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SAFE HARBOR STATEMENT 
This presentation contains forward-looking statements that are based on the current expectations and beliefs of Amgen. All statements, other than statements of historical fact, are statements
that could be deemed forward-looking statements, including any statements on the outcome, benefits and synergies of collaborations, or potential collaborations, with any other company,
including Adaptive Biotechnologies (including statements regarding such collaboration’s ability to discover and develop fully-human neutralizing antibodies targeting SARS-CoV-2 to
potentially prevent or treat COVID-19), BeiGene, Ltd., or the Otezla® (apremilast) acquisition, including anticipated Otezla sales growth and the timing of non-GAAP EPS accretion, as well as
estimates of revenues, operating margins, capital expenditures, cash, other financial metrics, expected legal, arbitration, political, regulatory or clinical results or practices, customer and
prescriber patterns or practices, reimbursement activities and outcomes, effects of pandemics or other widespread health problems such as the ongoing COVID-19 pandemic on our business,
and other such estimates and results. Forward-looking statements involve significant risks and uncertainties, including those discussed below and more fully described in the Securities and
Exchange Commission reports filed by Amgen, including our most recent annual report on Form 10-K and any subsequent periodic reports on Form 10-Q and current reports on Form 8-
K.Unless otherwise noted, Amgen is providing this information as of the date of this presentation and does not undertake any obligation to update any forward-looking statements contained in
this document as a result of new information, future events or otherwise.

No forward-looking statement can be guaranteed and actual results may differ materially from those we project. Our results may be affected by our ability to successfully market both new and
existing products domestically and internationally, clinical and regulatory developments involving current and future products, sales growth of recently launched products, competition from
other products including biosimilars, difficulties or delays in manufacturing our products and global economic conditions. In addition, sales of our products are affected by pricing pressure,
political and public scrutiny and reimbursement policies imposed by third-party payers, including governments, private insurance plans and managed care providers and may be affected by
regulatory, clinical and guideline developments and domestic and international trends toward managed care and healthcare cost containment. Furthermore, our research, testing, pricing,
marketing and other operations are subject to extensive regulation by domestic and foreign government regulatory authorities. We or others could identify safety, side effects or manufacturing
problems with our products, including our devices, after they are on the market. Our business may be impacted by government investigations, litigation and product liability claims. In addition,
our business may be impacted by the adoption of new tax legislation or exposure to additional tax liabilities. If we fail to meet the compliance obligations in the corporate integrity agreement
between us and the U.S. government, we could become subject to significant sanctions. Further, while we routinely obtain patents for our products and technology, the protection offered by
our patents and patent applications may be challenged, invalidated or circumvented by our competitors, or we may fail to prevail in present and future intellectual property litigation. We
perform a substantial amount of our commercial manufacturing activities at a few key facilities, including in Puerto Rico, and also depend on third parties for a portion of our manufacturing
activities, and limits on supply may constrain sales of certain of our current products and product candidate development. An outbreak of disease or similar public health threat, such as
COVID-19, and the public and governmental effort to mitigate against the spread of such disease, could have a significant adverse effect on the supply of materials for our manufacturing
activities, the distribution of our products, the commercialization of our product candidates, and our clinical trial operations, and any such events may have a material adverse effect on our
product sales, business and results of operations. We rely on collaborations with third parties for the development of some of our product candidates and for the commercialization and sales
of some of our commercial products. In addition, we compete with other companies with respect to many of our marketed products as well as for the discovery and development of new
products. Discovery or identification of new product candidates or development of new indications for existing products cannot be guaranteed and movement from concept to product is
uncertain; consequently, there can be no guarantee that any particular product candidate or development of a new indication for an existing product will be successful and become a
commercial product. Further, some raw materials, medical devices and component parts for our products are supplied by sole third-party suppliers. Certain of our distributors, customers and
payers have substantial purchasing leverage in their dealings with us. The discovery of significant problems with a product similar to one of our products that implicate an entire class of
products could have a material adverse effect on sales of the affected products and on our business and results of operations. Our efforts to collaborate with or acquire other companies,
products or technology, and to integrate the operations of companies or to support the products or technology we have acquired, may not be successful. A breakdown, cyberattack or
information security breach could compromise the confidentiality, integrity and availability of our systems and our data. Our stock price is volatile and may be affected by a number of events.
Our business performance could affect or limit the ability of our Board of Directors to declare a dividend or our ability to pay a dividend or repurchase our common stock. We may not be able
to access the capital and credit markets on terms that are favorable to us, or at all.
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• Built on first-in-class molecules with high potential
• Developing combination/sequential therapies against multiple targets in 

several indications to drive deep, durable responses
• Prioritizing high-potential programs for rapid advancement
• AMG 510 (sotorasib) data updates in 2020

– Phase 1 NSCLC dose expansion data 
– Potentially pivotal NSCLC Phase 2 data (≥ 6 months follow-up after first response)

• Half-life extended BiTE® program updates in 2020
– AMG 757 (DLL3) dose escalation data in small cell lung cancer
– AMG 160 (PSMA) dose escalation data in prostate cancer
– AMG 701 (BCMA) dose escalation data in multiple myeloma

AMGEN ONCOLOGY: A BROAD, DIFFERENTIATED PORTFOLIO

NSCLC = non-small-cell lung cancer; ORR = overall response rate; PFS = progression-free survival; BiTE® = bispecific T-cell engager; DLL3 = delta-like ligand 3; 
PSMA = prostate-specific membrane antigen; BCMA = B-cell maturation antigen
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• Highly selective covalent inhibitor with no dose limiting toxicities
• Significant unmet need for patients with KRASG12C tumors with sub-optimal current 

standards of care
• Most advanced and robust KRASG12C clinical program

– > 400 patients dosed with 13 different tumor types in CodeBreaK 100 study
– Phase 2 monotherapy studies in NSCLC and CRC fully enrolled
– Enrollment commenced in Phase 3 monotherapy NSCLC study
– Paused studies beginning to enroll patients on site-by-site basis 
– Exploring six different combination cohorts in CodeBreaK 101 study with more to come
– ASCO20: data on 42 CRC patients with 7.9 months follow-up; 25 patients with non-NSCLC, 

non-CRC solid tumors  

AMG 510 (SOTORASIB): A FIRST-IN-CLASS KRASG12C INHIBITOR 
ADVANCING RAPIDLY THROUGH CLINICAL DEVELOPMENT 

KRAS = Kirsten rat sarcoma viral oncogene homolog; CRC = colorectal cancer
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VIRTUAL ASCO20 HIGHLIGHTS

CodeBreak 100: Activity of AMG 510, a novel small molecule inhibitor of KRASG12C, in patients 
with advanced colorectal cancer 

Abstract 4018
(Poster 10)

CodeBreak 100: Phase 1 study of AMG 510, a novel KRASG12C inhibitor, in patients (pts) with 
advanced solid tumors other than non–small-cell lung cancer (NSCLC) and colorectal cancer 

(CRC)

Abstract 3511
(Poster 241) 

Updated Results From Phase 1 Dose Escalation Study Of AMG 330, A Bispecific T-Cell 
Engager Molecule, in Patients With Relapsed/Refractory Acute Myeloid Leukemia (R/R AML) Abstract 7508



VICE PRESIDENT, GLOBAL DEVELOPMENT AND ONCOLOGY 
THERAPEUTIC AREA HEAD

GREGORY FRIBERG, M.D.

AMG 510 (SOTORASIB) UPDATE
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AMG 510 (SOTORASIB) MECHANISM OF ACTION



10
Provided May 29, 2020, as part of an oral presentation and is qualified by 
such, contains forward-looking statements, actual results may vary 
materially; Amgen disclaims any duty to update.

CODEBREAK 100: ACTIVITY OF AMG 510, A NOVEL 
SMALL MOLECULE INHIBITOR OF KRASG12C, IN 

PATIENTS WITH ADVANCED COLORECTAL 
CANCER 

Marwan G. Fakih,1 Jayesh Desai,2 Yasutoshi Kuboki,3 John H. Strickler,4 Timothy J. Price,5 

Gregory A. Durm,6 Gerald S. Falchook,7 Crystal S. Denlinger,8 John C. Krauss,9 Geoffrey I. 
Shapiro,10 Tae Won Kim,11 Keunchil Park,12 Andrew L. Coveler,13 Pamela N. Munster,14 Bob T. 

Li,15 June Kim,16 Haby Henary,16 Gataree Ngarmchamnanrith,16 David S. Hong17

1Department of Medical Oncology and Experimental Therapeutics, City of Hope Comprehensive Cancer Center, Duarte, California, USA; 2Royal Melbourne 
Hospital/Peter MacCallum Cancer Centre, Victoria, VIC, Australia; 3Department of Experimental Therapeutics, National Cancer Center Hospital East, Kashiwa, Japan;  
4Duke University Medical Center, Durham, North Carolina, USA; 5The Queen Elizabeth Hospital and University of Adelaide, Woodville South, Australia; 6Department of 

Medicine, Division of Hematology/Oncology, Indiana University School of Medicine, Indianapolis, Indiana, USA; 7Sarah Cannon Research Institute at HealthONE, 
Denver, Colorado, USA; 8Fox Chase Cancer Center, Philadelphia, Pennsylvania, USA; 9University of Michigan, Ann Arbor, Michigan, USA; 10Dana-Farber Cancer 
Institute, Harvard Medical School, Boston, Massachusetts, USA; 11Department of Oncology, Asan Medical Centre, University of Ulsan College of Medicine, Seoul, 

South Korea; 12Samsung Medical Center, Sungkyunkwan University School of Medicine, Seoul, South Korea;  13Department of Medicine, Division of Oncology, 
University of Washington, Seattle, Washington, USA; 14Helen Diller Family Comprehensive Cancer Center, San Francisco, California, USA; 15Memorial Sloan Kettering 

Cancer, Center, New York, New York, USA; 16Amgen Inc. Thousand Oaks, California, USA; 17Department of Investigational Cancer Therapeutics, Phase I Clinical 
Trials Program, The University of Texas MD Anderson Cancer Center, Houston, Texas, USA 
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CRC: BASELINE CHARACTERISTICS
Baseline characteristics N = 42

Median age (range) – year 57.5 (33–82)

Female – n (%) 21 (50)

ECOG performance at baseline – n (%)
0
1

17 (40.5)
25 (59.5)

Prior lines of systemic anticancer therapy – n (%) 
1
2  
3
> 3

2 (4.8)
11 (26.2)
10 (23.8)
19 (45.2)

Number of prior lines of systemic anticancer therapy – median 
(range) 3 (1–4)

ECOG: Eastern Cooperative Oncology Group 

Median follow-up: 7.9 (range: 4.2–15.9) months
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Treatment-Emergent 
AEs (TEAEs)
N = 42, n (%)

Treatment-related 
TEAEs

N = 42, n (%)

Any grade
Grade ≥ 2
Grade ≥ 3
Grade ≥ 4

38 (90.5)
29 (69.0)
13 (31.0)

3 (7.1)

20 (47.6)
9 (21.4)
2 (4.8)
0 (0.0)

Dose-limiting 
toxicities 0 (0.0) 0 (0.0)

Serious AEs 10 (23.8) 0 (0.0)

Fatal AEs 3 (7.1) 0 (0.0)

AEs leading to 
treatment 
discontinuation

2 (4.8) 0 (0.0)

Treatment-related TEAEs 
of any grade occurring in 
> 1 patients N = 42, n (%)

Diarrhea 8 (19.0)

Fatigue 4 (9.5)

Nausea 2 (4.8)

Blood creatine 
phosphokinase increase 2 (4.8)

Anemia 2 (4.8)

Vomiting 2 (4.8)

• Grade 3 treatment-related TEAEs: 
diarrhea and anemia, occurring in 1 patient 
each. 

AE: adverse event 

CRC: PATIENT INCIDENCE OF ADVERSE EVENTS
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Efficacy outcomes All dose levels
N = 42, n (%)

960 mg
N = 25, n (%)

Best overall response  
Confirmed partial response – n (%)
Stable disease – n (%)
Progressive disease – n (%)
Not done – n (%)a

3 (7.1)
29 (69.0)
9 (21.4)
1 (2.4)

3 (12.0)
17 (68.0)
4 (16.0)
1 (4.0)

Objective response rate – %
(95% Cl)

7.1
(1.50, 19.48)

12.0
(2.55, 31.22)

Disease control rate – %
(95% Cl)

76.2
(60.55, 87.95)

80.0
(59.30, 93.17)

Duration of response for 3 responders –
months 1.4+, 4.2+, 4.3+ 1.4+, 4.2+, 4.3+

Duration of stable disease – months
Median (min, max) 4.2 (2.5+, 11.0) 4.2 (2.6, 5.7+)

aPatient had clinical progression with no postbaseline measurement. +: censored value 

CRC: TUMOR RESPONSE
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PFS Median (min, max) -
months

All dose levels 4.0 (0.7, 11.0)

960 mg 4.2 (1.2, 5.7+)

42 32 18 2 1 1All Dose
Number at risk

25 20 12 0 0 0960 mg Dose

1.00

0.75

0.50

0.25

0.00
0 2 4 Months 6 8 10

Pr
ob

ab
ili

ty

960 mg 
(N = 25)
All dose levels 
(N = 42)

3-mo PFS KM estimate: 
• All doses: 58.5%
• 960 mg: 59.7%

6-mo PFS KM estimate: 
• All doses: 20.6%

+: censored value. 

CRC: PROGRESSION-FREE SURVIVAL
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25960 mg 17 9 0

42 40 29 19 6 3 0All Dose

Number of patients at risk

1.00

0.75

0.50

0.25

0.00
10 2 43 5 76 8 9 1110 12

960 mg 
(N = 25)
All dose levels 
(N = 42)

Pr
ob

ab
ili

ty

25

Months

OS Median (min, max) -
months

All dose levels 10.1  (1.3+, 11.4+)

960 mg NE (2.3, 8.0+)

6-mo OS KM estimate: 
• All doses: 76.4%
• 960 mg: 82.9%

+: censored value; NE: not evaluable. 

CRC: OVERALL SURVIVAL
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Three patients are not included in the graph due to missing postbaseline tumor data (1 PD, 1 SD, 1 not done with clinical progression) 

CRC: TUMOR BURDEN CHANGE FROM BASELINE
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Three patients are not included in the graph due to missing postbaseline tumor data (1 PD, 1 SD, 1 not done with clinical progression) 

CRC: TUMOR BURDEN CHANGE FROM BASELINE OVER TIME
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CRC: TIME TO RESPONSE AND TREATMENT OVER TIME
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CODEBREAK 100: PHASE 1 STUDY OF AMG 510, A 
NOVEL KRASG12C INHIBITOR, IN PATIENTS WITH 
ADVANCED SOLID TUMORS OTHER THAN NON–

SMALL-CELL LUNG CANCER (NSCLC) AND 
COLORECTAL CANCER (CRC)

David S. Hong, MD1, James C. Kuo, MBBS, FRACP2, Adrian Sacher, MD3, Fabrice Barlesi, 
MD, PhD4, Benjamin Besse, MD, PhD5, Yasutoshi Kuboki, MD6, Grace K. Dy, MD 7, Vikas 

Dembla, MD 8, John C. Krauss, MD9, Timothy F. Burns, MD, PhD 10, June Kim, PhD11, Haby 
Henary, MD11, Gataree Ngarmchamnanrith, MD11, Bob T. Li, MD, PhD12

1MD Anderson Cancer Center, Houston, TX, USA; 2Scientia Clinical Research, Randwick, AU; 3Princess Margaret Cancer Centre, University of Toronto, Ontario, 
Canada; 4Aix Marseille University, France; 5Gustave Roussy Institute, Villejuif, France; 6National Cancer Center Hospital East, Kashiwa, Japan; 7Roswell Park 

Comprehensive Cancer Center, Buffalo, NY, USA; 8Gibbs Cancer Center, Greer, SC, USA; 9University of Michigan, Ann Arbor, MI, USA; 10University of Pittsburgh 
Medical Center (UPMC) Hillman Cancer Center, Pittsburgh, PA, USA; 11Amgen Inc, Thousand Oaks, CA, USA; 12Memorial Sloan Kettering Cancer Center, New 

York, NY, USA
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OTHER TUMORS: BASELINE CHARACTERISTICS
Baseline Characteristics N = 25

Median age (range) – year 60.0 (40–75)

Female – n (%) 9 (36.0)

ECOG performance at baseline – n (%)
0
1
2

7 (28.0)
14 (56.0)
4 (16.0)

Prior lines of systemic anticancer therapy – n (%) 
1
2  
3
> 3
Missing

4 (16.0)
5 (20.0)
6 (24.0)
9 (36.0)
1 (4.0)

Number of prior lines of anticancer therapy – median (range) 3 (1–4)

ECOG: Eastern Cooperative Oncology Group 

Median follow-up: 4.3 (range: 0.1–12.6) months
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All treatment-emergent 
AEs (TEAEs)
N = 25, n (%)

All treatment-related 
TEAEs

N = 25, n (%)

Any grade
Grade ≥ 2
Grade ≥ 3
Grade ≥ 4

20 (80.0)
17 (68.0)
15 (60.0)
4 (16.0)

9 (36.0)
4 (16.0)
2 (8.0)
0 (0.0)

Dose limiting 
toxicity 0 (0.0) 0 (0.0)

Serious AEs 13 (52.0) 1 (4.0)

Fatal AEs 4 (16.0) 0 (0.0)

AEs leading to 
treatment 
discontinuation

3 (12.0) 0 (0.0)

• Treatment-related TEAEs 
reported in > 1 patients

‒ Diarrhea (2/25)

‒ Fatigue (2/25)

• Grade 3 treatment-related 
TEAEs

‒ Diarrhea (1/25)

‒ Pneumonia (1/25)

AE: adverse events

OTHER TUMORS: PATIENT INCIDENCE OF ADVERSE EVENTS
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OTHER TUMORS: TUMOR BURDEN CHANGE FROM BASELINE

3 patients are not included due to missing postbaseline tumor data: 2 patients with appendiceal cancer(1 PD, 1 SD) and 1 with pancreatic cancer (PD)
aPatients had unconfirmed PR. bOf 3 patients with confirmed PR, 1 with appendiceal cancer received 720mg and the other 2 received 960mg. 
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OTHER TUMORS: TIME TO RESPONSE AND TREATMENT OVER TIME 
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• Highly selective covalent inhibitor with no dose limiting toxicities
• Significant unmet need for patients with KRASG12C tumors with sub-optimal current 

standards of care
• Most advanced and robust KRASG12C clinical program

– > 400 patients dosed with 13 different tumor types in CodeBreaK 100 study
– Phase 2 monotherapy studies in NSCLC and CRC fully enrolled
– Enrollment commenced in Phase 3 monotherapy NSCLC study
– Paused studies beginning to enroll patients on site-by-site basis 
– Exploring six different combination cohorts in CodeBreaK 101 study with more to come
– ASCO20: data on 42 CRC patients with 7.9 months follow-up; 25 patients with non-NSCLC, 

non-CRC solid tumors  

AMG 510 (SOTORASIB): A FIRST-IN-CLASS KRASG12C INHIBITOR 
ADVANCING RAPIDLY THROUGH CLINICAL DEVELOPMENT 

KRAS = Kirsten rat sarcoma viral oncogene homolog; CRC = colorectal cancer
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PHASE 1B STUDY OF AMG 510 (SOTORASIB) IN COMBINATION 
WITH OTHER ANTICANCER THERAPIES (CODEBREAK 101)

*If a patient is eligible for multiple subprotocols, the investigator and the patient will determine which subprotocol to enroll the patient in. AUC, area under the plasma concentration-time curve; AE, adverse event; Cmax, maximum plasma concentration; DCR, disease control rate; DLT, 
dose limiting toxicity; DOR, duration of response; ECG, electrocardiogram; EGFR; epidermal growth factor receptor; MEK, mitogen-activated protein kinase; PD1, programmed death protein-1; PD–L1; programmed death protein ligand 1; PK, pharmacokinetics; PFS, progression-free 
survival; RECIST 1.1, Response Evaluation Criteria in Solid Tumors Version 1.1; SHP2, Src homology region 2-containing protein tyrosine phosphatase 2; TKI, tyrosine kinase inhibitor; tmax, time reach to Cmax
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UPDATE ON PRELIMINARY RESULTS FROM PHASE 1 FIRST-
IN-HUMAN DOSE ESCALATION STUDY OF AMG 330 IN 

PATIENTS WITH RELAPSED/REFRACTORY ACUTE MYELOID 
LEUKEMIA (R/R AML)

Farhad Ravandi, MD1, Roland Walter, MD, PhD, MS2, Marion Subklewe, MD3, Veit Buecklein, MD3, Mojca
Jongen-Lavrencic4, Peter Paschka5, Gert J. Ossenkoppele6, Hagop M. Kantarjian1, Antreas Hindoyan, PhD7, 

Suresh Agarwal, PhD8, Tian Dai, PhD7, Sophia Khaldoyanidi, MD, PhD7, Anthony Stein, MD9

1Department of Leukemia, The University of Texas MD Anderson Cancer Center, Houston, TX, USA; 2Clinical Research Division, Fred Hutchinson Cancer Research 
Center, Seattle, WA, USA; 3Department of Internal Medicine III, University Hospital, LMU Munich, Munich, Germany; 4Erasmus University Medical Center Rotterdam, 
Rotterdam, The Netherlands; 5Ulm University Medical Center, Ulm, Germany; 6VU University Medical Center, Amsterdam, The Netherlands; 7Amgen Inc., Thousand 

Oaks, CA, USA; 8Amgen Inc., South San Francisco, CA, USA; 9Gehr Family Center for Leukemia Research, City of Hope, Duarte, CA, USA
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