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Chairman’s Statement

Dear Shareholders,

On behalf of the Board of Directors of JW (Cayman) Therapeutics Co. Ltd and its subsidiaries
(collectively, the “Company”), | am pleased to present the annual report of the Company for the year
ended December 31, 2021.

JW Therapeutics is an independent, innovative biotechnology company focused on developing,
manufacturing and commercializing breakthrough cell-based immunotherapies. Our lead product
Carteyva® (relmacabtagene autoleucel (“relma-cel”’)) is a potential superior anti-CD19 chimeric
antigen receptor T-cell (“CAR-T”) therapy intended for the treatment of a range of hematological
cancers.

2021 was another transformative year in our Company’s history. In September 2021, the NMPA
approved our NDA relating to Carteyva® as a third-line treatment for relapsed or refractory (“r/r”)
large B-cell lymphoma (“LBCL”), and we commenced commercialization of Carteyva®, generating
RMB30.8 million in revenue from sales of Carteyva® in the last four months of 2021. Efficacy data
generated from the patients treated commercially with Carteyva® to date are consistent with those
generated in the registrational clinical trial, supporting our view that Carteyva® offers unique
product value. The successful approval of Carteyva® by the NMPA and the establishment of our
commercialization team marked another major milestone on our Company’s journey, as we made the
transition from the clinical development stage into commercialization and confirmed our status as a
leading cell therapy company in China.

In addition, since January 2021, we have also made significant progress on advancement of
Carteyva® as a candidate for treatment of other conditions, including:

° NMPA approval of our investigational new drug (“IND”) application relating to a clinical trial of
Carteyva® as a third-line treatment for r/r B-cell acute lymphoblastic lymphoma (“B-ALL”) in
pediatric and young adult patients (April 2022);

o NMPA approval of our IND application relating to a Phase Il pivotal clinical trial of Carteyva® as
a second-line treatment for r/r LBCL (March 2022);

o Further progress in our Phase Il registrational clinical trial to evaluate Carteyva® as a third-line
treatment for r/r mantle cell lymphoma (“MCL”), which generated preliminary clinical data that
led the NMPA to grant Breakthrough Therapy designation for Carteyva® as a third-line treatment
for r/r MCL (March 2022); and

o Submission to the NMPA of a sNDA relating to Carteyva® as a third-line treatment for follicular
lymphoma (“FL”), and the NMPA’s acceptance of that sNDA for review (February 2022).

Moreover, we have made significant progress on the advancement of our other pipeline candidates,
including (i) receipt of NMPA approval for our IND application relating to JWCAR129 as a fourth-line
treatment for multiple myeloma (“MM”) (December 2021) and (ii) completion of manufacturing
process development for JWATM204, our T-cell receptor (“TCR”) T-cell therapy candidate for the
treatment of hepatocellular carcinoma (“HCC”) (September 2021). We believe that all of these
achievements represent a solid foundation for the Company’s future growth.

JW (Cayman) Therapeutics Co. Ltd Annual Report 2021



Chairman’s Statement

In commercializing Carteyva®, we are not merely selling a product; rather, as a leading cell therapy
company in China, we are striving to create a new ecosystem and to shape the environment for cell
therapy products in China. We have established a dedicated in-house commercial team to market
cell therapy products across China; established a vein-to-vein process for timely and secure delivery
of cell therapy products; worked with key lymphoma experts on the establishment of first-in-China
treatment guidelines for CAR-T therapies, to standardize clinical applications for physicians and
ensure a higher-quality and safer experience for patients; and obtained coverage of Carteyva® in 44
insurance products and 16 city-level complementary medical insurance programs.

We have also established a fully integrated cell therapy innovation and commercialization platform,
with capabilities ranging from early research and analytical development through process
development and clinical development to regulatory affairs, with GMP manufacturing facilities and
dedicated commercialization capabilities. The addition of our new chief scientific officer to our
team has significantly strengthened our early research capabilities and enhanced our potential to
engineer our own new pipeline products, with global rights, for both hematological and solid tumor
applications.

Driven by our Company’s mission, we have adhered to the sustainable development concept in our
operation and strategy, and continually strengthened our Environmental, Social and Governance
(“ESG”) mechanisms. We built up a comprehensive quality control mechanism on developing
breakthrough cell-based immunotherapies to bring hope to patients. Meanwhile, we are committed to
providing a safe, healthy, innovative and diverse & inclusive working environment for our employees,
and we adopt measures for environmental protection and resource conservation. In the future, we will
continue our efforts to constantly create value for our employees, Shareholders and the society.

Looking forward, we believe that the Company remains well positioned to take advantage of the
rapidly growing market for cell-based immunotherapies in China, based on Carteyva® as a potential
superior anti-CD19 CAR-T product; our comprehensive and differentiated cell therapy pipeline
covering both hematological cancers and solid tumors; our fully integrated end-to-end cell therapy
development platform; and our experienced and driven management team. Building on these
strengths, we intend to:

o Drive full-scale commercialization of Carteyva® and continue to build upon our significant
first-mover advantage,;

° Solidify our leadership in hematological cancers by continuing to develop Carteyva® for earlier
lines of treatment and additional indications, as well as clinical development of other new
products;

o Leverage our integrated cell therapy platform to expand into the emerging solid tumor market;

° Continuously enhance our manufacturing capability and reduce cost through innovation and
scale; and

o Grow our business through in-licensing opportunities, partnerships and selective acquisitions,

as well as in-house research and development.
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Chairman’s Statement

On behalf of the Board, | would like to thank all of our staff and management team for their continued
dedication to our Company and its mission. | would also like to extend our heartfelt gratitude for
the continued support that we have received from our Shareholders and business partners. We will
confidently strive to realize our vision of becoming an innovation leader in cell immunotherapy.

Dr. Yiping James Li
Chairman and Chief Executive Officer
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Financial Highlights

IFRS MEASURE

Year ended December 31,

2021 2020

(RMB’000) (RMB’000)
Revenue 30,797 —
Cost of sales (21,752) —
Gross profit 9,045 —
General and administrative expenses (201,518) (231,294)
Research and development expenses (414,397) (225,215)
Selling expenses (170,732) (13,268)
Other income 6,444 1,322
Other gains/(losses), net 12,075 27,617
Operating loss (759,083) (440,838)
Finance income 8,296 3,441
Finance costs (2,692) (770)
Finance income — net 5,604 2,671
Fair value changes of preferred shares — (1,190,797)
Fair value changes of warrants 51,151 (34,839)
Loss before income tax (702,328) (1,663,803)
Income tax expense — —
Loss for the year (702,328) (1,663,803)
Non-IFRS measure:
Adjusted Loss for the Year (664,109) (303,917)

° Revenue was RMB30.8 million for the year ended December 31, 2021, compared to nil for the
year ended December 31, 2020, as we successfully commercialized our anti-CD19 autologous
CAR-T cell immunotherapy product Carteyva® (relma-cel, R&D code: JWCARO029) for the
treatment of adult patients with relapsed or refractory (“r/r”) large B-cell lymphoma (“LBCL”)
after two or more lines of systemic therapy after we obtained the marketing approval for the
product from the National Medical Products Administration of China (“NMPA”) on September 3,
2021. We expect that the revenue will continue to increase from the sales of Carteyva® along
with our commercialization progress as more patients are treated with Carteyva®.

e  (Cost of sales was RMB21.8 million for the year ended December 31, 2021, compared to nil for

the year ended December 31, 2020. Our cost of sales primarily consists of raw material costs,
staff costs, depreciation and amortization, manufacturing overhead and others.
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Financial Highlights

Gross profit was RMB9.0 million and gross profit margin was 29.4% for the year ended
December 31, 2021. With the implementation of our cost reduction plan as more patients are
treated with Carteyva®, we expect that our gross profit margin will grow continuously from the
second half of 2022.

Our research and development expenses increased by RMB189.2 million to RMB414.4 million
for the year ended December 31, 2021, compared to RMB225.2 million for the year ended
December 31, 2020. This increase was due to a range of factors, including primarily: (i) an
increase in staff costs allocated to research and development; and (ii) an increase in research
and development materials and in testing and clinical fees, which resulted principally from
pre-clinical research and development activities relating to JWATM204/214 and JWATM203/213
for the treatment of hepatocellular carcinoma (“HCC”) and pediatric and young adult patients
with r/r acute lymphoblastic leukemia (“ALL”), as well as clinical research activities including
on-going clinical trials relating to LBCL and clinical cost incurred on indications for relma-cel
such as follicular lymphoma (“FL”), mantle cell lymphoma (“MCL”) and second-line LBCL.

Our general and administrative expenses decreased by RMB29.8 million to RMB201.5 million
for the year ended December 31, 2021, compared to RMB231.3 million for the year ended
December 31, 2020, primarily due to a decrease in sharebased compensation expenses and the
fact that no listing expenses were incurred in 2021. The effects of these factors were partially
offset by an increase in other general and administrative expenses.

Our selling expenses increased by RMB157.4 million to RMB170.7 million for the year ended
December 31, 2021, compared to RMB13.3 million for the year ended December 31, 2020,
primarily due to an increase in staff costs allocated to sales and marketing, as well as an
increase in commercial business promotion fees, as we established our sales and marketing
capabilities from the second half of 2020, and carried out commercial activities comprehensively
in 2021 to fully support Carteyva® commercialization.

Loss for the year decreased by RMB961.5 million to RMB702.3 million for the year ended
December 31, 2021, compared to RMB1,663.8 million for the year ended December 31, 2020.
This decrease was primarily due to (i) revenue and gross profit generated from Carteyva®
launched in 2021; (ii) de-recognition of fair value changes of preferred shares along with our
listing on Hong Kong Stock Exchange on the Listing Date; and (iii) de-recognition of warrants of
upfront payment (as defined in the B Cell maturation antigen (“BCMA”) License Agreement with
Juno) due to the decision made by Bristol Myers Squibb (“BMS”) (Juno’s parent company) to
discontinue clinical development of orvacabtagene autoleucel (“orva-cel”’). The effects of these
factors were partially offset by an increase in our research and development expenses and
selling expenses.

JW (Cayman) Therapeutics Co. Ltd Annual Report 2021



Financial Highlights

For the year ended December 31,
2018 2019 2020 2021
RMB’000 RMB’000 RMB’000 RMB’000

Operating results
Revenue — — — 30,797
Cost of sales — — — 21,752
Gross profit — — — 9,045
General and administrative

expenses 41,259 72,892 231,294 201,518
Research and development

expenses 75,989 136,107 225,215 414,397
Selling expenses — = 13,268 170,732
Other income 215 5,483 1,322 6,444
Other gains/(losses), net 4,801 (1,165) 27,617 12,075
Loss for the year (272,616) (633,257) (1,663,803) (702,328)
Loss per share

Basic and diluted (RMB Yuan) (4.19) (9.74) (12.61) (1.76)

As at December 31,
2018 2019 2020 2021
RMB’000 RMB’000 RMB’000 RMB’000

Financial position
Total current assets 171,314 261,340 2,647,359 1,895,040
Total non-current assets 169,508 407,279 1,132,133 1,221,566
Total assets 340,822 668,619 3,779,492 3,116,606
Total current liabilities 225,290 122,817 237,045 198,900
Total non-current liabilities 428,733 1,488,141 112,712 126,849
Total liabilities 654,023 1,610,958 349,757 325,749
Net current assets/(liabilities) (53,976) 138,523 2,410,314 1,696,140
Total equity/(deficit) (313,201) (942,339) 3,429,735 2,790,857

Annual Report 2021
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Financial Highlights

NON-IFRS MEASURE

To supplement the Group’s consolidated financial statements, which are presented in accordance
with IFRS, we also use adjusted loss for the year as an additional financial measure, which is not
required by, or presented in accordance with IFRS. We believe that these adjusted measures provide
useful information to shareholders and potential investors in understanding and evaluating our
consolidated results of operations in the same manner as they help our management.

The table below sets forth a reconciliation of loss to adjusted loss for the years indicated:

Year ended December 31,

2021 2020

(RMB’000) (RMB’000)

Loss for the year (702,328) (1,633,803)
Added:

Fair value changes of warrants (51,151) 34,839

Fair value changes of preferred shares — 1,190,797

Share-based compensation expenses 89,370 134,250

Adjusted loss for the year (Non-IFRS) (664,109) (303,917)

Our adjusted loss' was RMB664.1 million for the year ended December 31, 2021, representing an
increase of RMB360.2 million from RMB303.9 million for the year ended December 31, 2020. The
increase was primarily due to (i) increased selling expenses associated with headcount increase and
commercial activities carried out; (ii) increased cash expenses for staff allocated to research and
development; and (iii) increased fees and expenses for materials purchasing and testing and clinical
trials. The effects of these factors were partially offset by the gross profit that we generated from
commercialization of Carteyva®.

d Adjusted loss for the year is not a financial measure defined under IFRS. It represents the loss for the year excluding the
effect of the following non-cash items: (a) loss on fair value changes of preferred shares; (b) loss on fair value changes
of warrants; and (c) share-based compensation expenses. For the calculation and reconciliation of this non-IFRS
measure, please refer to “Management Discussion and Analysis — Financial Review — 13. Non-IFRS Measure”.
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Business Highlights

During the past year, as an independent, innovative biotechnology company focusing on the
developing, manufacturing and commercializing cell immunotherapy products, we have made
significant progress in our business and achieved important milestones. The year 2021 marked a
major milestone in the history of our Company. The successful approval of Carteyva® by the NMPA
and the establishment of the commercialization team marked our Company’s transition from the
clinical development stage into commercialization. Based on our outstanding clinical development
and operational capabilities, we have made steady progress on the clinical study of our pipeline
candidates for both hematological cancers and solid tumors. In addition, we have continually
enhanced our manufacturing capability; we have maintained the high manufacturing success rate for
Carteyva® that we had previously achieved; and we have actively pursued the implementation of our
cost reduction plan and next generation product development strategy. We have also strengthened
our in-house R&D capability with the appointment of new chief scientific officer to provide strategic
guidance in the development of a robust pipeline for our Company. We will continue to focus on
pursuing our strategies to transform the treatment of cancer for patients.

Since the beginning of 2021, we have achieved the following significant milestones in our business:

Commercial effort leading to successful launch of Carteyva®:

On September 3, 2021, the NMPA approved the NDA relating to our anti-CD19 autologous CAR-T
cell immunotherapy product Carteyva® (relma-cel, R&D code: JWCARO029) for the treatment of
adult patients with r/r LBCL after two or more lines of systemic therapy. Carteyva® is the first CAR-T
product approved as a Category 1 biologics product in China, and the sixth approved CAR-T product
globally. Following receipt of this approval, we launched full-scale commercialization of Carteyva®
with a clear focus and business model:

° We have built an in-house and dedicated commercial team with around 110 employees with
different teams including Sales, Marketing, CAR-T Consultant, Innovative Payment and Hospital
Access as of February 2022. These teams are led by experienced commercial leaders;

e As we commercialized Carteyva® during the last four months of 2021, we generated 54
prescriptions for Carteyva® and completed 30 infusions for r/r LBCL patients;

e Among the first 27 assessable commercial patients for Carteyva®, the best complete response
rate (“CRR”) was 55.6%, which is similar to the efficacy that Carteyva® demonstrated in the
registrational clinical trials;

° We established the standardized vein to vein process to provide more detailed guidance to
ensure a higher-quality experience for physicians and patients. We completed training and dry-
run for the top 61 hospitals in China and certified those hospitals to administer Carteyva®;

e We engaged Shanghai Parma KDL (L %EE{E%%) as our national distributor to provide
professional delivery services; and

° We worked to promote insurance coverage of Carteyva® and collaborated with innovation
payment platforms to address the affordability of Carteyva® for patients. 44 commercial
insurance products and 16 city-level complementary medical insurance programs covered
Carteyva®.

Annual Report 2021 JW (Cayman) Therapeutics Co. Ltd
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Business Highlights

Clinical trials and development is on track:

In January 2021, we commenced patient enrollment in our single-arm Phase |l registrational trial
in China to evaluate Carteyva® in MCL patients who previously received chemotherapy, anti-
CD20 agent and BTK inhibitor, and patient enrollment in this clinical trial remains on schedule;

In June 2021, we completed patient enroliment in our single-arm Phase |l registrational trial to
evaluate Carteyva® in low-grade FL patients;

In July 2021, we filed, and the NMPA accepted for review, an investigational new drug
(“IND”) application relating to JWCAR129 as a treatment for multiple myeloma (“MM”), and we
subsequently commenced an investigator-initiated trial of JWCAR129 for this indication;

In September 2021, at the 24th Annual Meeting of the Chinese Society of Clinical Oncology,
we reported updated efficacy and safety data from our Phase Il registrational clinical trial of
Carteyva® as a third-line treatment for LBCL;

By the end of September 2021, we completed manufacturing process development for
JWATM?204, our T-cell receptor (“TCR”) T-cell therapy candidate for the treatment of HCC;

In December 2021:
o At the 63rd Annual Meeting of the American Society of Hematology, we reported the primary
clinical response from our Phase Il registrational trial relating to Carteyva® as a treatment for

low-grade FL; and

o The NMPA approved our IND application relating to JWCAR129 as a treatment for fourth-
line or greater, r/r MM;

In February 2022, we submitted to the NMPA, and the NMPA accepted for review, our sNDA
relating to Carteyva® as a treatment for third-line FL;

In March 2022, NMPA approved our IND application relating to a Phase Il pivotal clinical trial of
Carteyva® as a second-line treatment for r/r LBCL; and

In April 2022, NMPA approved our IND application relating to a clinical trial of Carteyva® as a
third-line treatment for r/r B-ALL in pediatric and young adult patients.

JW (Cayman) Therapeutics Co. Ltd Annual Report 2021
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Enhancement of our manufacturing capability and implementation of our cost
reduction plan:

In February 2021, we announced a collaboration with Thermo Fisher Scientific Inc. (“Thermo
Fisher”) to ensure non-exclusive commercial access to Thermo Fisher’'s Gibco CTS Dynabeads
CD3/CD2s;

In the fourth quarter of 2021, we completed an upgrade of our clinical manufacturing facility in
Shanghai Waigaogiao to enhance our capabilities to manufacture multiple products concurrently
including clinical product for solid tumor;

We continued to maintain the high manufacturing success rate of 99% for Carteyva®, which we
have maintained since commencement of our LBCL registrational clinical trial;

In the first quarter of 2022, we completed the technical transfer of the JWATM204 manufacturing
process from the laboratory to our Waigaogiao clinical manufacturing facility, and we qualified
the facility for Good Manufacturing Practice (“GMP”) manufacturing; and

We successfully laid the foundation for execution of our plans to reduce the cost of raw
materials, and we implemented processes and procedures in our GMP operations to enable cost
reductions to be realized from the second half of 2022.

Focus on the clear strategy to support the future growth of our Company:

Drive full-scale commercialization of Carteyva® and build upon our significant first mover
advantage;

Solidify our leadership in hematological cancers by continuing to develop Carteyva® for earlier
lines of treatment and additional indications, as well as clinical development of other new
products;

Leverage our integrated cell therapy platform to expand into the emerging solid tumor market;

Continuously enhance our manufacturing capability and reduce cost through innovation and
scale; and

Grow our business through in-licensing opportunities, partnerships and selective acquisitions, as
well as in-house R&D.

Annual Report 2021 JW (Cayman) Therapeutics Co. Ltd
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Management Discussion and Analysis

BUSINESS REVIEW
Overview

The Company is an independent, innovative biotechnology company focusing on the developing,
manufacturing and commercializing cell immunotherapy products. Since our founding in 2016, we
have built an integrated platform focused on developing, manufacturing and commercializing
breakthrough cell-based immunotherapies for hematological cancers and solid tumors. Our vision is
to become an innovation leader in cell immunotherapy.

We are an early entrant into the field of cell-based immunotherapy in China. Cell-based
immunotherapies, including CAR-T treatments, are an innovative treatment method that uses human
immune cells to fight cancer, representing a paradigm shift and the latest innovation in cancer
treatment. On September 3, 2021, the NMPA approved our NDA for the Company’s anti-CD19

autologous CAR-T cell immunotherapy product Carteyva® (relma-cel, R&D code: JWCAR029) for the
treatment of adult patients with r/r LBCL after two or more lines of systemic therapy, and we have
commenced full-scale commercialization of Carteyva®. Carteyva® is the first CAR-T product
approved as a Category 1 biologics product in China, and sixth approved CAR-T product globally.

2021 was the first year of CAR-T product commercialization in China. Given the unmet medical
needs that can be effectively addressed by CAR-T therapies, the market for CAR-T therapies in
China is expected to experience strong growth through 2030, according to Frost & Sullivan. We
believe that we are well-positioned to take advantage of this growing market, based on our potential
superior anti-CD19 CAR-T product; our robust and differentiated cell therapy pipeline covering both
hematological cancers and solid tumors; our fully integrated cell therapy development platform; our
leading commercial manufacturing infrastructure and supply chain; and our seasoned management
and strong support from the Shareholders.

JW (Cayman) Therapeutics Co. Ltd Annual Report 2021



Management Discussion and Analysis

Our Product Pipeline

We have developed a robust and differentiated cell-based immunotherapy pipeline, with a
risk-balanced approach that has shown clear benefit in the field of cell therapies for hematological
cancers and provides an opportunity to expand into the nascent field of cell therapies for solid
tumors. Our product pipeline features a mix of product candidates targeting both proven and novel
tumor antigens. The following chart summarizes the current development status of each of our
product candidates:

NMPA

Pivotal /

Product Target Indication Commercial Rights Pre-clinical Phase I/l NDA Marketed Classification Partner
g
N JWCARO029/
2 BLMCL  wainand Ghine, Hong Kong, vca” D o
5 /Ize:n;acabltagene cD19 Category 1 ;‘:";sloaw\crssamtﬁ
(s SECRena—"—
ki EUTHRERESe——— )
°
[ 3LCLL Mainland China, Hong Kong, Macau® —
5
B JWCAR129?  BCMA i MM Mainland China, Hong kong, Mecau [ Cotegory 1 | hgsgrymnars
Nex-G CD19 NHL Mainland China, Hong Kong, Macau* - Category 1 Jetfimmsw
JWATM203  AFP  HCC Maniand hire,Hog g, Wace Tahen. [ T > Category 1 | Geunea
ez ae e momies e S camory1 | mmee G
= Mainland China, Hong Kong, Macau, Taiwan, 4
5 (SR R e i ickoatindll Category 1 | EEvReka
R wsmvos cpes e mminimesie o D cooy1 | s
WATMZ14  GRC3 Mo Mmoo e R catsry 1| onen G4
Abbreviations: LBCL = large B-cell lymphoma; FL = follicular lymphoma; MCL = mantle cell lymphoma; ALL = acute
lymphoblastic leukemia; CLL = chronic lymphocytic leukemia; MM = multiple myeloma; NHL = non-Hodgkin
lymphoma; HCC = hepatocellular carcinoma; NSCLC = non-small cell lung cancer; AFP = alpha-fetoprotein;
GPC3 = glypican-3; r/r = relapsed or refractory; 3L = third-line; 2L = second-line; Basket = basket design
* Mainland China, Hong Kong, Macau and Taiwan refer to Mainland China, Hong Kong (China), Macau (China) and Taiwan

(China), respectively.
> Denotes a Core Product Candidate.

1 Relma-cel is based on the same CAR construct as the product lisocabtagene maraleucel (“Breyanzi” or “lisocabtagene”
or “liso-cel”) of Juno, which was approved by the U.S. Food and Drug Administration in February 2021.

2 JWCAR129 is based on the same CAR construct as Juno’s product orva-cel.
&) Developing using Lyell technology.

4 JWATM204 is in a Phase | investigator-initiated trial in China. Eureka’s products based on the CAR constructs underlying
JWATM203 and JWATM204 are currently in Phase I/Il trials in the US conducted by Eureka under an IND application. In
November 2021, the U.S. FDA granted Fast Track Designation to Eureka’s counterpart to JWATM203 for the treatment of
hepatoblastoma (“HB”) and HCC in pediatric patients, as well as “rare pediatric disease designation” for the treatment
of HB. In February 2022, the FDA granted Orphan Drug Designation to Eureka's counterparts to JWATM203 and
JWATM204.
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Management Discussion and Analysis

Our Core Product Candidate — Carteyva® (relma-cel, R&D code: JWCAR029)

Carteyva®, our lead product candidate, has the potential to be a superior CAR-T therapy. It targets
an antigen called CD19, which is expressed in a broad range of hematological cancers, including
LBCL. Lymphomas are hematological cancers involving lymphoceles of the immune system, and
LBCL is one of several types of non-Hodgkin’s lymphoma (“NHL”) that affect B-cells within the
immune system. In addition to marketing Carteyva® as a third-line treatment for LBCL, we are also
exploring the further clinical potential for Carteyva® by developing relma-cel as a third-line treatment
for other types of NHL, including FL, MCL, chronic lymphocytic leukemia (“CLL") and ALL, and
moreover as a second-line treatment for LBCL.

Carteyva® is based on a CAR construct that we have in-licensed from Juno for Mainland China, Hong
Kong and Macau2. Juno’s biologics license application for its product based on that same CAR
construct (“Breyanzi” or “lisocabtagene” or “liso-cel”) was approved by the U.S. Food and Drug
Administration in February 2021.

Third-line LBCL

On September 3, 2021, the NMPA approved our NDA for the Company’s anti-CD19 autologous
CAR-T cell immunotherapy product Carteyva® for the treatment of adult patients with r/r LBCL after
two or more lines of systemic therapy. Carteyva® is the first CAR-T product approved as a Category
1 biologics product in China, and sixth approved CAR-T product globally.

Carteyva®s potential to be a superior CAR-T therapy is based on its potential best-in-class safety
profile and competitive efficacy. Our Phase Il registrational clinical trial of Carteyva® as a third-line
treatment for LBCL demonstrated efficacy results of best overall response rate (*“ORR”) of 77.6% and
best CRR of 51.7% as of the data cut-off date of December 31, 2020. In the same trial, severe
cytokine release syndrome (“sCRS”) was observed in 5.1% of treated patients, severe neurotoxicity
(“sNT”) was observed in 3.4% of treated patients, and no treatment-related deaths were reported. In
addition, with a median follow-up of 17.9 months, the 1-year overall survival (*OS”) rate was 76.9%,
and there were no new safety signals. We reported these findings at the 24th Annual Meeting of
Chinese Society of Clinical Oncology in Xiamen, Fujian Province, PRC, held in September 2021 and
the 63rd Annual Meeting of the American Society of Hematology in Atlanta, Georgia, the United
State, held in December 2021. Although head-to-head studies with comparable products have not
been conducted, we believe that these data demonstrate the potential best-in-class safety profile
and competitive efficacy of Carteyva®.

2 Mainland China, Hong Kong and Macau refer to Mainland China, Hong Kong (China) and Macau (China), respectively.
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We have established manufacturing capacity and built up sales and marketing capabilities in
anticipation of the full-scale commercialization of Carteyva® that we have now launched following
NMPA approval of our NDA. For further information on our manufacturing capacity and our sales and
marketing capabilities, please see “— Manufacturing” and “— Commercialization” below.

Third-line FL

In September 2020, the NMPA granted Breakthrough Therapy Designation for Carteyva® as a
treatment for third-line FL. We currently are conducting a single-arm Phase |l registrational trial to

evaluate Carteyva® in low-grade FL (Grades 1 to 3a) patients, and we reported the primary clinical
response in December 2021 at the 63rd Annual Meeting of the American Society of Hematology.

As of the data cut-off of September 10, 2021, 28 patients were treated with Carteyva® with at least
three months of follow-up. Of 27 efficacy evaluable patients, as assessed by the investigator, best
ORR was 100% (27 out of 27) and best CRR was 92.6% (25 out of 27). With a median follow-up of
8.84 months, median duration of response (“DOR”), progression-free survival (“PFS”) and OS were
not reached. In 28 patients who received Carteyva®, any grade and severe (grade 3 or higher) CRS
were 42.9% and 0%, respectively, and any grade and severe (grade 3 or higher) NT were 17.9%
and 3.6%, respectively.

In February 2022, we have submitted to the NMPA, and the NMPA has accepted for review, our
sNDA relating to Carteyva® as a treatment for third-line FL. If approved on the timeline that we
currently anticipate, Carteyva® would be the first CAR-T product approved for treatment of FL in
China.

Third-line MCL

We are conducting a single-arm Phase Il registrational trial in China to evaluate Carteyva® in MCL
patients who previously received chemotherapy, anti-CD20 agent and BTK inhibitor. Patient
enrollment began in January 2021 and is currently on schedule, and we anticipate submitting an
sNDA in 2023.

Third-line CLL

We intend to conduct a single-arm early phase trial in China and expect to commence this study to
evaluate Carteyva® in high-risk r/r CLL patients in 2022.

Third-line ALL

We intend to conduct a single-arm Phase /Il registrational trial in China to evaluate Carteyva® in
pediatric and young adult patients with r/r ALL after at least two prior lines of therapy. In April 2022,
the NMPA approved our IND application with respect to this clinical trial, and we expect to
commence this clinical trial in 2022.

Annual Report 2021 JW (Cayman) Therapeutics Co. Ltd

17



18

Management Discussion and Analysis

Second-line LBCL

We have completed a single-arm Phase | trial in China to evaluate Carteyva® in LBCL high risk
patients due to lack of response and thus refractory to primary treatment. Data from this study is
planned to be presented at a scientific conference and published in a peer review journal later in
2022. In December 2021, on the basis of data generated from this trial, we submitted to the NMPA,
and the NMPA approved, an IND application for a multi-center, randomized Phase Il registrational
clinical trial comparing Carteyva® to second-line LBCL standard of care therapy, including salvage
chemotherapy +/- high dose chemotherapy followed by autologous stem cell transplant. The design
will be similar to the TRANSFORM study evaluating Breyanzi, a CAR-T using the same CAR construct

as Carteyva®, in this indication, which demonstrated highly statistically significant improvement in
Event Free Survival for Breyanzi.

Cautionary Statement required by Rule 18A.05 of the Listing Rules: We cannot guarantee that we
will be able to successfully develop or ultimately market Carteyva® in indications beyond the current
NMPA-approved label. Shareholders and potential investors of the Company are advised to exercise
due care when dealing in the shares of the Company.

Other Pipeline Products
JWCAR1293

JWCAR129 is an autologous CAR-T therapy that we are developing for the treatment of MM. MM is a
cancer of plasma cells, which are an important part of the immune system formed from matured
B-cells to produce antibodies that help the body to attack and kill germs. MM is a condition in which
plasma cells become cancerous and grow out of control.

JWCAR129 targets the BCMA, a protein which is highly expressed in a number of hematological
malignancies, including MM. In December 2021, the NMPA approved our IND application relating to
JWCAR129 as a treatment for fourth-line or greater, r/r MM. We are continuing our previously
commenced investigator-initiated trial of JWCAR129 for this disease setting. Clinical evaluation on
JWCAR 129 is ongoing in 2022.

3 JWCAR129 is based on a CAR construct that we have in-licensed from Juno (the H125 vector). Juno’s orva-cel is based
on the same CAR construct. In February 2021, BMS announced that it would discontinue clinical development of orva-cel.
We understand that this decision was driven by BMS’ streamlining of its anti-BCMA product portfolio. On the other hand,
we also understand that this decision was not related to the clinical profile of orva-cel, and BMS has stated that the orva-
cel platform is an important part of their next generation strategy. We believe that orva-cel’s clinical profile is competitive
and intend to continue our development in MM with products using the orva-cel CAR construct in China to bring forward
meaningful new options for patients in need.
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Nex-G anti-CD19 Product Candidate

We are developing a set of new technologies and platforms to enable the next generation CAR-T
product and manufacturing processes with shorter production cycle time, higher quality, better
product characterization and improved product efficacy and safety, at a lower cost. We believe that
this will establish a foundation for our next-generation autologous anti-CD19 product, as well as other
products in our pipeline. We have established a manufacturing cost reduction development strategy
that consists of the following elements: (1) near-term (1-2 years) — realize significant cost reduction
by implementing technologies and procedures that reduce raw material wastes and scraps; (2)
mid-term (2-3 years) — realize further cost reduction by replacing imported materials with domestic
supplies; and (3) long-term (3-5 years) — implement new technologies that would simplify and/or
replace/combine unit operat