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DUBLIN-3 (BPI-2358-103): 
A Global Phase 3 Trial with the Plinabulin/Docetaxel combination vs. Doc in 
2nd/3rd Line NSCLC Patients with EGFR-wild type Progressing on a Prior 
Platinum-Based Regimen (NCT02504489)
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Disclaimer

This presentation has been prepared for informational purposes only. No money or other consideration is being solicited, and if sent in response, will not be accepted. This presentation shall
not constitute an offer to sell, or the solicitation of an offer to buy, any securities, nor shall there be any sale of these securities in any state or jurisdiction in which such offer, solicitation or
sale would be unlawful prior to registration or qualification under the securities laws of any such state or jurisdiction. The Company is not under any obligation to make an offering. It may
choose to make an offering to some, but not all, of the people who indicate an interest in investing. The information included in any registration statement will be more complete than the
information the Company is providing now, and could differ in important ways.

This presentation and any accompanying oral commentary contain forward-looking statements about BeyondSpring Inc. (“BeyondSpring” or the “Company”). Forward- looking statements are
based on our management’s beliefs and assumptions and on information currently available to our management, including those described in the forward-looking statements and risk factors
sections of the Company’s 20-F filed on April 30, 2021 and other filings with the United States Securities and Exchange Commission (SEC).

Such statements are subject to known and unknown risks, uncertainties, and other factors that may cause our or our industry’s actual results, levels of activity, performance, or achievements
to be materially different from those anticipated by such statements. In some cases, you can identify forward-looking statements by terminology such as “may,” “will,” “should,” “expects,”
“plans,” “anticipates,” “believes,” “estimates,” “predicts,” “potential,” “intends,” or “continue,” or the negative of these terms or other comparable terminology. Forward-looking statements
contained in this presentation include, but are not limited to, (i) statements regarding the timing of anticipated clinical trials for our product candidates and our research and development
programs; (ii) the timing of receipt of clinical data for our product candidates; (iii) our expectations regarding the potential safety, efficacy, or clinical utility of our product candidates; (iv) the
size of patient populations targeted by our product candidates and market adoption of our product candidates by physicians and patients; and (v) the timing or likelihood of regulatory filings
and approvals.

Except as required by law, we assume no obligation to update these forward-looking statements publicly, or to update the reasons why actual results could differ materially from those
anticipated in the forward-looking statements, even if new information becomes available in the future.

The market data and certain other statistical information used throughout this presentation are based on independent industry publications, governmental publications, reports by market
research firms or other independent sources. Some data are also based on our good faith estimates. Although we believe these third-party sources are reliable, we have not independently
verified the information attributed to these third-party sources and cannot guarantee its accuracy and completeness. Similarly, our estimates have not been verified by any independent
source.

By attending this presentation, you acknowledge that you will be solely responsible for your own assessment of the market and our market position and that you will conduct your own
analysis and be solely responsible for forming your own view of the potential future performance of our business.
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Company Highlights (NASDAQ Ticker – BYSI)

Committed to raising the standard 
of care for cancer patients with first-
in-class treatments that improve 
lives and clinical outcomes for 
millions of patients in need

CIN 

Lead Asset Plinabulin:  
“A Pipeline in a Drug”

• Plinabulin + G-CSF for CIN Prevention 

Indication

• Breakthrough Designation (BTD) and NDA 

accepted with Priority Review from US 

and China FDA

NSCLC

• DUBLN-3: Plinabulin + Docetaxel for 

2nd/3rd line NSCLC, EGFR wild type

• Positive Topline Final phase 3 OS data 

reported in August 2021

• Late-breaking  oral presentation of 

DUBLIN-3 data at ESMO on 9/20/2021

IO

• Triple I/O combo in multiple cancer 

indications in early development, 

including 7 cancers at MD Anderson

• Efficacy data for phase 1 SCLC at ASCO 

2021

Headquarter New York, NY

Lead Asset                          

Partnerships:

Plinabulin for CIN, US NDA PDUFA November 30, 2021
Plinabulin for NSCLC, est. NDA filing 1H 2022

Plinabulin in Greater China – Co-development &
Commercial Partnership with Hengrui

Subsidiary SEED Therapeutics (proprietary TPD Platform)  

$800M  partnership with Eli Lilly

Cash position 
$76.3 million as of June 30, 2021 + $45 M from Hengrui

upfront and investment 



4

Dublin-3 Study Investigator and Speaker at ESMO

Dr. Trevor Feinstein is board certified in medical oncology and 

hematology by the American Board of Internal Medicine. Dr. Feinstein 

graduated from University of Illinois medical school and completed his 

residence and fellowships at the University of Pittsburgh. He joined 

Piedmont Cancer Institute in 2011. He is a certified member of MD 

Anderson Cancer Network. He is a co-investigator on several peer-

reviewed research projects and actively involved in clinical trials 

focusing on improved therapies for various cancers. He is director of 

research at Piedmont Fayette Hospital. Dr. Feinstein has authored 
numerous publications and abstracts in Hematology and Oncology.

Dr. Trevor Feinstein 
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PLINABULIN : Durable Anticancer Activity MOA

Plinabulin: First-in-Class, Selective Immunomodulating Microtubule-Binding 
Agent (SIMBA) 

- Plinabulin Induces Dendritic Cell Maturation (the most potent APC), a Key Step in Initiating Anti-Cancer Durable Response 

Plinabulin

Depolymerization of 
microtubules

2

❷ Plinabulin

Stimulate maturation of 
dendritic cells to increase 

antigen presentation.
Dendritic cells are the 

most important antigen-
presenting cells

Release Tumor Antigens
For more potent anti-cancer effect

❶ Radiation/Chemotherapy/ Plinabulin

3
Optimize T cell 

response

❸ Checkpoint 
Inhibitors

1

Note: 1 La Sala et al., 2019 Chem. 2 Kashyap et al., 2019 Cell Reports. 3 Zhang et al., 2005 Mol Cell Biol. 4 Singh et al., 2011 Blood. 5 Suwa et al., 2000 Am J Physiol Heart Circ Physiol; Ghosh et al., 2018 ACR Annual Conference; Blayney et al., Society of Leukocyte Biology. 6 Asensi et al., 2004 Infection and Immunity.
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HR = 0.82
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HR = 0.76
Log rank P = 0.0082
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Baseline Characteristics for PD-1/PD-L1 Exposed Patients
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HR = 0.68
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HR = 0.81
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Grade 4 neutropenia, Cycle 1 Day 8 

27.80%

5.26%

+ Placebo

Docetaxel

+ Plinabulin 30 mg/m2
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Grade 4 neutropenia, All Cycles Day 8 

33.58%

5.13%

+ Placebo

Docetaxel

+ Plinabulin 30 mg/m2
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Safety: Treatment Related Adverse Events Reported  >=10% Patients

Docetaxel + Placebo
(N=278) ; n (%)

Docetaxel+Plinabulin (30 mg/m2)
(N=274) ; n (%)

Preferred term All Grade Grade 3/4 All Grade Grade 3/4

White blood cell count decreased 183(65.8%) 130(46.8%) 156(56.9%) 75(27.4%)

Neutrophil count decreased 186(66.9%) 144(51.8%) 134(48.9%) 81(29.6%)

Nausea 63(22.7%) 0 93(33.9%) 3(1.1%)

Diarrhea 47(16.9%) 2(0.7%) 101(36.9%) 23(8.4%)

Hypertension 9(3.2%) 3(1.1%) 85(31.0%) 47(17.2%)

Grade 3/4 Events per Patients per Year AE Analysis Adjusted for Cycle Number

Statistic Docetaxel + Placebo Docetaxel + Plinabulin

Total N 278 274

Number of Patients with Events, n(%) 215 ( 77.3) 204 ( 74.5)

Total number of Years 71.65 83.43

Total number of Events 791 824

Observed Event Rate per Year 11.04 9.88

Estimated Event Rate per Patient per Year (95% CI) 11.04 (10.30, 11.84) 9.88 (9.22, 10.57)

Rate Ratio vs Docetaxel + Placebo (95% CI) 0.89 (0.81, 0.99)

P-value vs Docetaxel + Placebo 0.0253
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Quality of Life was assessed with validated tools (EORTC QLQ C30 and QLQ-LC13), and 
the Q-TWiST analysis integrating Efficacy, Safety and Quality of Life inputs (including EQ-5D HU QoL)

Improvement >18% in 
Q-Twist, which is 

clinically meaningful. 
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Dublin-3: Superior Efficacy (OS, PFS, ORR) and Significant 
Reduction in Grade 4 CIN (DP vs. D)

Primary Endpoint
Docetaxel (75 mg/m2)

N=281

Plinabulin (30 mg/m2)  

+ Docetaxel (75 mg/m2)

N=278

OS (months) Mean 12.77 (0.676)

Median 9.4 (8.4, 10.7)

15.08  (0.848); p=0.03

10.5 (9.3, 11.9), Log-rank p=0.0399

HR = 0.82 (0.68 – 0.99)

Secondary Endpoint

- Hierarchy Order

ORR (%) 6.76% 12.23%; p=0.0275

PFS (months)
Mean 4.4 (0.3)

Median 3.0 (2.8, 3.7)

6.0 (0.4); p=0.006

3.6 (3.0, 4.4), Log-rank p=0.008

HR = 0.76 (0.63, 0.93)

Grade 4 neutropenia, cycle 1 Day 8 (%) 27.8% 5.3%; p<0.0001

24 Month OS Rate (%) 12.5% 22.1%; p = 0.0072

36 Month OS Rate (%) 5.3% 11.7%; p = 0.0393

48 Month OS Rate (%) - exploratory 0%
10.6%; 

p value cannot be calculated

Q-TWiST

• Relative Gain to Q-TWiST  
10.47 M (9.34, 11.63)

12.40 M (10.99, 13.83)

18.43% (2.07%, 37.20%); p=0.0393
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Potential “Cornerstone” for IO Combos

Current Severe Unmet Medical Needs

• PD-1/PD-L1 resistant patients need 
later line therapies

• PD-1 + chemo double efficacy of PD-1,
but with CIN risk

• PD-1 or PD-1+CTLA-4 with high ir-SAE

Plinabulin Clinical Development

• Plinabulin + I/O + chemo/radiation

• Plinabulin is developed as a CIN 
prevention agent (pan cancer, pan chemo)

• Plinabulin+PD-1+CTLA-4 in SCLC

• PD-1/PD-L1 non-responsive tumor;  
• Patients who cannot use PD-1/PD-L1

• Plinabulin+ I/O + chemo/radiation 
• Plinabulin + chemo

+“Easy-
to-use”

APC 
Inducer

Potential to greatly expand 
the addressable market

PD-1/PD-L1 Inhibitors 
- $30 B global annual sales
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Triple I/O Combo Development for Multiple Cancers

*NSCLC, SCLC, Renal Cell, Bladder, Merkel Cell, Melanoma, Cancers with high levels of microsatellite instability

Indication / Target Program
Trial Name / 
Collaborator

Commercial Rights Status

Tr
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IT

)

SCLC
Checkpoint naïve and 

checkpoint refractory patients

Plinabulin + 
Nivolumab (PD-1) + 
Ipilimumab (CTLA-4)

7 US sites, including 
Rutgers University as 
lead center (Big Ten)

Global
Phase 1 completed, 

Presenting at ASCO June 
2021

SCLC
Checkpoint refractory patients

Plinabulin + 
Nivolumab (PD-1) + 
Ipilimumab (CTLA-4)

Big Ten Study Global Initiating Phase 2

7 Cancers*
PD-1/PDL1 failed pts

Plinabulin + PD-
1/PD-L1 + radiation

MD Anderson Global
First patient dosed in 

06/2021
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CIN (BTD & Priority Review)
Superior Regimen vs. SOC

PDUFA 11/30/2021

Multiple Cancers (I/O Combo)
Synergistic MOA with Checkpoint 

Inhibitors & Promising Preclinical & 
Early Clinical Efficacy Data

NSCLC
Strong MOA Rationale & 

Successful DUBLIN-3 phase 3 Study

Promising early clinical efficacy data 
– 7 different cancers in phase 1/2 studyPositive Phase 3 Topline OS data (n=559)

& potential NDA filing 1H 2022

Confirmed in 6 clinical studies (n>1200) 
& Filed for NDA approval 

Plinabulin Franchise: “Pipeline in a Drug”

Clinical Confirmation Expand Transform
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www.beyondspringpharma.com


