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J: https://www. skyquestt. com/report/pharmaceuticals-market)

BARHRZ W& FALEE A 2023 & 22 R - A B » FREFHET Fo T ALERDZEED S

B AR R o
PP L Fle g (i E =) | ¥ 8830
1 [Johnson & Johnson 535 iR
2 |Abbvie 527 ENEY|
3 |Novartis 525 4
4 |Merck & Co. 508 ENEY|
5 |Roche 491 4
6 |Pfizer 482 (K
7 |BMS 444 (K
8 |AstraZeneca 438 # R
9 |Sanofi 408 =R
10 |GSK 368 EF

FoBL %R ¢ https:/ibmi.taiwan-healthcare.org/zh/bio_highlights_detail. php?REFDOCID=0skcntpfls18u4bt&PageNO=1
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3 %‘:‘ * % (Immunology) » 11%4 (Viral )& & & o %(HIV) ~efex k2t (Respiratory)* #
305 B3 M g B (Multlple sclerosis) - b x> @ % * #Z (traditional
pharmaceuticals) s B EH ST B ﬁi’—‘ﬁ@f‘) ) ZE?'J"‘ Ffs 3 B AR R R
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A 2 R Fmeg

2
s

B g“‘i($%§#\'\»sbmi‘ﬁ}@%mi e B oo
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ai@iiﬁﬁ**g%ﬁ%’w?%ﬁ“'m&%mﬁa#§%m%;aﬁﬁ@@4
0% 47 (Discount) & 12 4x (Rebates) & &4
I R B ESA 0P| 2028 &7 i L

3 RE S SRR S LA

U.S. medicines spending is forecast to grow 4 to 7% through 2028 lifted by novel drugs and offset by
expiries and price cuts

Forecast
5-Year 5-Year 1,338 5-Year
CAGRs CAGRs ! CAGRs
) 1,183

WAC WAC 1,110 WAC
CAGR CAGR 1,024 CAGR
8.8% 7.6% 6-9%

“Net 47% | Net 53% Net 58%
Below Below 573 | Below

_ WAC WAC WAC |
Net Net Net
CAGR CAGR _ CAGR
5.6% 5.2% 451 485 4-7%

2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026 2027 2028

@D Netsales @ WAC to netdifference @) WAC
IQVIA Institute, March 2024 (https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/the-

AL KR
use-of-medicines-in-the-us-2024)

b 2RMMEJIRAE  HP A EFRERER A RBERG HEJERE T L8

s < A
2 QIR iEE o 1395 [QVIA T4 > S & 54 2024-2028 & B 51 & 1) 5 & #-5 ‘?;'41,455 [
F enff 4

3 R &N EL A E & Dirg

U.S. impact of brand losses of exclusivity 2019-2028, US$Bn

Forecast

2026 2027 2028

2019 2020 2021 2022 2023 [ 2024 2025

-233
-36.1
$14.7Bn $44.4Bn $39.5Bn $106.0Bn
$59.1Bn L $145.5Bn
J
@ oo @& $ Total brand loss due to LOE

FEL %R 1 1QVIA Market Prognosis, Sep 2023; IQVIA Institute, Nov 2023.
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3208 & ¥ R # 5 (Reference
(Quality by Design, QbD) -
AR )IFL R

M e & L (RLD) £ 4p % % »c(Therapeutic Equivalence) °

505(b)1 #7& 505(b)2 #7% 506(j) & ¢+ #
% 4 7 (User Fee) . 2 2
a3
(New Chemical Entity) T 3 &
FTE S
(New Active Ingredients) < i &
AT A/ AR S
(New Dosage Form/New Formulation) % —EL —SL ES
- AE % r T
& 1] %3 (Patented) 7 2 TG B
e & WA
T
(Markethxclusivity) D years 3 years % /180 days
.\-—’-ﬁ 3 ?-" . 2
FRERETMEDL ) o p
“**?Hmﬁfﬂtl\ R SN
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Seds kM H % > Equivalence) =
oo e
Wi CMCaR4 2 < i~ } - -
AFREE T o~ ~ £
v g2 FDA § kb ] % ox
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CFDA 5 - &g i

£FTDA T & X EHE LEFY g Pe i+ R Ped > A A B RPSFTRET A
FeBe & B F R (Quality by Design, QbD) » @ 7 B ¥ & Sk g AT 5%
KRf o F A SRS AURAF Y NF AT RGATENE L EDL W FG o TGl
FDA chd 37> P HE ¢t EFF ARy B3 F BT FI A - BEPFE 22 FHpE
FAAFRA A L ERPENFEL DB B - 25 £ AR R B ef 2
EH L F A LR ﬁﬂf’é‘f Fent 3V FRPER o s Y FEEFA B
§&$a~ﬁ%$§m4m&\uﬁﬁnHWH%#*%m@ﬁ?ﬁ’umu%M§*ma
B H B EE o

2 W DA % fitkicie g ## % 4 > %58 GDUFA(Generic Drug User Fee Amendment):: /2 &
BLBERRPAAM R FLRTARKAGRAMNFEAR ML F g aTem
A2 202012 8 70 9p g wiGEE 10 " B4tk g3 & Ry o 2.5 GDUFA I o FDA =4 ji&
2017 # 8 " B 4eF %% GDUFA 11 Hjzp 840 £ ¢

GDUFA IIT ~ %2 2026 ¢+ E R fxp P wm(E ~)

- 4z % (One Time Fees)

g %Y 33 * (ANDA Fee) $358, 247
J%"} %% * (Drug Master File Fee; DMF Fee) $102, 584
%"«Hi‘awﬂ' +% PAS N/A
& %‘3 (Annual Fees)

e 20 2 ANDA &0 bz 2 42 7 $1, 918, 377
GDUFﬁjﬁ‘j (FGeDeU)FA ¥t 62102 ANDA SE R $767, 351
#3125 ANDA 2 -] 4] = $191, 838
2 WP R4 2 g (Domestic API) $43, 549
2 W8t B % g (Foreign APD) $58, 549
KWwEER % ®& W % (Domestic FDF) $238, 943

(Facility — -
Fees) % W ot 9% 2 gy (Foreign FDF) $253, 943
ZRB P &1 2 (Domestic CMO) $57, 346
3 Wt 1 2R (Foreign CMO) $72, 346
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BAST R AE AR g o 7R
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ey
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T

B SR E T A e EEcE T 2019 &
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IJ'

ANDAs

FY2016

FY2017

FY2018

FY2019

FY2020

FY2021

FY2022

FY2023

FY2024

Approvals

651

763

781

935

737 679

722

782

694

Tentative
approvals

184

174

190

236

172 157

183

172

162

Total approvals

835

937

971

1,171

909 836

905

954

856

Complete
responses

1,725

1,603

2,648

2,310

2,010 1851

1811

1,476

1,414

ANDAs
received

852

1,306

1,044

909

865 809

857

733

740

Refuse to
receive —
originals

246

142

127

52

42 46

49

33

24

E.7 3l g

3 Ez\i]fé fi(traditional )& 4 2 & & > H 3+ % B (wholesaler)id

BREFEE

B4t

T ERHER

b

ko PR35 (Pharmacy Benefit Manager, PBM) % % & :E € & S-le & 22 F 2B PRG% > 2 (54

et 44

’%‘/\ lfj °

The U.S. Pharmacy Distribution and Reimbursement System for
Patient-Administered, Outpatient Prescription Drugs

Services Agreement

1
Drug
Wholesaler

Wholesaler Payment for Producm Formulary Rebates

Product Shipment

Pharmacy Payment for Product

Product Shipment

Prime Vendor Agreement

Prescription

Dispense

Formulary Agreement

Service and
Data Fees
specialty)

Pay

I copayment or
= Coinsurance

v H

Chart illustrates flows for patient-administered, cutpatient drugs. Please note that this chart is illustrative. It is notintended to be a complete
representation of every type of financial, product flow, or contractual relationship in the marketplace.
Source: Fein, Adam. )., The 2016 Economic Report on Retail, Mail and Specialty Pharmacies, Drug Channels Institute, January 2016.
{Available at http://drugchannelsinstitute com/products/industry report/pharmacy/}
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# &5 7 41 o ¥ Morning star 3F 3% 2024 & 343 B BT b5 95.5%7 #- ¢
Key Industry Players and Market Share by Revenue (2024)

Distributors %
O McKesson 3550
0 Cencora 34.00
© Cardinal Health 26.00

Others 450

Source: Morningstar, company filings.

T AL %R https://www.morningstar.com/stocks/drug-distribution-industry-trends-2025

AHMAARFEH- BB RS R AERTFA G
ASEE % o FE "7k (Specialty) * %, » A4 GG #13

U.S. Specialty Distribution Channels and Customers

Manufacturers select a distribution channel based on a number of factors, including—among other factors—specific
product needs, the need for select, value-added services, distribution control, fulfilling regulatory requirements, data

collection needs, and reimbursement support.

(2%-8%)

L3

Specialty
Pharmacies

vwevvy

1.6%-3%
(direct)

Physician Offices/
Clinics
Specialty
Distributors

Home Care
Providers

Hospital
Pharmacies

Wholesale
Distributors

Source: Center for Healthcare Supply Chain Research — Speciaity Pharmaceuticals and the Role of the Speciaity Distributor
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Specialty medicines will represent about 43% of global spending in

# (Specialty Drugs) | #-= 27 F# B £ < »
ERECR LA SECIR L) L

¥ 7kt % (Specialty Drugs) = £ 44t

2028 and 55% of total spending in leading developed markets

LAk K

Exhibit 36: Specialty medicines share of spending

Forecast
- \
55%
50% e
43%
P P ———
i * 41%
36%
23%
- 13% 13%
8% L )
2013 2018 2023 2028

=@= 10 developed ==@== Other developed ==@== Pharmerging

Source: IQVIA Institute, Dec 2023.

TR KR

D. @ %

i

E %

Spending
2023 USSBn

Constant
dollar CAGR
2019-2023

Spending
2028 USSBn

Constant
dollar CAGR
2024-2028

TR kR

IQVIA Institute, Dec 2023

Global
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IQVIA Market Prognosis, Sep 2023; IQVIA Institute, Dec 2023

N . o o0 . P N 2 .
& H-(Pharmerging) = & ¥ # > 3¢ 5 2024 1 2028 & 3T & 7 ¥ £ 4
= A P 2
10-13% > > EHUEZ ¥ 56-9%
[d A= oky P 7 s
SRELE L EL P SRR FRIRE R D 4472 2 K AR
ORIGINAL NON-ORIGINAL | UNBRANDED
BRANDS BRANDS GENERICS Sl ULl
Global 1,057.2 2481 158.5 143.0 1,606.8
Developed 967.4 128.7 134 65.9 1,275.5
10 Developed 858.9 81.0 98.1 43.5 1,081.6
Other developed 108.4 47.8 (158 224 193.9
Pharmerging 81.0 105.7 433 737 303.7
Lower-income countries 8.8 13.6 17 34 276
Global 8.0% 6.9% 4.6% 5.8% 7.3%
Developed 7.9% 7.6% 2.8% 4.5% 7.2%
10 Developed 7.9% 6.4% 21% 3.1% 7.0%
Other developed 8.1% 9.8% 8.4% 7.5% 8.5%
Pharmerging 9.7% 6.2% 10.3% 7.0% 7.8%
Lower-income countries 32% 6.6% 7.2% 71% 5.6%
Global $1,520-$1,550 $315-$345 $185-5205 $165-$185 $2,225-52,255
Developed $1,390-$1,420 $165-$185 $125-$145 $68-$88 $1,775-$1,805
10 Developed $1,230-$1,260 $105-$125 $100-$120 $47-$51 $1,505-$1,535
Other developed $150-$170 $58-$62 $18-$22 $27-$31 $255-$285
Pharmerging $110-%130 $130-$150 $53-$73 $84-$104 $400-$430
Lower-income countries $9-$13 $15-$19 $1.5-$2.5 $3.5-$4.5 $33-%37
Global 6-9% 8-11% 3-6% 3-6% 6-9%
Developed 6-9% 4-7% 1-4% 1-4% 5-8%
10 Developed 6-9% 4-7% 0-3% 0-3% 5-8%
Other developed 6-9% 4-7% 4-7% 4-7% 5-8%
Pharmerging 10-13% 12-15% 9-12% 5-8% 10-13%
Lower-income countries 3-6% 4-7% 3-6% 4-7% 3-6%

=
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