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Gongwin Biopharm Holdmgs Co., Ltd.

2020 ¥ ¥4 4 2
2020 Annual Business Report
- 2020 E YR A%

[. 2020 Annual Business Results
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Looking back in 2020, Gongwin-KY (6617) upheld the concept of sustainably operating a new
drug development company by continuously investing research and development resources in
developing a series of PTS new drugs to achieve its goal of sustainable operation. In addition to
ongoing research and development programs, submitting patent applications for research and
development results, the "R&D Center" established in New Taipei Industrial Park in Wugu District,
New Taipei City has started to produce results. The R&D Center includes a chemical analysis
laboratory, SPF level animal facility, exclusive clean sterilization room, cell experiment laboratory,
biochemical laboratory and other different space planning. In addition to the establishment of
various cancer cell line-based platforms/ patient-derived xenografts (PDX) models, various
researches on chemical synthesis, analytical methods, preparations, and stability are also conducted.
The feasibility studies derived from various projects will also become new project plans if they are

in line with the Company's R&D management system cycle model.

BASREARLEZDOEF > 003 BIsRWRITE? FRECILEROF A 5 52020
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In terms of the development of various projects in the product line, in regards to the review of
the new drug toluene-sulfonamide injection for the treatment of lung cancer, the Center for Drug
Evaluation (CDE) of the State Food and Drug Administration has approved the
pharmacology/toxicology section at the end of December 2020. At present, only the pharmacy
section is still under review. On the other hand, the Chinese Pharmacopoeia Commission of China
also officially rectified the name of PTS302 to be "toluene-sulfonamide injection" at the end of
November. In the future, for the recognition by Chinese officials, the official name "toluene-
sulfonamide injection” must be used for communications with officials in various tasks such as the
Company’s drug registration or standardized management. In terms of liver cancer clinical research
in Taiwan, National Taiwan University Hospital, Taipei Veterans General Hospital, and Taipei Medical
University Hospital have all begun to accept patients for phase Il liver cancer clinical trials, and liver
cancer PTS100 phase Il clinical trials will begin to accelerate. As the US FDA agrees in principle that
the Company shall have the opportunity to directly apply for product launch after the end of phase
Il clinical trial, in accordance with US regulations, the pharmaceutical information appears to be even
more important. The application for US IND to conduct PTS-02 clinical trial for the treatment of rare

diseases is currently being prepared.

Bop # el ATE GWALOL B 2 g 0 R& € Prbihe BFIERsRAT Y B¢ B 2021 £ 1
TERRA AT R AR VRS 530 PTS chiggh o gL
B R R B D KY A k2 G

Concerning the development of Taiwan’s new animal drug GWA101, the field trial approved by
the Council of Agriculture will be completed in the first half of 2021. The Company has seen the
advantages of PTS in dogs suffering from various malignant and benign tumors. The R & D results

will contribute to the momentum of Gongwin-KY’s future operation.
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The above operating activities have confirmed that Gonwin-KY is gradually taking root in Taiwan,

and has also demonstrated its strong intention and determination for its business strategy of "

Starting from Taiwan/Expanding Layout in Asia/Prospering Globally ". The management team of

Gonwin-KY will continue to move forward , step by step, towards this strategic aspiration in 2021.

=~ Ayt 2 e
Il. Analysis of Financial Receipts, Expenditures, and Profitability

it AT

B t3ro e~ %

Unit: Thousand NTS: %

£ R
Year 2019 # 2020 & ig(,};\-)“ (%)
& ¥ I8P Year 2019 Year 2020 Increase (Decrease)
Iltems Analyzed Ratio (%)
S| ;
g = ¢ * = . 248 833 235.88
Operating Income
= 7| ¥ < |
® * 1
Profit andlOperating Margin 234 786 235.89
Loss Analysis| % e F |
® * i 1
Net Operating Profit (128,823) (117,366) (8.89)
T A ¥ P F (% )
& fllReturn on Assets (%) (13.34) (9.09) (31.85)
# F ¥ P OF (%)
) 4 Return on Equity (%) (15.61) (10.94) (29.91)
Rt Fom . oo 5
. .- v GO £S E ¥ 1l &
Profitability = & it % |Operational Profit (12.49) (10.74) (14.01)
« % )
Ratio to fLow A F
P aid -1 n|Pre-Tax Net Profit (11.18) (9-09) (18.69)
Capital
wOF 0F (% )
Net Profit Rate (%) (46,499.60) (11922.81) (74.35)
& @ oA ()
Earnings per Share (in Dollars) (1.07) (0.89) (16.82)
Z 62021 & ¥ EFH ML
[ll. Outline of 2021 Annual Business Plan
I PPORATE 2 TR D 0 %P1 TR B R ) FORALTAD P R 3
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There is a comprehensive list of new anti-cancer drug companies all over the world, but the
number of companies which emphasize on the "minimally invasive targeted tumor ablation" medical
technology is much less. However, the only company that emphasizes on the "minimally invasive
targeted tumor / chemical ablation" technology is Gongwin-KY. Therefore, Gongwin-KY's "PTS
targeted chemical ablation medicine" products are taking the lead in this field, and this is Gongwin-
KY’s niche. In the following section, we would like to report to the shareholders on the operations

tasks of many products under development in 2021:

® B TV YRR iR R R
PRESFEY oD bFE T FAARRI R o B 6 (2021 & P Lk
Wi RMEEF T £&F GMP 1 fjghg 17

® Obtain China Drug Certificate of “toluene-sulfonamide injection” for the treatment of
lung cancer
The Center for Drug Evaluation is currently reviewing the "toluene-sulfonamide injection".
It is expected that the China drug certificate review will possibly be approved in the first

half of 2021, so the review of GMP factory can be conducted.

® i 57 PTS100 ip " ciRk i85k 3 e k
bo FRETR- PIREREKRD DG o j“?l‘% S et é"‘—%*&%)‘% S et j“?%‘i’ﬂ’ g
R F R b ek o T 2021 A e L HcE B R R A F - PR RS o
® Continue to accept patients for clinical trial for the treatment of liver cancer with PTS100
in Taiwan
Currently, National Taiwan University Hospital, Taipei Veterans General Hospital and Taipei
Medical University Hospital are accepting patients for phase Il liver cancer clinical trial
implemented in Taiwan. It is expected that the goal of half of patience acceptance will be

achieved in 2021 to complete the first stage efficacy conclusion.

® iR F AR PTS-02 TRk &Y GH% # 41 7 % B FDA (0 IND

PTS-02 @ P~17 £ W FDA RS2 & 0% > 'S¢ MFpFE3- %2021 # + X £ 7 2 & FDA i&
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Hope 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. The management team
is expected to discuss relevant drug manufacturing quality requirements with the US FDA
in the first half of 2021, and then submit an application for phase Il clinical trials. If the
approval to implement clinical trials can be 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.

FRBRLEL R EFRIPARA DR LB P T FR THT F A ARYPARA-
TOLUENESULFONAMIDE ;| it ;% v i85
2020 & 44 7 hn BAHRKREE AR S R AR TR R B R

6120 5 & LA 5B STAAA R L P AF LR BT R FI 0 2021
X Ear AR RL S TR FIR D N e iRk FooALB AL

B REEF SR FHENL R T 2 o

Bureau of Animal and Plant Health Inspection and Quarantine, COA, Executive Yuan has
approved the formal field pre-trial of animal drug "p-toluenesulfonamide: PARA-
TOLUENESULFONAMIDE"

The field pre-trial implemented in 2020 includes more than 20 dogs suffering from
melanoma, lipoma, liver cancer, lung cancer, and other diseases. These tumor diseases are
common and difficult problems for fur babies. The conclusion report of this case is
expected to be completed in the first half of 2021, and the application for formal field trials
will soon be submitted, marking an important milestone in striving for the huge global

animal cancer drug treatment business opportunities.
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Looking forward to 2021, following 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 a possibility to obtain
approval for formal field trials. 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", to 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

REZ BT ’*ff PirE a7
GM : Morrice Lin 7 CFO : William Hu
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Gongwm Biopharm Holdings Co., Ltd.
E2FEFFFTHRERFI-2020 & B

Implementation Status of Sound Operation Plan — Year 2020

T

Jir

Vit i
Annex 3

Hix 3rou

Unit: Thousand NTS

# B Year

2020 # B

)
Period

LR S
Budget

L

Actual

ER R S

Difference

¥ ER
Operating Income

503,447

833

(502,614)

B R 318

International Licensing

36,671

(36,671)

B | 4 8
Sales of Pharmaceutical
Preparation

466,776

833

(465,943)

TFES A
Operating Costs

(37,342)

(47)

37,295

§E= A
Operating Gross Profit

466,105

786

(465,319)

e ?IJ _;4

Gross Margin

93%

94%

1%

o A oy

B F P
Operating Expenses

sy

Marketing Expenses

217,051

(217,051)

Management Expenses

67,745

41,890

(25,855)

FraRy
R & D Expenses

131,663

76,262

(55,401)

W B o A oL
*E3

® P
Total Operating
Expenses

416,459

118,152

(298,307)

¥ #4p & Operating
Prift/Loss

49,646

(117,366)

(167,012)

¥ E M~z A
Non-Operating Income
and Expenditures

4,000

18,049

(14,049)

A I
Current Pre-Tax
Profit/Loss

53,646

(99,317)

(152,963)
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I. Operating mcome.The actual number was NTS 502,614 thousand less than the budget
It is mainly the product has not yet begun sell

SO F IR Y R B HORGEE B0 29,0980 ¢ A
#9014 iﬂﬁlm&ﬁ¢?%??wﬁﬁﬁ%iﬂ&?%aﬁﬁﬁﬁ%*wﬁo
Il. Management expenses:The actual number was NT$29,098 thousand less than the budget

Wherein 1. It is mainly because actual cost of the Employee Stock Option was less than the
budgeted.

e e L

o “fﬂﬁdﬁwﬁ B R0 57,696 +
2P 1L FAL#ETR

RS 57,696 F 0 AR GG EASFLR YR EF AR
TR o
I1l. R&D Expenses:The actual number was NT$57,696 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.

T ‘%%‘/’}‘1/{7‘51{51\mﬁiﬁﬁﬁ‘;ﬂiﬂﬁt 12,041 i+ ~
#eoL i‘tlﬁ‘?\$—-‘<“{ FF o KNEERNS 1N igi%t»:'ﬁrf(o

IV. Non-operating Income and Expenditure: The actual number was NT$12,041 thousand more
than the budget .

Wherein 1.1t is mainly due to proper use of funds,resulting in a higher income than the budget

AP RPIE DR AT £ ROT Y BB 4 149,433 F A 5 1B (5 b ik R TR P4
® o

-
1

V. Current Pre-tax Profit / loss: The actual loss is more than NT$149,433 thousand compare with
the budget . The main reasons is due to the impact mentioned above
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Annex 5

2020 Annual Deficit Compensatlon Table

i 354 R~
Unit: Thousand NTS
I8 p £  %F Amount i# =3
ltems /] 2+ Subtotal £ 2+ Total Remarks

2P 4~ 4 %R

AR (879,810)
Opening Balance

*E RIS R

93,072

Net Loss after tax this ( )
year
O L fo 3 AR

s * (972,882)
Distributable surplus
Bk 54 RS AT
Deficit to be (972,882)
compensated at end of
period

» 33‘*
T%L % 4% Lester £ A HREB A g aid oSy
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Annex 7

H

Directors (Independent Directors) the roster of candidate

: 2 x| 2 2 A
%tfﬁ‘; W}ti; 4 o £ 5 (RB)
Nassau Community College,Marketing
President,Omni Auto Group Inc.
President,Vanguard Auto Group Inc.
President,Baron Auto Mall Inc.
Director,Greater NY Dealers Association
President,Elite Auto Management Inc.
g3 |Lesterdohn | 250,000 |President Airport Auto Group Inc.
Wu President,Euro Asian Motor Inc.
G REMBLRANT NP FTE (R
PTS International,Inc. & ¥ & (JL5)
PTS Asia Limited # ¥ & (JL5)
FAREEET AP EE (L)
TREpEdEF AT EF (R
VB IRE
Ph.D in Environmental Health Engineering, Univ.
of Texas (Austin)
PTS International,Inc.(US) % & £]3% 4
% % }3% | 6,725,000 |Professor, Univ of Texas at san Antonio.
LG FEPBLLOLPF AP BEF L (RR)
PTS International,Inc. & ¥ (JL5%)
MR REEREF UL F EF (LR
TREpiERF AP %jifi(lkl%i)
EFRe pF & ?%i#ﬁ:ﬁf,ﬁ‘s
53 i e 938,100 FI)ov‘ver Pl?spltal ? HEAE N
HGREMAHRARF NP FE (R
PTS Asia Limited # ¥ (JLER)
W ge3 2 ¥
¥ & Z\®E | 200,000 - ?‘?? %B’t ” 75. e E”E .
G FERRLRRGF ISP FE (R
PR LRGP FT EMANAA SRR
EEALEEE. RPN - 4
X oP FEE
§% | %+4 | 5140 |REAETFANT FIEOLF)
FEFEPFERRNFF ST EFORE)
CHEERGTF I F FE LM
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Annex 8

B %5 %&%ﬁiﬂ,i:}”;’ikﬂk fja\”ﬁ AN
Gongwin Biopharm Holdings Co., Ltd.
FELEHmEP mi
List of Directors concurrently holding other positions or engaging in
business in competition with the Company

NO

¥ ¥ 4 % Name of Director

LR ERTE
Position concurrently holding or in fields
competitive with the Company

Lester John Wu

T p R %%;}i;}i”ﬁ P FE
Director, Tianjin Chase Sun Jiandakang
Pharmaceutical Technology Co., Ltd

T FoE
Jia-Shun Shi

T p R %%ﬁi:}i”ﬁ o P FEE
Chairman, Tianjin Chase Sun Jiandakang
Pharmaceutical Technology Co., Ltd

o =

Mao-Yuan (Morrice) Lin

AP RERFEPRLG AP T RA
Supervisor, Tianjin Chase Sun Jiandakang
Pharmaceutical Technology Co., Ltd
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