














 
Gongwin Biopharm Holdings Co., Ltd. 

2022  
2022 Annual Business Report 

2022  

I. 2022 Annual Business Results

2022 -KY 6617

PTS

 

Looking back in 2022, Gongwin-KY (6617) adhered to the concept of sustainably operating a 

new drug development company by continuously investing in research and development resources 

to develop a series of Para-Toluenesulonamide new drugs to achieve its goal of a sustainable 

operation. In addition to various ongoing research and development programs and the filing of 

patent applications for research and development results, the path to cross-industry cooperation 

has also kicked off. The cooperative development projects with Holy Stone Healthcare Co., Ltd. and 

TaiRx, Inc. are in progress, and better operational momentum is expected to be brought to the 

Company in the future. 

(PTS302 )

2022 11 ( H20220031)

( :2022S01129) (PTS100 )

PTS100 40

PTS100

PTS-02 FDA

PTS-02

IND 2023  
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In terms of the development of various product line projects, regarding the pharmacy review 

of the new lung cancer drug Para-Toluenesulonamide injection (PTS302 products), the first drug 

registration certificate was approved and issued by the Center for Drug Evaluation (CDE) of the 

National Medical Products Administration of China in November 2022. In terms of the liver 

cancer(PTS 100 products) clinical study in Taiwan, the patience acceptance for phase II liver cancer 

clinical trial is currently being conducted by National Taiwan University Hospital, Taipei Veterans 

General Hospital, and Taipei Medical University Hospital. The Company has also cooperated with 

several hospitals, and, with the approval of the Ministry of Health and Welfare, the Company also 

conducted the application and clinical treatment with PTS 100 products for compassionate 

treatment 40 cases, providing patients with cancer but not primary liver cancer, the opportunity to 

be treated with PTS100. The US FDA agrees in principle that the Company may have the opportunity 

to directly submit an application to bring the PTS-02 products to the market after the completion of 

Phase II clinical trial. In accordance with the US laws and regulations, the pharmaceutical data 

appears to be even more significant. The application to US IND for PTS-02 clinical trial on the 

treatment of rare diseases is already in preparation, and there may be an opportunity to submit the 

application in the second half of 2023. 

GWA101 2022 6

2024

2022 11

2022 9 FDA MUMS

-KY

 

In terms of the development of the new animal drug GWA101 in Taiwan, the Council of 

Agriculture has approved the implementation of preliminary field experiments on canine melanoma 

in June 2022. It is expected after completing this field experiments, the Company may apply for a 

new animal drug certificate and start the sales. The work related to international licensing of animal 

drugs have also started, and the Company signed a distribution and licensing agreement with an 

Australian local agent in November 2022. The Company has also obtained the MUMS qualification 

from US FDA, and is now eligible to apply for preferential conditions, such as clinical trial fee 

reductions, accelerated approval, and selling drugs while performing clinical trials simultaneously in 

the United States. These achievements will fuel Gongwin-KY’s Future operational momentum. 
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-KY / 

/ -KY

2023  

All these operating activities above have confirmed that Gongwin-KY has gradually taken roots 

in Taiwan, and has shown strong intention and determination to implement the operational strategy 

of "Starting from Taiwan/Expanding Layout in Asia/Prospering Globally". Gongwin-KY’s management 

team will continue to move forward towards such a layout step by step in 2023.

II. Analysis of Financial Receipts, Expenditures, and Profitability
%

Unit: in NT$ 1,000 %

Year

   Analysis

2021
Year 2021

2022
Year 2022

( ) (%)
Increase 

(Decrease) Ratio 
(%)

P r o f i t  a n d 
Loss Analysis

O p e r a t i n g I n c o m e 1,143 1,143 - 

O p e r a t i n g M a r g i n 1,078 1,066 -1.11 

   O p e r a t i n g  N e t  P r o f i t -120,826 -260,681 -115.75 

Profitability

( % )
R e t u r n  o n  A s s e t s ( % ) -10.84 -20.68 -90.77 

( % )
R e t u r n  o n  E q u i t y  ( % ) -12.34 -24.75 -100.57 

(%)

Ratio to Paid-
I n  C a p i t a l

   
Operating Profit -10.99 -23.05 -109.74 

   
Pre-Tax Net

Profit
-10.44 -25.83 -147.41 

( % )
N e t  P r o f i t  R a t e  ( % ) -11,366.58 -25,558.44 -124.86 

( )
Earnings per Share (Dollars) -1.11 -2.29 -106.31 

2023

III. Future Company Development Strategy and Overview of 2023 Annual Business Plan

-KY -KY

PTS -KY

2023
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Even though there is a comprehensive list of new anti-cancer drug companies all around the 

globe, there are only a small number of companies emphasizing on the medical technology of 

"minimally invasive targeted tumor ablation"; however, Gongwin-KY is the only company which 

emphasizes on the medical technology of "minimally invasive targeted tumor chemical ablation". 

And in terms of this medical technology, only Gongwin-KY's "PTS targeted chemical ablation 

medicine" products are taking the lead, and this is the niche of Gongwin-KY. The following are the 

reports to the shareholders on the operations of many products under development in 2023:

PTS302

Launch sales of PTS302 products for the treatment of lung cancer in China market

2022 11

6 31 252

In November 2022, the Company obtained the approval document to bring the drug " PARA-

TOLUENESULFONAMIDE Injection " to the market, and then divided the whole of China

market into 6 regions and 31 provinces. With the assistance of regional agents, in the first year,

the sales will start from the targeted 252 major hospitals, and gradually expand to all tertiary A

hospitals in China.

PTS302

Launch sales of PTS302 products for the treatment of lung cancer in Southeast Asian

market

PTS302 HAS Regulatory Guidance

14.2

PTS302

The Company has already obtained the China drug certificate for PTS302 products. According

to the regulations in Chapter 14.2 of the Regulatory Guidance of the Singapore Competent

Authority HAS, PTS302 may meet the qualifications for simplified review. If it goes well, the

Company will be able to obtain preferential conditions, such as review fee reduction, shorter

review time and less technical information requirement. The Company will cooperate with local

agents for application submission, hoping to quickly bring PTS302 products to Singapore and

other Southeast Asian countries for sale.
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PTS-02 FDA IND
Aim to submit IND application to US FDA on PTS-02 clinical trial for treatment of rare

diseases

2022 FDA

2023 FDA

-KY -KY

The management team has discussed drug manufacturing quality requirements with US FDA in

2022, then will submit the application for Phase II clinical trials in the second half of 2023. Once

the approval to the conduct clinical trials is successfully granted by US FDA, Gongwin-KY will

be able to achieve a significant milestone in internationalization, laying a good negotiation

foundation to acquire better licensing terms and profits in international licensing negotiations.

PTS500

Launch clinical trial study on PTS302 for treatment of malignant pleural effusion in

USA, China and Taiwan

PTS

2023

Following the research results of Phase II clinical trial of advanced lung cancer, the Company

actively promotes the application of compassionate treatment in Taiwan to help advanced cancer

patients strive to improve their quality of life and relieve respiratory distress. The results of

Taiwan’s compassionate treatment have reproduced the results of previous clinical trials. In

addition to reducing the accumulated amount of pleural effusion in patients, in the

cytopathological examination of pleural effusion, there was a significant discovery that cancer

cells disappeared. This makes a significant distinction between the PTS compassionate treatment

and existing pleurodesis treatment using sclerosing agents. PTS will launch a series of

applications work for the treatment of malignant pleural effusion in the second half of 2023.
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GWA103

International layout of animal drug GWA103

2022 6

2023 2024

2022 9 FDA MUMS

APVMA

2022 11 2023

The Company obtained the approval from the Taiwan Council of Agriculture to conduct field

experiments in June 2022, and is making preparatory work for case acceptance. The case

acceptance officially starts in 2023 and is expected to complete in 2024. And the application for

animal drug certificate for the treatment of canine melanoma will also be submitted.

Meanwhile, in September 2022, the Company also received notification from the U.S. FDA for

obtaining the MUMS qualification, and has the opportunity to obtain preferential conditions,

such as reduced review fees, shorter review time, and selling drugs while conducting clinical

trials. The management team is also actively preparing for application submission.

In addition, there are also relevant regulations of rapid review mechanism according to APVMA

of Australia. The Company is expected to submit the application with the assistance of local

agents after signing a distribution and licensing agreement with the Australian agent in

November 2022. The preparation work for application submission is expected to start in 2023.

IV. Influenced by External Competitive Environment, Regulatory Environment and

Overall  Business Environment

2022 11
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In the face of factors such as the Coronavirus pandemic, inflationary pressures, and 

international geopolitical disturbances, there is still uncertainty about whether the overall 

economy will start to recover. As countries gradually loosen pandemic prevention regulations, 

the overall economic environment is expected to gradually return to normal; In recent years, 

due to the increasingly stringent global drug-related laws and regulations, China has also 

become increasingly strict in the review and registration of new drugs. This has brought the 

Company great challenges. However, the Company has passed multiple reviews in succession, 

and finally obtained the Chinese drug certificate in November 2022.  

 

As the number of cancer patients increases day by day worldwide, the competition for 

cancer treatment drugs is also fierce, yet the traditional surgical treatment, physical ablation, 

radiotherapy and chemotherapy drugs cannot fully meet the medical needs. Therefore, the 

precision treatment of cancer tumors has also become the development focus in the cancer 

treatment market, and this has also brought new opportunities for the Company. After the 

products are successfully launched in the market, we hope the products will bring the greatest 

benefit for the Company.

2023 PTS302 -KY

MUMS

/ / 

/ 

Looking forward to 2023, following the fact that the Company has obtained the first drug 

certificate for the new drug PTS302 for the treatment of lung cancer in China, Gongwin-KY 

will produce and sell the new drug for the treatment of lung cancer in China. Gongwin-KY also 

plans to press ahead into the Southeast Asian market through Singapore. As for the drug for 

animal cancer, the Company has also obtained the formal approval for field experiments and 

- 23 -



started to accept the cases. Meanwhile, the Company has also obtained the qualification of 

MUMS in the United States, and signed a distribution and licensing agreement with the 

Australian agent to carry out the layout of international market. The management team will go 

all out to continue to lay a solid foundation for the operation strategy of " Starting from 

Taiwan/Expanding Layout in Asia/Prospering Globally ", and use the core technology of 

"Minimally Invasive Tumor Targeting / Chemical Ablation" to create an international 

biotechnology and pharmaceutical company, and share the sweet fruits produced by its overall 

operation with all shareholders. 

 Lester John Wu       
Chairman : Lester John Wu GM : Morrice Lin CFO William Hu
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Gongwin Biopharm Holdings Co., Ltd. 

-2022  
Implementation Status of Sound Operation Plan – Year 2022 

 
Unit: Thousand NT$ 

 Year 2022  
 

Period 
 

Budget 
 

Actual 
 

Difference 
  

Operating Income 2,179,420 1,143 (2,178,277) 

 
International Licensing 56,086 0 (56,086) 

 
Sales of Pharmaceutical 
Preparation 

2,123,334 1,143 (2,122,191) 

  
Operating Costs (169,867) (77) 169,790 

  
Operating Gross Profit 2,009,553 1,066 (2,008,487) 

 
Gross Margin 92% 93% 1% 

 
Operating Expenses 

 
Marketing Expenses 957,623 0 (957,623) 

 
Management Expenses 56,671 67,427 10,756 

 
R & D Expenses 119,381 194,320 74,939 

 
Total Operating 
Expenses 

1,133,676 261,747 (871,929) 

 Operating 
Prift/Loss 875,877 (260,681) (1,136,558) 

 
Non-Operating Income 
and Expenditures 

6,000 (31,452) (37,452) 

 
Current Pre-Tax 
Profit/Loss 

881,877 (292,133) (1,174,010) 

Annex 3 
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Explanations of differences  

: 2,178,277  
     
I. Operating income: The actual number was NT$ 2,178,277 thousand less than the budget.

It is mainly the product has not yet begun sell.

: 10,756  
1.  

II. Management expenses: The actual number was NT$ 10,756 thousand more than the budget.
Wherein 1. This is mainly Increase capital for employees to subscribe, the costs recognized by the

company. 

: 74,939  
1. . RMB2,400  

III. R&D Expenses: The actual number was NT$ 74,939 thousand more than the budget.
Wherein 1. R&D expenses more than the budget, and this is mainly due to the payment of

RMB24 million to Sun Pharmaceutical. 

: 37,452  
    1.  
IV. Non-Operating Income and Expenditures: The actual number was NT$ 37,452 thousand less than

the budget.
Wherein 1. It is mainly due to USD appreciation leads to loss of Taiwan dollar deposit evaluation,

resulting in a less income than the budget 

1,174,010
 

V. Current Pre-Tax Profit/Loss: The actual more was NT$1,174,010 thousand more than the budget
as a result of operating income has not yet occurred.
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1. 111 12
12

1110361758
12 21

1110152489
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Gongwin Biopharm Holdings Company Limited

2022 Annual Deficit Compensation Table

Unit: Thousand NT$
 

Items 
  Amount     

Remarks Subtotal Total 
 

Opening Balance (1,094,463) 

 
Net Loss after tax this 
year 

(254,189) 

 
Distributable surplus (1,348,652) 

 
Deficit to be 
compensated at end of 
period 

(1,348,652) 

Annex 9
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GONGWIN BIOPHARM HOLDINGS CO., LTD.

Comparison Table for ARTICLES OF ASSOCIATION

No. Proposed Amendments Current Provisions Explanations

39 (2) When a general meeting is
held, a Member may
participate in the general
meeting through the medium
of video conference call or
any other form of
communications designated
and announced by the
competent authority set forth
in the Company Act of the
R.O.C.; provided that in 
case of calamities, 
unforeseen incidents, or 
force majeure, the 
competent authority set 
forth in the Company Act
of the R.O.C. may 
announce and designate 
that during a prescribed 
period the Company shall 
hold a general meeting by 
means of video conference 
call or any other form of 
communications without 
regard to lack of express 
provisions in these Articles.
A Member participating in 
this way is deemed to be 
present in person at the 
general meeting.

(2) When a general meeting is
held, a Member may
participate in the general
meeting through the medium
of video conference call or
any other form of
communications designated
and announced by the
competent authority in the
R.O.C. A Member
participating in this way is
deemed to be present in
person at the general
meeting.

(2)

2022 3
15
11101004091

39 (2)

Annex 10
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No. Proposed Amendments Current Provisions Explanations

(2)

48 (3) Without prejudice to the Law,
in the event the Company
and a Member making a 
request pursuant to 
Paragraphs (2) of this Article 
fail to reach an agreement on 
the purchase price within 
sixty (60) days following the 
date of the resolution, the 
Company shall, within thirty 
(30) days after such sixty
(60) days period, file a
petition against all Members 
who fail to reach such an 
agreement (collectively, the 
"Dissenting Members") 
with the R.O.C. Courts for a 
ruling on the appraisal price, 
and may designate Taiwan 
Taipei District Court of the 
R.O.C. as the court of first 
instance.

(3) Without prejudice to the Law,
a Member who votes against
or waives his voting right at
the meeting may request the 
Company to repurchase all 
of his Shares pursuant to 
Paragraphs (2) of this Article.
In the event the Company 
and such Member fail to 
reach an agreement on the 
purchase price within sixty
(60) days following the date
of the resolution, the
Company shall, within thirty
(30) days after such sixty
(60) days period, file a
petition against all Members 
who fail to reach such an 
agreement (collectively, the 
"Dissenting Members")
with the R.O.C. Courts for a 
ruling on the appraisal price,
and may designate Taiwan 
Taipei District Court of the 
R.O.C. as the court of first 
instance. Any and all votes 
waived by a Member 

2023 1
17

11200504511

48 (3)
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No. Proposed Amendments Current Provisions Explanations

(3)
(2)

referred to in this
Paragraph shall not be
counted toward the 
number of votes 
represented by the 
Members present at a 
general meeting.

(3)

(2)

 

77 During the Relevant Period, the 
number of Independent Directors 
of the Company shall not be less 
than three (3) or one-fifth of the 
total number of Directors at any 
time, whichever is greater. Two
(2) of the Independent Directors
shall have resident status of the 
R.O.C. (such resident status 
being registered with local 
government authorities). Subject 
to the foregoing, the number of 
Independent Directors to be 
elected and hold the office shall 
be stated in the notice of the 

(1) During the Relevant Period,
the number of Independent
Directors of the Company
shall not be less than three (3)
or one-fifth of the total
number of Directors at any
time, whichever is greater.
Two (2) of the Independent
Directors shall have resident
status of the R.O.C. (such
resident status being
registered with local
government authorities)
PROVIDED HOWEVER
that when the Company is a 

4
2

4 2
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No. Proposed Amendments Current Provisions Explanations

general meeting in which an 
election of Independent Directors 
will be held. When an 
Independent Director ceases to 
act, resulting in a number of 
Independent Directors then in 
office lower than the prescribed 
minimum number, an election for 
an Independent Director shall be 
held at the next general meeting. 
When all Independent Directors 
cease to act, the Company shall 
convene an extraordinary general 
meeting to hold an election of 
Independent Directors within 
sixty (60) days from the date on 
which the situation arose.

TWSE/TPEx listed 
company (other than a
company listed on the 
Emerging Market), the
number of Independent 
Directors of the Company 
shall not be less than four 
(4) when the Chairman is
also the general manager or 
holds an office equivalent 
to the general manager or 
when a spousal relationship 
or a familial relationship 
within the first degree of 
kinship as defined under 
the Civil Code of Taiwan 
exists between the 
Chairman and the general 
manager of the Company 
or between the Chairman 
and an officer equivalent to 
the general manager of the 
Company.

(2) Subject to the foregoing, the
number of Independent
Directors to be elected and
hold the office shall be stated
in the notice of the general
meeting in which an election
of Independent Directors will
be held. When an
Independent Director ceases
to act, resulting in a number
of Independent Directors
then in office lower than the
prescribed minimum
number, an election for an
Independent Director shall be

77
77

(1) (2)
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No. Proposed Amendments Current Provisions Explanations

held at the next general 
meeting. When all 
Independent Directors cease 
to act, the Company shall 
convene an extraordinary 
general meeting to hold an 
election of Independent 
Directors within sixty (60) 
days from the date on which 
the situation arose.

(1)

/

(2)

91 A Director who is in any way, 
whether directly or indirectly, 
interested in a matter discussed, 
considered or proposed in a 
meeting of the Board shall 
declare the nature of his interest 

A Director who is in any way, 
whether directly or indirectly, 
interested in a matter discussed, 
considered or proposed in a 
meeting of the Board shall 
declare the nature of his interest 
and its essential contents at such 

91
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No. Proposed Amendments Current Provisions Explanations

and its essential contents at such 
relevant meeting. When the 
Company conducts any Spin-Off, 
Consolidation, Merger, or 
acquisition, a Director who bears 
any interest in the transaction 
shall explain the essential 
contents of such personal interest 
and the reason of approval or 
disapproval of the resolution in 
connection with the transaction 
in a meeting of the Board and the 
general meeting of the Company. 
Any Director who bears a 
personal interest that may 
conflict with and impair the 
interest of the Company in 
respect of any matter proposed 
for consideration and approval at 
a meeting of Board shall abstain 
from voting, on his own behalf or 
as a proxy or corporate 
representative, with respect to the 
said matter. Where the spouse of 
a Director, or a blood relative 
within the second degree of 
kinship of a Director, or any 
companies, which have a 
controlling or subordinate 
relation with a Director, who has 
a personal interests in the matters 
under discussion at a meeting of 
the board of Directors, such 
Director shall be deemed to have 
a personal interest in the matter. 
Any and all votes cast by such 
Director(s) shall not be counted 
in determining the number of 
votes for or against such matter.

relevant meeting. When the 
Company conducts any Spin-Off, 
Consolidation, Merger, or 
acquisition, a Director who bears 
any interest in the transaction 
shall explain the essential 
contents of such personal interest 
and the reason of approval or 
disapproval of the resolution in 
connection with the transaction 
in a meeting of the Board and the 
general meeting of the Company. 
The Company shall specify in 
the notice of general meeting 
with descriptions of the 
essential contents of a 
Director’s personal interest 
and the reason of approval or 
disapproval of the resolution in 
connection with the 
transaction. The essential 
contents may be posted on the 
website designated by the 
R.O.C. competent authorities 
or the Company, and such 
website shall be indicated in the 
above notice. Any Director who 
bears a personal interest that may 
conflict with and impair the 
interest of the Company in 
respect of any matter proposed 
for consideration and approval at 
a meeting of Board shall abstain 
from voting, on his own behalf or 
as a proxy or corporate 
representative, with respect to the 
said matter. Where the spouse of 
a Director, or a blood relative 
within the second degree of 
kinship of a Director, or any 
companies, which have a 
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No. Proposed Amendments Current Provisions Explanations

/

controlling or subordinate 
relation with a Director, who has 
a personal interest in the matters
under discussion at a meeting of 
the board of Directors, such 
Director shall be deemed to have 
a personal interest in the matter. 
Any and all votes cast by such 
Director(s) shall not be counted 
in determining the number of 
votes for or against such matter.

/

*
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Gongwin Biopharm Holdings Co., Ltd. 

Roster of Director Candidates 

Serial 
No. Category of 

Nomination
Name of 
Nominee

Number of 
Shares Held

Academic 
Experiences Experiences

Name of 
Government or 
Juridical Person 
Representing for

/
Whether the 

candidate has 
served as 

Independent 
Director for three 

consecutive 
terms/Reasons

1 Director You-Hua 
Yang 

1,774,000

School of 
Medicine, 
College of 
Medicine, 
Taipei Medical 
University

 
Director, S. Y. Dao Cancer 
Prevention Foundation

 
Member, Taiwan Academy of Cell 
Immunotherapy

 
Dean, iMediCare

 
Dean, AnHo Clinic

Attending Physician, Taipei City 
Hospital, Zhongxing Branch

Director, Radiation Oncology 
Department, Taipei Municipal 
Wanfang Hospital

Taishin 
International 
Commercial 
Bank is entrusted 
with the custody 
of the special 
investment 
account of 
Business Lucky 
Investments Ltd

Not applicable

Annex 13 
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Job title Name
Position held concurrently at other 

company

Director Morrice Mao-Yuan Lin Director of Holy Stone Healthcare Co., Ltd.

Taishin International Commercial 
Bank is entrusted with the custody 
of the special investment account 

of Business Lucky Investments Ltd
Representative: You-Hua Yang

 
Gongwin Biopharm Holdings Co., Ltd.  

 
List of Directors concurrently holding other positions or engaging in 

business in competition with the Company 

 
 

Annex 14 
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