












 
Gongwin Biopharm Holdings Co., Ltd. 

2021  
2021 Annual Business Report 

2021  

I. 2021 Annual Business Results

2021 -KY 6617

PTS

 

Looking back in 2021, 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 research and development programs in progress and the filing of 

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

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

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

Company in the future. 

2022

2 CDE

PTS302

PTS100

1 7

PTS100 FDA

PTS-02 IND

 

In terms of the development of various product line projects, the pharmacy review of the new 
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lung cancer drug para-Toluenesulonamide injection was completed in February 2022 by the Center 

for Drug Evaluation (CDE) of the National Medical Products Administration of China. If the review on 

drug production on-site inspection is approved successfully, there will be an opportunity to obtain 

the first drug certificate and start selling PTS302 products. In terms of the liver cancer clinical 

research 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. For Phase II liver cancer clinical trial on PTS100 conducted in Taiwan, 

only primary liver cancer patients can be accepted, and liver cancer patients with cancer 

metastasized to liver from other sites are not qualified to participate in the liver cancer clinical trial. 

The Company has cooperated with many hospitals, and, with the approval of the Ministry of Health 

and Welfare, the Company also conducted 7 clinical studies of compassionate treatment in the past 

year, 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 will have the opportunity to directly 

submit an application to bring the product 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 important. The application to US IND for PTS-02 clinical trial on the treatment of rare diseases 

is still in preparation. 

GWA101 2020

2021 11 15

PTS -KY

 

Regarding the development of the new animal drug GWA101 in Taiwan, the study of 

preliminary field experiments, approved by the Council of Agriculture, began in 2020, the 

preliminary field experiments on melanoma, lipoma, liver cancer, lung cancer and other diseases 

already have staged results. On November 15, 2021, a formal field experiment for melanoma was 

submitted. After completing this field experiment, the Company can apply for a new animal drug 

certificate and start the sales. The negotiations related to international licensing of animal drugs 

have also started. The Company has discovered the advantages of PTS products used on various dogs 

suffering from malignant tumors and benign tumors. These research and development results will 
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fuel Gongwin-KY’s Future operational momentum. 

-KY / 

/ -KY

2022  

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". The management team of 

Gongwin-KY will continue to move forward towards such a layout step by step in 2022. 

 
II. Analysis of Financial Receipts, Expenditures, and Profitability

% 
Unit: NT$ in 1,000’s: % 

 
Year 

    
Items Analyzed 

2020  
Year 2020 

2021  
Year 2021 

( ) (%) 
Increase (Decrease) 

Ratio (%) 

 
Profit  and 

Loss Analysis 

 
Operating Income 833 1143 -37.21

 
Operating Margin 786 1078 -37.15

 
Net Operating Profit -117,366 -120,826 -2.95

 
Profitability 

( % ) 
Return on Assets (%) -9.99 -10.84 -8.53

( % ) 
Return on Equity (%) -10.94 -12.34 -12.80

 

( % ) 
Ratio to 
Paid-In 
Capital 

    
Operational Profit -10.74 -10.99 -2.33

    
Pre-Tax Net Profit 

-9.09 -10.44 -14.85

( % ) 
Net Profit Rate (%) -11922.81 -11366.58 4.67 

( ) 
Earnings per Share (NT$) 

-0.89 -1.11 -24.72
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2022  
III. The Company’s Future Development Straty and Overview of 2022 Annual Business Plan

-KY -KY

PTS -KY

2022  

Even though there is a comprehensive list of new anti-cancer drug companies all over the world, 

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 that 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 reports to the shareholders 

on the operations of many products under development in 2022: 

2022 2

2022

Obtain China Drug Certificate for treatment of lung cancer with PARA-

TOLUENESULFONAMIDE

The Center for Drug Evaluation, NMPA of China is currently reviewing " PARA-

TOLUENESULFONAMIDE Injection", and the review of the pharmacy portion was

completed in February 2022 and now entering the stage of drug production on-site

inspection. It is anticipated that there will be an opportunity for reviews related to China

Drug Certificate to be approved in 2022, and the approval document to bring " PARA-

TOLUENESULFONAMIDE Injection " to the market is expected to be issued.

PTS100

2022

PTS

Continue to accept patients for clinical trial for treatment of liver cancer with PTS100 in
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Taiwan 

Currently, National Taiwan University Hospital, Taipei Veterans General Hospital and Taipei 

Medical University Hospital are accepting patients for phase II liver cancer clinical trial 

implemented in Taiwan. It is expected that half of the cases will be accepted in 2022 to 

complete the stage one efficacy conclusion. The compassionate treatment will continue 

to treat more cancer patients and increase the visibility of PTS products. 

PTS-02 FDA IND

PTS-02 FDA 2022 FDA

FDA

-KY -KY

Aim to successfully obtain US FDA’s IND approval on FDA PTS-02 clinical trial application

for treatment of rare diseases

PTS-02 was already granted orphan drug identification by US FDA, and the management

team is expected to have discussions related to drug manufacturing quality requirements

with US FDA in 2022, then submit the application for Phase II clinical trials. Once the

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

able to achieve an important milestone in internationalization, laying a good negotiation

foundation to acquire better licensing terms and profits in international licensing

negotiations.

:PARA-

TOLUENESULFONAMIDE

2020

20 2021

11 15 2022

Bureau of Animal and Plant Health Inspection and Quarantine, COA, Executive Yuan has

approved the formal field experiment of the animal drug "p-toluenesulfonamide: PARA-
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TOLUENESULFONAMIDE" 

The study of preliminary field experiments conducted in 2020 included more than 20 

dogs with melanoma, lipoma, liver cancer, lung cancer, and other diseases. These tumor 

diseases are common and difficult problems for fur babies. The application for a formal 

field experiment on melanoma was submitted on Nov. 15, 2021, and relevant technical 

reviews also started. The case acceptance for the formal field experiment is expected to 

be complete in 2022, marking an important milestone to strive for the world's huge 

business opportunities in animal cancer drug treatment. 

IV. Influenced by External Competitive Environment, Regulatory Environment and
Overall  Business Environment

PTS302 2017 7 3

 

The Company's PTS302 product was officially accepted by the Food and Drug 

Administration of China for new drug inspection and registration on July 3, 2017. However, 

in recent years, the drug-related regulations have become increasingly strict globally, 

making the inspection and registration of new drugs in China increasingly strict. This has 

made the Company face great challenges, but the drug has also passed many reviews, one 

after another, moved the Company towards the road of drug certification step by step. 

 

The number of cancer patients increases day by day worldwide, yet traditional 

surgical treatment, 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 product is successfully launched, we hope the 

product will bring the greatest benefit for the Company. 
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2022 PTS302

-KY

/ / 

/ 

 

Looking forward to 2022, with the possibility that the Center for Drug Evaluation Center (CDE) 

may approve the China Drug Certificate review of PTS302, a new drug for lung cancer treatment, 

Gongwin-KY will have an opportunity to start manufacturing and selling new drugs for treatment of 

lung cancer in China. For animal cancer drugs, there is also the opportunity for the Company to 

obtain the approval for formal field experiments. The management team will also go all out to 

continue to lay the foundation for its operational strategy of "Starting from Taiwan/Expanding Layout 

in Asia/Prospering Globally", use its core technology of "minimally invasive targeted tumor / 

chemical ablation" to create a world-class biotechnology pharmaceutical company for its 

shareholders, 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. 

-2021  
Implementation Status of Sound Operation Plan – Year 2021 

 
Unit: Thousand NT$ 

 Year 2021  
 

Period 
 

Budget 
 

Actual 
 

Difference 
  

Operating Income 1,471,642 1,143 (1,470,499) 

 
International Licensing 56,086 0 (56,086) 

 
Sales of Pharmaceutical 
Preparation 

1,415,556 1,143 (1,414,413) 

  
Operating Costs (113,244) (65) 113,179 

  
Operating Gross Profit 1,358,398 1,078 (1,357,320) 

 
Gross Margin 92% 94% 2% 

 
Operating Expenses 

 
Marketing Expenses 648,325 0 (648,325) 

 
Management Expenses 61,281 38,850 (22,431) 

 
R & D Expenses 141,854 83,054 (58,800) 

 
Total Operating 
Expenses 

851,460 121,904 (729,556) 

 Operating 
Prift/Loss 506,938 (120,826) (627,764) 

 
Non-Operating Income 
and Expenditures 

4,800 6,106 1,306 

 
Current Pre-Tax 
Profit/Loss 

511,738 (114,720) (626,458) 

Annex 3 
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Explanations of differences  

: 1,470,499  
     
I. Operating income: The actual number was NT$ 1,470,499 thousand less than the budget.

It is mainly the product has not yet begun sell.

: 22,431  
1.  

II. Management expenses: The actual number was NT$ 22,431 thousand less than the budget.
Wherein 1. It is mainly because actual cost of the Employee Stock Option was less than the
budgeted.

: 58,800  
1. 58,800

 
III. R&D Expenses: The actual number was NT$ 58,800 thousand less than the budget.

Wherein 1. R&D expenses less than the budget, and this is mainly due to the delayed product
R&D expenses.

: 1,306  
    1.  
IV. Non-Operating Income and Expenditures: The actual number was NT$ 1,306 thousand increase

than the budget.
Wherein 1. It is mainly due to increase in the rental income, resulting an increase income than
the budget.

626,458
 

V. Current Pre-tax Profit / loss: The actual loss is more than NT$ 626,458 thousand compare with
the budget . The main reasons is due to the impact mentioned above.
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For Gongwin Biopharm Holdings Company Limited to Review: 

 Audit Opinions

Gongwin Biopharm Holdings Company Limited

 Basis of Audit Opinions 

Key Audit Matters 

Annex 4 
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Gongwin Biopharm Holdings Company Limited

2021 Annual Deficit Compensation Table

Unit: Thousand NT$
  

Items 
  Amount     

Remarks Subtotal Total 
 

Opening Balance (972,882) 

 
Net Loss after tax this 
year 

(121,581) 

 
Distributable surplus (1,094,463) 

 
Deficit to be 
compensated at end of 
period 

(1,094,463) 

Annex 5
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Comparison Table for ARTICLES OF ASSOCIATION

No. Proposed Amendments Current Provisions Explanations

31

During the Relevant Period, all 
general meetings to be held in 
physical locations shall be held in 
the R.O.C. At any time other than 
during the Relevant Period, the 
Board may convene any general 
meeting at such place as it deems fit.

During the Relevant Period, all 
general meetings shall be held 
in the R.O.C. At any time other 
than during the Relevant 
Period, the Board may convene 
any general meeting at such 
place as it deems fit.

2022
3 15
11101004091

2022

31

37

During the Relevant Period, the 
Company shall prepare a manual for 
each general meeting, and such 
manual and relevant materials shall 
be published on the website 
designated by the Commission and 
the Emerging Market, the TPEx or 
the TWSE (where applicable) 
twenty-one (21) days prior to the 
scheduled date of the relevant 
annual general meeting and fifteen 
(15) days prior to the scheduled date
of the relevant extraordinary general
meeting pursuant to the Applicable
Listing Rules. However, in the event
the Company’s total paid-in capital
as of the close of the most recent 
financial year reaches NT$10 billion 
or more, or when the aggregate 
number of Shares held by the 
foreign investors and Mainland 
Chinese investors reached thirty 
percent (30%) or more as recorded 
in the Register at the time of holding 
of the general meeting in the most 
recent financial year, the Company 
shall upload the electronic files of 
the abovementioned manual and 
relevant materials thirty (30) days 
prior to the scheduled date of the 
relevant annual general meeting.

During the Relevant Period, the 
Company shall prepare a 
manual for each general 
meeting, and such manual and 
relevant materials shall be 
published on the website 
designated by the Commission 
and the Emerging Market, the 
TPEx or the TWSE (where 
applicable) twenty-one (21) 
days prior to the scheduled date 
of the relevant annual general 
meeting and fifteen (15) days 
prior to the scheduled date of 
the relevant extraordinary 
general meeting pursuant to the 
Applicable Listing Rules. 

2022

37

Annex 7
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No. Proposed Amendments Current Provisions Explanations

100

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 in the R.O.C. A 
Member participating in this 
way is deemed to be present in 
person at the general meeting.

(3) With respect to participation of a
general meeting through the 
medium of video conference 
call referred to in the preceding 
Paragraph, the Company shall 
comply with the conditions, 
operating procedures and other 
matters prescribed by the 
Applicable Listing Rules.

(2)

(3)

(2) (3)
2022

39
(2) (3)

39

39 (1)

58

In case a Member who has cast his 
votes by a written instrument or by 
way of electronic transmission 

In case a Member who has cast 
his votes by a written 
instrument or by way of 
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No. Proposed Amendments Current Provisions Explanations

intends to attend the relevant general 
meeting in person, he shall, at least 
two (2) day prior to the date of the 
general meeting, revoke such votes 
by serving a notice in the same 
manner as he cast such votes. In the 
absence of a timely revocation of 
such votes, such votes shall remain 
valid.

electronic transmission intends 
to attend the relevant general 
meeting in person, he shall, at 
least two (2) day prior to the 
date of the general meeting, 
revoke such votes by serving a 
notice in the same manner as he 
cast such votes. In the absence 
of a timely revocation of such 
votes, such votes shall remain 
valid. Nonetheless, such
Member who attends and votes 
at a general meeting in person 
would be deemed to have 
revoked his prior voting 
instructions by a written 
instrument or by way of 
electronic transmission, 
notwithstanding that such 
Member has not submitted a 
revocation notice in accordance 
with this Article 58.

61

In case a Member who has served a 
proxy intends to attend the relevant 
general meeting in person or to 
exercise his voting power by way of 
a written ballot or electronic 
transmission, he shall, at least two 
(2) days prior to the date of the
general meeting, revoke such proxy
by serving a separate written notice
to the Company or Shareholder
Service Agent. Otherwise, the votes
cast by the proxy at the general
meeting shall prevail.

In case a Member who has 
served a proxy intends to attend 
the relevant general meeting in 
person or to exercise his voting 
power by way of a written ballot 
or electronic transmission, he 
shall, at least two (2) days prior 
to the date of the general 
meeting, revoke such proxy by 
serving a separate written 
notice to the Company or 
Shareholder Service Agent.
Otherwise, the votes cast by the 

- 40 -



No. Proposed Amendments Current Provisions Explanations

proxy at the general meeting 
shall prevail. Nonetheless, such 
Member who attends and votes 
at a general meeting in person
would be deemed to have 
revoked his proxy appointment, 
notwithstanding that such 
Member has not submitted a
revocation notice in accordance 
with this Article 61.

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 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 

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. One (1) 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 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 

14 1
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No. Proposed Amendments Current Provisions Explanations

extraordinary general meeting to 
hold an election of Independent 
Directors within sixty (60) days 
from the date on which the situation 
arose.

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.

82.1

(5) (5) Other than where the board
of Directors is unwilling or 
unable to convene a general 
meeting that an 
Independent Director of the 
audit committee may 
convene a general meeting, 
an Independent Director of 
the audit committee may 
convene a general meeting 
for the interest of the 
Company if necessary.

(5)

2021
5 31
11000579651

82.1 (5)

82.2

(2) The members of the
remuneration committee of the
Company shall be appointed by the
Board and shall not be fewer than
three members, a majority of whom
shall be the Independent Directors.
(2)

(2) The members of the
remuneration committee of the
Company shall be appointed by
the Board and shall not be fewer
than three members, one of
whom shall be the convener.
(2)

2020
6 12
10900582661

82.2
(2)
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No. Proposed Amendments Current Provisions Explanations

88

A Director may, and the Secretary 
on the requisition of a Director shall, 
summon a Board meeting by, during 
the Relevant Period, at least seven 
(7) days’ notice in writing, or at any
time other than during the Relevant
Period, at least forty eight hours’
notice in writing, to every Director
which notice shall set forth the
general nature of the business to be
considered PROVIDED OWEVER,
without prejudice to the prescribed
notice, in the event of emergency, as
determined by the Board in its sole
discretion, a Board meeting may be
called at any time upon a written
notice given in accordance with the
Applicable Listing Rules.
Notwithstanding the forgoing, at 
any time other than during the 
Relevant Period, a notice of Board 
meeting may be waived by all the 
Directors at, before or 
retrospectively after the relevant 
Board meeting is held.  Any notice 
or waiver thereof may be given by 
email, telex or telefax.

A Director may, and the 
Secretary on the requisition of a 
Director shall, summon a Board 
meeting by, during the Relevant 
Period, at least seven (7) days’ 
notice in writing, or at any time 
other than during the Relevant 
Period, at least forty eight 
hours’ notice in writing, to 
every Director which notice 
shall set forth the general nature 
of the business to be considered 
PROVIDED HOWEVER, 
without prejudice to the 
prescribed notice, in the event 
of emergency, as determined by 
the Board in its sole discretion, 
a Board meeting may be called 
at any time if this has been 
agreed to by a majority of the 
Directors at such meeting.
Notwithstanding the forgoing, 
at any time other than during the 
Relevant Period, a notice of 
Board meeting may be waived 
by all the Directors at, before or 
retrospectively after the 
relevant Board meeting is held.
Any notice or waiver thereof 
may be given by email, telex or 
telefax.

204 3
88
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