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Disclaimer
This presentation contains forward-looking statements within the meaning of the Private Securities
Litigation Reform Act with respect to the outlook for expectations for future financial or business
performance, strategies, expectations and goals. Forward-looking statements are subject to
numerous assumptions, risks and uncertainties, which change over time. Forward-looking statements
speak only as of the date they are made, and no duty to update forward-looking statements is
assumed. Actual results could differ materially from those currently anticipated due to a number of
factors. Such factors, among others, could have a material adverse effect upon our business, results
of operations and financial condition. Additional information about the factors and risks that could
affect our business, financial condition and results of operations, are contained in our filings with the
U.S. Securities and Exchange Commission, including, but not limited to, our Annual Reports on Form
10-K and our Quarterly Reports on Form 10-Q, which are available at www.sec.gov.
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Partnering with CASI – Value Proposition

A strategic partner for developing and commercializing innovative products in China, the US and Globally

• Leverage CASI Pharmaceutical’s expertise and resources in China to accelerate development and commercialization of
innovative products into the China market
• Rapid patient enrollment in phase 1-3 clinical trials to reach value inflection points quickly and support global
development programs

• Dedicated clinical, regulatory and commercial teams of experienced biopharmaceutical professionals with established
relationships with Oncology-Hematology KOLs, hospitals and pharmacies in China

• Bringing innovative medicines to 1.4 billion people in Greater China while addressing the U.S. and global markets
efficiently
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CASI - Highlights
• EVOMELA ® - Launched first product in China for Multiple Myeloma in 2019
• Strong growth in sales, with 2020 full-year revenue of $15 million and projected >80% growth in 2021
• CNCT19: CD19 CAR-T Cell Therapy Granted Breakthrough Therapy Designation and on track for 4Q2021
China BLA submission
• Pipeline of targeted immuno-oncology compounds for hematological malignancies and solid tumors
• BI-1206: Checkpoint Inhibitor Targeting FcγRIIB
• CID-103: Anti-CD38 mAb
• CB-5339: Novel VCP/p97 inhibitor
• Over 170 employees led by global management team with deep knowledge of US and China
global drug development, regulatory, tech transfer, & commercial
• Continued expansion in commercial operations (100+ sales/marketing employees, 90% have prior
commercial sales experience in hematology-oncology products;
• Senior commercial team, each with more than 15 years experiences at large international pharma
• State-of-the-art GMP manufacturing facility currently in development stage
• US NASDAQ-listed company with strong cash position and backed by long-term fundamental investors
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China Market Opportunity
• In China, therapeutic oncology treatments grew by 23.6% to $6.3
billion in 2018 and spending has more than doubled since 2013
• New medicines launched since 2013 generated $218 million in
spending in 2018
• Drugs are increasingly reaching the market faster in China as a result
of expedited reviews and 35 approvals (~73%) following review and
approval acceleration policies in 2018
• In 2018, Chinese Health Authority approved 14 new oncology drugs,
on track with the US and other developed markets

*Source—IQVIA Global Oncology Trends 2019
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Clinical Assets

U.S. FDA-Approved Products In-Licensed for Greater China Region
Indication

Multiple Myeloma
EVOMELA
China Developed Innovative Cell Therapy with Co-Commercialization Rights
Indication

CNTC19 (Autologous anti-CD19 T-cell
therapy)1

In-Licensed

NDA Filing &
Review

Licensed and Commercially Available in China
Pre-Clinical

CTA Filing & Review

Phase 1

Phase 2
Registration Trial

IND / IMDP

Phase 1

Phase 2

Phase 3

IND / IMDP

Phase 1

Phase 2

Phase 3

IND / IMDP

Phase 1

Phase 2

Phase 3

Phase 2

NDA Filing & Review

Non-Hodgkin’s Lymphoma

NDA Filing &
Review

Acute Lymphoblastic
Leukemia

Investigational Innovative Drug Candidate In-Licensed for Greater China Region
Indication
BI-1206 (anti-FcyRIIB antibody)

Phase 2 Registration
Trial

CTA Filing & Review

Non-Hodgkin’s Lymphoma 2
Solid Tumors 3

Investigational Innovative Drug Candidate In-Licensed for Greater China Region
Pre-Clinical
Indication
AML/MDS 4
CB-5339 (VCP/P97 Inhibitor)
Investigational Innovative Drug Candidate with Global IP and Commercial Rights
Pre-Clinical
Indication
CID-103 (Anti-CD 38 mAb)

Multiple Myeloma

EU Approved Product In-Licensed for Greater China Region
Indication
Thiotepa
Hematological Malignancies &

In-Licensed

CTA Filing & Review

Inherited Blood Disorders
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(1) Clinical development is the responsibility of Juventas Cell Therapy Ltd. (2) In combination with rituximab. Trial conducted by BioInvent. (3) In
combination with pembrolizumab. Trial conducted by BioInvent. (4) Trial conducted by Cleave Therapeutics.

EVOMELA® Launched in China for Multiple Myeloma
Launched in mid-August 2019 – $15 million revenue for 2020, with full-year
2021 revenue guidance of more than 80% growth over 2020
Only form of injectable melphalan commercially available in China
Used in preparative regimen for autologous stem cell transplant (“ASCT”), 1st
line treatment for multiple myeloma. Provides best choice due to:
− Lack of propylene glycol solvent
− Stability and improved handling for pharmacists/nurses/physicians
Prior to EVOMELA’s entry into the Chinese market, an average of 800 stem
cell transplants per year were conducted in the multiple myeloma (MM)
treatment setting. In 2020, more than 2,600 patients were treated with
EVOMELA, accelerating the adoption of stem cell transplantation as a
standard of care in the MM treatment setting
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CNCT-19: CD19 CAR-T Cell Therapy – A Validated Target
• Targets CD19, a B-cell surface protein widely expressed during all
phases of B-cell development and validated target for B-cell
derived hematological malignancies
• Demonstrated high antitumor efficacy in children and adults
with relapsed B-cell acute lymphoblastic leukemia (B-ALL)
and B-cell non-Hodgkin lymphoma (B-NHL)
• CASI has exclusive China and worldwide commercial rights
• Synergistic with CASI’s EVOMELA commercial sales team
already trained and detailing Hem-Onc physicians, hospitals
and medical centers
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BI-1206 : The First Checkpoint Inhibitor Directed Towards
Monoclonal Antibody Receptor Interaction
•

BI-1206 is a first-in-class fully human monoclonal antibody that targets FcγRIIB - the only inhibitory Fcγ receptor
that acts as a checkpoint or "brake" on the innate immune system

•

BI-1206 acts like a Checkpoint Inhibitor, blocking the FcγRIIB interaction to unleash antibody-mediated
activation of the immune response against cancer, allowing enhanced and prolonged mAb anti-tumor activity

•

BI-1206 has the potential to be used across liquid and solid tumor types in many first line indications and in
relapse/refractory settings
Two Phase 1/2a clinical studies ongoing:

•

•

•

A study of BI-1206 in Combination with Rituximab in Subjects with Indolent B-Cell Non-Hodgkin Lymphoma

•

A Study of BI-1206 in Combination with Pembrolizumab in Subjects with Advanced Solid Tumors (KEYNOTE-A04)

CASI has exclusive China development and commercialization rights

Confidential
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CID-103: Fully human IgG1 anti-CD38 monoclonal antibody with
potential Best-in-Class Profile
Exclusive global rights
Phase 1 trial target initiated in Q1 2021
Fully human IgG1 anti-CD38 mAb recognizing a unique epitope
No overt infusion related reactions observed
Encouraging preclinical efficacy & safety profile compared to other antiCD38 mAbs
• Demonstrates greater antibody-dependent cellular cytotoxicity (ADCC) activity over Daratumumab and other
anti-CD38 mAbs
• In vivo activity outperforms Daratumumab and other anti-CD38 mAbs
• Survival improvement observed in Daudi, Ramos and Raji Xenograft models
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CB-5339 - Clinical Stage Asset Inhibiting Novel Target VCP/p97
Novel target - VCP/p97

Lead Product - CB-5339

• VCP is a AAA ATPase enzyme that
extracts and unfolds proteins,
essential for cancer cell survival

• A 2nd generation small molecule inhibitor of VCP/p97
with biochemical potency of 9 nM

• Disruption of DNA damage response
and protein homeostasis pathways
drive cancer cells to apoptosis
• Cancer cells differentially sensitive

• ATP-competitive and binds primarily to the D2 ATPase
domain of VCP/p97
• Potential for use in broad range of hematologic
malignancies and solid tumors
• Active Phase 1 trials in dose escalation

ATP / Inhibitor Binding Sites
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• AML/MDS trial sponsored by Cleave Therapeutics

Other Assets
Thiotepa
• Exclusive China rights
• Conditioning treatment for allogeneic haemopoietic stem cell transplants (EMA)
• China registration study initiated in 2021

Octreotide Long Acting Injectable (LAI)
• Exclusive China rights
• Octreotide LAI formulations considered a standard of care for the treatment of acromegaly and the
control of symptoms associated with certain neuroendocrine tumors
• China registration study initiated in 2021
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Global Senior Management Team

Wei-Wu He, PhD
Chairman and CEO

Larry Zhang,
President

Alex Zukiwski, MD,
Chief Medical Officer
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Jim Goldschmidt, PhD,
SVP, Business
Development

CASI China Management Team

Thomas Zhang,
China Commercial GM
(CASI China)

Jonathan You,
GM of R&D and Mfg.
Site (CASI WUXI)
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Junping Chen, PhD
Medical Director (CASI
China)

Cissy Wang,
COO (CASI China)

Michael Wu
Regulatory Director
(CASI China)

Commercial Team with Hematologic Oncology Specialty and
Track Record
• Senior commercial team (VPs, Dirs,
DSMs), all with more than 10 years
experiences at large international
pharmaceutical companies

Heilongjiang

Jilin
IM

• 90% of employees in commercial
operations have prior experience in
hematology oncology products

BJ

Xinjiang

TJ

23 District Sales Managers
&
Ningxia
Shanxi
Representative
in N. Region
Qinghai

Hebei

Gansu

• Successful launch of EVOMELA® in
China - Sales exceeded target forecast
- Covered all CBMTR (China bone
marrow transplantation research group)
centers in 26 provinces and 105 BMT
Centers

Shaanxi

Tibet

105 Centers
Sichuan

Jiangsu

Anhui
Hubei

HZ

SH

Zhejiang

CQ
Hunan

21 District Sales Managers
&
Guizhou
Representatives in S. Region
Yunnan

Shandong

Henan

Guangxi

Hainan
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Liaoning

Jiangxi
Fujian

Guangdong

R&D and Manufacturing Center in Wuxi
•
•
•
•
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State-of-art GMP facility currently in design and planning stage
Approximately 17.6 acres of land located in major biotech and pharmaceutical region
Over 100,000 square meters of building area
Convenient transportation to 2 airports, high speed train station and highways

Business Development – Senior Team
James E. Goldschmidt, Ph.D.
SVP Business Development
More than 25 years of senior commercial and
business development experience at several
public and private biopharmaceutical
companies, including GSK, Wyeth/Pfizer, J&J,
TetraLogic Pharmaceuticals, Macrophage
Therapeutics and ImmuneXcite. Jim received
his PhD from Temple University School of
Medicine. Based in Rockville, MD

17

Rui Zhang
BD Vice President

Formerly a venture partner with ETP Ventures, and prior experience in private equity and venture capital investing.
Rui started her career as a research scientist at Novartis, then turned to the business side completing an MBA from
Columbia University. Based in Cambridge, MA

Michael Yu
BD Director

Former Manager of BD at 3SBIO (Shenyang Sunshine Pharmaceuticals), and Head of global BD & Licensing at Refiam
Medicine Co. Prior experience at MEBO International Group and New Oriental Medicine Foundation. Michael has a
Masters Degree in Pharmacy from Shenyang Pharmaceutical University. Based in Beijing, China

Business Development Partners
• BioInvent International AB
• License agreement for exclusive China rights for first-in-class anti-FcyRIIB monoclonal antibody (BI- 1206)
• Black Belt Therapeutics
• License agreement for exclusive worldwide rights to a novel anti-CD38 monoclonal antibody (CID- 103)
• Cleave Therapeutics
• License agreement for exclusive China rights for first-in-class VCP/p97 small molecule inhibitor (CB-5339)
• Juventas Cell Therapy, LtD.
• License agreement for exclusive worldwide license and commercialization rights to an autologous
CD19 CAR-T cell therapy product (CNCT19)
• Laurus Labs Limited
• Acquired U.S. FDA-approved ANDA for tenofovir disoproxil fumarate (TDF), indicated for the treatment of
hepatitis B virus
• Sandoz, Inc.
• Acquired a portfolio of 25 U.S. FDA-approved abbreviated new drug applications (ANDAs), and four
pipeline ANDAs
• Spectrum Pharmaceuticals
• Acquired exclusive China rights for three U.S. FDA-approved marketed products:
• EVOMELA® (melphalan) for injection, ZEVALIN® (ibritumomab tiuxetan), MARQIBO®
(vincristine sulfate LIPOSOME injection)
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CASI – Focused in Hematological Malignancies and Solid Tumors
• EVOMELA® (melphalan) for injection launched for Multiple Myeloma in 2019; Hem-Onc sales force have quickly
penetrated and expanded the China HSCT market
• Robust pipeline in hematology-oncology
• CNCT-19 (CD19 CAR-T Cell Therapy) for relapsed B-ALL and B-NHL
• BI-1206 ( first-in-class anti-FcyRIIB mAb) for NHL, solid tumors
• CB-5339 (novel VCP/p97 inhibitor) for AML/MDS and solid tumors
• CID-103 (potential best in class anti-CD38 mAb) for MM and autoimmune diseases
• Thiotepa for allogeneic HSCT
• ZEVALIN ® (ibritumomab tiuxetan injection) for NHL
• MARQIBO® (vincristine LIPOSOME injection) for ALL
• Led by an international executive team, with strong commercial and clinical/regulatory teams trained at large
pharma, 170+ employees
• State of art GMP manufacturing facility currently in development stage
• Strong cash balance, runway and supported by committed long-term investors
• Active pursuit of business development opportunities
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CASI Corporate Offices
• CASI Pharmaceuticals, Inc.
(NASDAQ: CASI)

 9620 Medical Center Drive, Suite
300; Rockville, MD 20850
USA
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• CASI Pharmaceuticals (China)
Co., Ltd.

 1701-1703 Tower 1,China Central
Place, No. 81 Jianguo Street,
Chaoyang district, Beijing, 100025,
China

