 
(N=234)

Any-grade all-causality AEs, n (%) 460 (96.8) 222 (94.9)

Grade 3/4 142 (29.9) 61 (26.1)

Grade 5 21 (4.4) 13 (5.6)

Leading to discontinuation 73 (15.4) 23 (9.8)

Any-grade treatment-related AEs, n (%) 322 (67.8) 125 (53.4)

SAEs, n (%) 136 (28.6) 53 (22.6)

Any-grade immune-mediated AEs, n (%) 115 (24.2) 19 (8.1)

Grade 3/4 16 (3.4) 6 (2.6)
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Summary

• Durvalumab demonstrated a statistically significant and robust improvement in PFS versus 

placebo (HR 0.52; P<0.0001; median improvement of >11 months) at a planned interim analysis

• PFS improvement with durvalumab was observed across all pre-specified subgroups

• Durvalumab demonstrated a clinically meaningful benefit in ORR (28.4% vs 16.0%; P<0.001), with 

durable responses versus placebo (median DoR not reached vs 13.8 months)

• Patients receiving durvalumab had a lower incidence of new lesions, including new brain 

metastases, compared with patients receiving placebo

• The safety profile of durvalumab was consistent with that of other immunotherapies and with its 

known safety profile as monotherapy in patients with more advanced disease;1 no new safety 

signals were identified

• The study remains blinded to OS

1. Antonia SJ, et al. Poster presented at the 41st European Society for Medical Oncology Annual Meeting, Copenhagen, October 7–11, 2016.

DoR, duration of response; HR, hazard ratio; ORR, overall response rate; PFS, progression-free survival
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Agenda

Welcome

Pipeline

Tagrisso’s FLAURA trial

Imfinzi’s PACIFIC trial

Business, news flow and Q&A
Antibody that blocks inhibitory signals 

from the tumour to cells of the immune 
system, resulting in enhanced anti-

tumour immunity 



Global prevalence of the EGFR mutation
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Tagrisso: EGFR-mutated 1L NSCLC
EGFRm prevalence

1L NSCLC ~70K addressable patients in top-8 countries1

1. Top-8 countries include China, France, Germany, Italy, Japan, Spain, UK, USA.
Source: https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4633915/, Figure 2, AstraZeneca epidemiology data.



At the first-line
diagnosis, potential 

T790M progression is 
not known:

Tagrisso has potential 
to become standard 
treatment for all 1L 

EGFRm patients

2L 1L

PFS
HR=0.46 / 18.9m

Lower risk of progression or death

OS trend
HR=0.63

Clinically-meaningful OS at only 25% maturity 

PFS (CNS)
HR=0.47

Less than half the risk of progression or death 
for patients with CNS metastases at trial entry

EGFRm
~70k pts

T790Mm neg.
~25k pts

T790Mm
~25k pts

Source: AstraZeneca epidemiology data for top-8 countries China, 
France, Germany, Italy, Japan, Spain, UK, USA.
ESMO 2017, abstract LBA2.

“
Significant patient benefits, including in CNS

34

Tagrisso: Potential to become 1L SoC



New, refreshed epidemiology data shows more unresected patients
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Imfinzi: Locally-advanced (Stage III), unresectable NSCLC

Source: AstraZeneca epidemiology data for top-7 countries France, Germany, Italy, Japan, Spain, UK, USA and based on external 
source Kantar 2014-2016.

Total Stage III 
active disease

Unresected Currently receiving 
chemo 

radiotherapy 
(concurrent and 

sequential)

~105,000

~76,000
~2-3 years

ahead of the closest 
competitor

>$1bn
sales opportunity that 

supports return to growth

~36,000

47%

72%
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selumetinib
thyroid cancer

regulatory submission

Imfinzi +/- treme
bladder cancer 1L DANUBE

regulatory submission

Imfinzi +/- treme
lung cancer 3L ARCTIC
regulatory submission

moxetumomab
leukaemia

regulatory submission

Imfinzi +/- treme
H&N cancer 2L EAGLE
regulatory submission

Imfinzi
lung cancer Stage III

regulatory submission

acalabrutinib
mantle cell lymphoma

regulatory decision

Imfinzi +/- treme
H&N cancer 1L KESTREL

regulatory submission

Tagrisso
lung cancer 1L

regulatory submission

Lynparza
ovarian cancer 1L

regulatory submission

Imfinzi +/- treme
lung cancer 1L NEPTUNE

regulatory submission

‘Continued,
strong news 

flow expected’

Lynparza
breast cancer

regulatory submission

Lynparza
ovarian cancer 2L

regulatory decision (EU, JP)

Imfinzi +/- treme
lung cancer 1L MYSTIC

regulatory submission (final OS)

H2 2017 H1 2018 H2 2018 2019+
Imfinzi +/- treme

lung cancer 3L ARCTIC
data readout

Lynparza
ovarian cancer 1L

data readout

Imfinzi +/- treme
lung cancer 1L NEPTUNE

data readout

Imfinzi
lung cancer Stage III

data readout (final OS)

D
at

a 
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ts

moxetumomab
leukaemia

data readout

Imfinzi
lung cancer 1L MYSTIC
data readout (final OS)

Imfinzi +/- treme
bladder cancer 1L DANUBE

data readout

Imfinzi +/- treme
lung cancer 1L POSEIDON

data readout

Imfinzi +/- treme
H&N cancer 1L KESTREL

data readout

Imfinzi
lung cancer 1L PEARL

data readout

Imfinzi +/- treme
H&N cancer 2L EAGLE

data readout

Imfinzi
lung cancer ADJUVANT

data readout

selumetinib
thyroid cancer
data readout

Phase III data readouts and regulatory actions
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Oncology: Busy forthcoming news flow

Status as of 10 September 2017.
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Oncology: Our strategic priorities

acalabrutinib



Q&A



Use of AstraZeneca webcast, conference call and presentation slides
The AstraZeneca webcast, conference call and presentation slides (together the ‘AstraZeneca Materials’) are for your personal, non-
commercial use only. You may not copy, reproduce, republish, post, broadcast, transmit, make available to the public, sell or otherwise reuse or
commercialise the AstraZeneca Materials in any way. You may not edit, alter, adapt or add to the AstraZeneca Materials in any way, nor
combine the AstraZeneca Materials with any other material. You may not download or use the AstraZeneca Materials for the purpose of
promoting, advertising, endorsing or implying any connection between you (or any third party) and us, our agents or employees, or any
contributors to the AstraZeneca Materials. You may not use the AstraZeneca Materials in any way that could bring our name or that of any
Affiliate into disrepute or otherwise cause any loss or damage to us or any Affiliate. AstraZeneca PLC, 1 Francis Crick Avenue, Cambridge
Biomedical Campus, Cambridge, CB2 0AA. Telephone + 44 20 3749 5000, www.astrazeneca.com
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