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Table 1. Spending trends of high-priced medicines: patients number, producis number and NHI expenditure

Drug spending
(unit: 1,000,000 KEW)

Number of products Number of patients 1 Ol_l L_C_)I- g 7|_|' E_QII:H | % O I 1 O O O Dl_l-% Lli-ll E QII:X-” I:I | E

Year
NHI drug spending High-priced 11_1.&d|¢1:1&5 NHI listed products High-priced n;edmmea Mlll High-priced :t}&djcmea
(proportion) (propaortion) population (proportion)
. 2 76¢ 0y 0 C ( Q 0y o IT ~
2010 12,769,400 388347 (3.0%) 14,883 34(02%) 48906795 17,896 (0.04%) 20104 38 84QI-I 2| (QIFEH | H| =3 O%) 0| A
2012 13,074,400 441,905 (3.4%) 13,814 49 (0.4%) 49 662,097 18,825 (0.04%) o
- y - . - - - o 0]
2014 13,449 100 540,692 (4.0%) 15,734 66 (0.4%) 50,316,384 25460 (0.05%) 2 O 21 Llﬂ 1 }_ 6 9 2 8 = ﬂ (8 . O /0) E
2016 15,428,700 661,778 (4.3%) 20,401 123 (0.6%) 50,763 283 28457 (0.06%)
2018 17,866,900 1,031,876 (5.8%) 22 389 132 (0.6%) 51,071,982 45,724 (0.09%)
2020 19,911,600 1,398,662 (7.0%) 23,521 179 (0.8%) 51,344,938 58,571 (0.11%) 1/] |__ O_” 4 3 HH X 7 |_( |- :| /]4 3% |_)
2021 21,209,700 1,692,784 (8.0%) 25,732 209 (0.8%) 51.412,137 77,737 (0.15%) - -
CAGR 4.7% 14.3% 5.1% 17.9% 0.5% 14.3%

NHI: National Health Insurance; CAGR: Compound Annual Growth Rate which means average growth rate of value(V) during time in years(t)

and was calculated by a formula (V/V

'II.III-. [] 1'] ]
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NOVO NORDISK PRICES FOR OZEMPIC, WEGOVY IN THE U.S.

COMPARED TO AVERAGE PRICE IN OTHER COUNTRIES

PRICE PER MONTH
OZEMPIC WEGOVY

BE= USA $969 $1,349
B+0 CANADA  $155 $400
= ms DENMARK $122 $186
BN GERMANY  $59 $140
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WHICH PRODUCTS DO THE JOINT CLINICAL ASSESSMENTS COVER?

Staggered approach toward all medicinal products seeking centralised Marketing Authorisation §%|. ﬂ %jll 9| E7 |$ICL:)| 7 r% Al -c-)-oH
12 January 2025 13 January 2028 13 January 2030 (LA 3 STRR|ZH| 2E AlE)

New therapeutic indications for which a JCA report has been published _6|_:| IH (1 1 _c')é'l 5 OEI) / 7 |'7<| 1 O 7|_-I _Ql JCA% 7:l_l -6OH

New orphan medicinal products 2 O 3 O Llj 77 |-X| L_—I_I-7:” 7i-II QE I:H EI-QII:X-” §—H:H

All new medicinal products
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SEVENTY-SECOND WORLD HEALTH ASSEMBLY WHA72.8
Agenda item 11.7 28 May 2019
Improving the transparency of markets for , .
provins B .+ EOA 200t H|Z: 2019 MAIZAHE

medicines, vaccines, and other health products!
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Revenue

Years

Small Molecule

irra Crormts swturity ; Dacline

Revenue

Fuem-dinksl  Phasa2  Phame3 | Inten | Geath
Fraee | H i

Discovary Launch

[LETHGLH E s limen Caranic
1 Campelition

Years

1\

Lass of Market Exclusivity

Biologic Biosimilar

Development Cost -
Time to Market B8 - 10 years
Clinical Studies Phase | - Il studies

efficacy and safety.

PharmaMarketer

Requirements
Collins B. Access to new medicines in the English NHS. 2020.

Post-Authorization  Phase IV, risk management plan
including pharmacovigilance

$1- 2 million

2 years

Bicequivalence studies
in healthy volunteers,

Pharmacovigilance

$100 - 300 million

8-10 years 6-9years

Phase | - lll studies
efficacy and safety.

Pharmacokinetics comparison
studies in Phase 1l

Phase IV, risk management plan  Phase IV, risk management plan
including pharmacovigilance including pharmacovigilance
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Exhibit 3: Four value dimensions of generic medicines

Economic value Access

* Support predicatable and sustainable spending
growth for healthcare systems

* Provide reliable future savings for payers
* Reduce co-payments for patients

—

AE, E=. 53 8H.82F EQ{ZHE

4S80 A=E

* Expand access to major chronic therapy areas

* Help to reduce disease burden in underserved
markets

* Have an important role to play in future
health outcomes

L.

* Mitigate the risk of shortages through
multi-source supply

*9in 10 critical medicines are generic medicines

* Provide the only option for 40% of all off-patent
molecules 20 years after LoE

A

* VAM offer a range of unique benefits to patients
+ Stimulate continued innovation from originators

+ Companies are progressing environmentally
sustainable practices

\,

@ Universally recognised value

- Additional contributions for healthcare systems

Generic medicines are the same high quality as their brand-name versions.

Generic drugs go through a rigorous review process to receive
FDA approval. The FDA ensures a generic medication provides the

same clinical benefit and is as safe and effective as the brand-name

medicine that it duplicates.

FDA gow/GenericOrugs

v/ Safe

), Effective N

g VHigh- |
Quality

Generic and brand-name medicines have the same:

‘/ Quality

‘/ Active Ingredients ‘/ Effectiveness

‘/ Safety

‘/ Strength ‘/ Benefits

But they can look different.

Allowable differences in size, shape, and color do not impact how medications
work. Generic medicines may look different than the brand-name drugs they

duplicate, but they are as safe and effective.

And they can cost a lot less money

Generic medicines tend to cost less than their brand-name counterparts because they do not have
to repeat animal and clinical (human) studies that were required of the brand-name medicines to

demonstrate safety and effectiveness.

When multiple generic companies market the same product, market competition typically results

in prices about 85% less than the brand-name.
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Exhibit 7: Patent Expirations 2009-2020

Exhibit 6: Components of Change in Total Medicines Spending in Europe

I LOE Exposure Cost US$Bn
Il *: Reduction in Spending Exposed to LOE 2015-20 vs 2009-14

180
2 us Germany France Italy UK Spain
c
2
2
8 140
120

2009 Brands Loss of Exclusivity Generics 204

Source: IMS Health, MIDAS, G4 2014
Mate: Europe Includes Germany, France, italy, UK, Spain, Poland, Belgium, Switzerand, Sweden, Austria, Netherland, Greece, Finland, Hungary, Portugal, Ireland,

Czech Republic, Norway and Skovakia.

wurce: IMS Health, MIDAS, G1 2015

IMS. The Role of Generic Medicines in Sustaining Healthcare Systems: A European Perspective. 2015.
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Exhibit 2: Evolution of perspectives around generic medicines consumption in Europe

Shortage molecule Herfindahl-Hirschman Index (HHI) and number of companies, Jan-Jun 2023 A » Lower savings potential
Shortage molecules by level of * New formulations
10,000 * market concentration n=125 + Originator retention
[
Unconcentrated "
9,000 . Single-source l< 500)
(10,00 .

8,000 : (10,000) Moderately * Market share reliance

7,000 ¢ U ® concentrated * Permitting innovator

. $ (1,500-2,500) @ spending
o I -SSP = » Production advancement | | * Generic trust (auto sub.)
I 5000 i S Highly ; * Copay reductions

0 concentrated @ * Developed market share

4,000 4 ' (2,501-9,999) = . .

3000 L . l . . b » Limited savings

2y .

| S -4 . % | | Limited MS%
2,000 ' . ' o . & | |* No substitution
DDC --------------------- I -*-‘--;--.-- ----------:---
0
0 2 4 6 8 10 12 14 16 18 20
Number of manufacturers
1,500 - 2,500 = Moderately concentrated ===a= <1500 = Unconcentrated ’

Source: FDA Drug Shortages Database, Jun 2023; IQVIA National Sales Perspective, Jul 2023; IQVIA Institute, Jul 2023, "
Motes: Seven molecules with current shortages have no sales in the first six months of 2023 and are not included here. Manufacturers included if they represent Sa\rlngs gene rator
at least 1% of volume in the first six months of 2023, See Definitions for more information about Herfindahl-Hirschman Index (HHI).
Report: Drug Shortages in the LS, 2023: A Closer Look at Volume and Price Dynamics. IQVIA Institute for Human Data Science, November 2023, Budget SL:IFI[JDI't
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AUS, AUT, BEL, CZE, FRA, DEU, GRC, IRL, ITA, PRT, ESP, CHE, GBR

A S RS GRC, PRT, SVK, ESP, CHE
SIIRIMIVAT) BIg (+/-) HE AUT(-), CZE(-), GRE(-), EST(+), PRT(+)
MY | QEYUN I QMR UL AUS, CAN, CZE, EST, GRC, HUN, IRE, ITA, PRT, ESP
MM E= RESYAE XEok= 2|H|0|E ZH 7t GER
EHIIAAE GRC, IRL, PRT, SVK, ESP, CHE
BEE 9JOFF 71A Qlot (0 2iA) CAN

A A EE

3

O\JJ

CEE 20 &= 712)

EST, GRC, IRL, PRT, SVK, ESP

X-”ﬂ 2= AI'X-”

= |

CZE, GRC, IRL, PRT, ESP

Metga | Hig 2E3 B

SToo o AUT, CZE, EST, FRA, GRC, IRE, ITA, PRT, SVN, SVK, ESP, SWE
HARVISHIKHTA) =& DEU
el S0 AUKMEA) BEL, GBR, ITA

A& = 917X INN MY

EST, FRA, ITA, LUX, PRT, SVK, ESP

OAF MU= M HdIEE

BEL, FRA, GRC, HUN, JPN

A& ZH AL ML= 22| QIHIE|E BEL, FRA, IRE, JPN
AL HUE 2MHEE H FHE HiE AUT, EST, FRA, ICE, IRL, LUX, PRT, ESP

MU= 714 = O &1, 714 21at)

CAN, FRA, GRC, PRT

XtE: OECD, 2016 AUS: Australia, AUT: Austria, BEL: Belgium, CAN: Canada, CHL: Chile, CZE: Czech Republic, DNK: Denmark, EST: Estonia, FIN: Finland, FRA: France, DEU: Germany, GRC: Greece, HUN:
Hungary, ISL: Iceland, IRL: Ireland: ISR: Israel, ITA: Italy, JPN: Japan, KOR: Korea, LUX: Luxemburg, MEX: Mexico, NLD: Netherlands, NZL: New Zealand, NOR: Norway, POL: Poland, PRT: Portugal, SVK: Slovak
REpublic, SVN: Slovenia, ESP: Spain, SWE: Sweden, CHE: Switzerland, TUR: Turkey, GBR: United Kingdom, USA: United States
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F—— Table C.1. Calculated U.S. Versus Other-Country Price Indices, 2018

Unbranded Unbranded Brand-Name

Brand-Name Top 60 Generics Generics and Other- Active U.5. Net Originators

Main  Originator Drugs by  Without Brand-Mame Non- Country Fisher Ingredient Retail Price w/ Met Price

Results Drugs U.5. Sales Biologics Non-Originators Biologics biologics Weights Index Level Prices Adjustment Adjustment

Australia 299.93 392.77 432.07 69.79 B8.58 33229 2a0.18 43280  360.29 286.90 339.13 221.98 263.16
Austria 226.42 294.09 354.16 42.57 78.67 27314 198.98 328.90 27289 193.83 124.41 167.84 197.04
Belgium 251.63 323.91 399.60 61.32 101.71 299.99 22547 337.30 29133 231.79 195.96 186.34 217.02
Canada 218.49 293.70 329.30 56.70 B83.40 283.87 198.00 32469  266.35 214.02 22954 161.94 196.78
Chile 177.07 460.85 427.78 68.59 41.50 3a87.00 138.47 30012  230.53 191.42 150.13 131.05 308.77
Czech Republic 28467 350.33 437.90 59.52 117.52 339.58 251.93 446 89  356.68 275.69 28218 210.66 23472
Estonia 351.92 684.40 732.04 55.64 98.25 634.48 297.60 617.52  466.17 354.50 367.18 261.79 458.55
Finland 236.85 313.98 387 .48 62.49 B8.61 264 44 220.90 40920  311.32 207.85 211.05 175.61 210.37
France 257.75 348.70 42543 57.75 90.61 3627 22092 385.84  307.07 232.51 302.36 190.74 233.63
Germany 225.05 279.75 324 58 61.66 94.80 24535 21062 33211 273.39 213.95 213.33 166.91 187 .43
Greece 343.40 717.67 719.09 60.24 108.64 52427 2921 48226  406.95 321.87 326.55 254.14 480.84
Hungary 273.95 353.64 370.92 71.89 122.37 298.37 258.T1 41484 33712 274.99 32027 203.02 236.04
Ireland 228.56 29816 352.96 4318 77.00 27720 20532 359.14  286.50 22558 206.80 169.48 199.77
Italy 243.98 315.00 367.23 5877 104.13 290.22 21544 316.41 277.84 2220 175.41 180.69 211.05
Japan 209.25 307.41 363.35 43.14 72.25 303.97 160.49 409 66 92 78 209.08 22745 187.07 205.96
Korea 305.43 §32.83 §78.65 31.92 §7.20 453.20 238.93 427 .67 314.78 370.91 2268.27 357.00
Latvia IB.TT7 484.91 527.83 T2.62 94.30 452.43 270.58 457.25 80,58 313.97 332.35 23441 324 .89
Lithuania 348.09 552.16 B07.95 77.94 123.20 516.10 296.50 554.21 439.22 320.52 378.80 259.58 369.95
Luxembourg 283.02 446.66 609.18 63.03 91.93 515.20 23285 44717  355.75 258.59 22471 21041 299.26
Mexico 170.31 367.32 363.04 55.96 §1.72 31425 125.10 28392  219.90 176.28 164.86 130.27 246.10
MNetherlands 251.22 arT.2z 472.01 103.68 117.96 25044 251.56 519.63  361.30 239.86 217.11 186.91 252.74
Mew Zealand 285.31 340.52 331.86 118.00 170.48 290.07 282.04 47512 368.18 279.72 329.56 213.09 228.15
MNorway 274.09 352.05 402.03 T4.48 117.18 311.86 251.77 410.11 335.27 213.59 243.74 203.23 235.88
Poland 289.04 356.15 394.93 B4.78 146.34 32148 27017 46598  367.00 J3za 339.28 213.92 238.62
Portugal 304.00 373.32 403.52 89.55 138.93 31269 298.15 43739  364.65 28295 358.32 225.59 250.13
Slovakia 1.1 428.73 459.88 96.51 151.10 7243 32113 48944  408.60 298.66 346.62 252.43 287.25
Slovenia 291.40 399.42 450.77 63.18 108.01 7097 252.60 442 61 359.13 276.98 303.67 215.67 267 .61
Spain 244.90 297.26 362.96 57.81 100.03 274.56 22555 343.85 29019 241.15 21597 181.74 199.17
Sweden 27217 332.23 355.03 88.22 121.45 279.14 267.48 400.18  330.03 240.02 317.36 201.79 222.59
Switzerland 181.87 283.45 300.82 24.32 47 .64 225.91 159.60 27076 221.91 176.48 134.53 134.90 189.91
Turkey 779.44 1050.93 978.03 164.96 291.36 758.34 800.01 1203.50  968.53 619.02 792.31 578.10 T04.12
United Kingdom  255.43 34938 414.31 68.22 101.77 324 60 219.53 38520 3772 253.23 231 189.51 234.07
United States 100.00 100.00 100.00 100.00 100.00 100.00 100.00 100,00 100.00 100.00 100.00 100.00 100.00
All countries, 255.83 343.61 394 .85 B4.35 121.00 295.36 233.53 38962 316.72 275.75 245.40 189.61 230.22

excluding the
United States

£2{:0|= RAND E11A
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FIGURE 25. Foreign-to-Canadian Price Ratios for Generic Medicines, OECD, 04-2021
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mEmz) aje TEmxRY o
37 177 1,374 39 167 1,048
DS | 1618 0.96+0.09 0.95 +0.10
(2.29) (10.94) (84.92) (2.41) (10.32) (64.77)
Ct= 182 | 0.97+010 4 (10.8) 20 (11.3) | 155 (113)| 095+0.14 6 (15.4) | 29 (17.4) 119 (11.4)
2-107H 411 0.95+0.10 16 (43.2) | 49 (27.7) | 334 (243)| 093+0.11 19 (48.7) | 64 (38.3) 222 (21.2)
11-207H 199 | 0.93+0.13 17 (459)| 30 (16.9) | 148 (10.8) | 0.92+0.12 12 (30.8) | 26 (156) 95  (9.1)
21~307H 165 0.95+0.07 O (0.0) | 49 (27.7) | 110 (80)| 096+0.07 O (00)| 22 (13.2)| 89  (8.5)
31~507} 146 | 0.97+0.06 O (0.0) 8 (45) 136  (99) 0.97%0.06 O (0.0) 8 (48)| 102  (9.7)
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- A 2lAS SAE=S= 2017 70.68, 20201 87.07, 202214 83.787%}
= SlAl 20174 20184 20194 20004 20214 20224
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 A=gl
— Atz 2 7|7k IQVIA Pricing Insighte] 2018-20224 27| Zt
- =7} Canada, USA, France, Germany, Italy, Switzerland, UK and Japan
Pricing Insights Combines Multiple Data Sources

DATA WAREHOUSE &

INPUTS OuUTPUT
VALIDATION
List Price o w . RO —
Information — I B —_— - I e .
— — = — — M o3 R BE
G — LiLJ P - g a3
z —
|QVIA Standardized Pricing Insights E — =
o — g

Reference Data data warehouse

i

IQVIA Sales Data M _ =1 -,
(MIDAS) o o : = - Predefined Reports
\ J -3 i
Market Access | a Ad-hoc Analyses
Context | - * Product Lookup

IQVIA Reimbursement B . g - International Reference Pricing
information o

« Alignment across countries and franchises * More efficient price corridor management

+ Greater wisibility across key company teams « Allow team to focus on insight

= Single location to house the data = Consistent data formatting

= ZArots Bf=X QUGN =ZEAM, f& TONSHE AS. 32371 ATC 3EA B2 +H
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. IIAAEE & 402 Y
— Manufacturer Selling Price (MSP), Pharmacy Purchasing Price (PPP), Retail
Public Price incl. VAT (RPPvat), Price to Hospital (PTH)

Pricing Insights: Four Main Price Points

Also known as the ex-factory price, or price to wholesaler. This
price excludes sales tax.

Manufacturer
Selling Price

Pharmacy

@ Purchase Price

Main price
points

Also known as the ex-wholesaler price, trade price or price
to chemist This price excludes sales tax

Retail Public Price
including VAT

Also known as the pharmacy price, public price or price to
patient. This price includes sales tax

Additional price points

(aalind caversgs) Price To Also known as hospital purchase price
Hospital (conceptual pIce thaf Mrefects e Starting pON( for DICE NEQONGNONS Detween the AOSNTAMMINGYY of heath Wi Me
MONUTRCIUNErSWNOBSIETS CO8S AOT COMespond 10 Bciudl fendey prices)

Net visible MSP
{DE, IT, FT, CH. TR)

Reimbursement
reference price == | QV I A




United States

HFH OF O] SL A
dFeH =1Ll @] 2F7|H| 1l - |'T|,3._|"E, A4
]
R H|x E_|-O| =9l 0|g||=% 1"04 uf ol-EF
« Z2ZtGHH 122 I’é,Qlin,World Banke| 102 2= A&
= Country 2017 2018 2019 2020 2021 2022 NIt | DEA =g Ol€Z|ot | &= AQA Z= o=
PSS PS[SIIN
Canada 1.30 1.30 1.33 1.34 1.25 1.30 A A .f 436 a14 2108 974 164 a1 795 1614
Switzerland 098 098 099 094 091 095 (Cooperation)
Germany 0.89 0.95 0.89 0.88 0.95 0.05 Al HIokAL 176 220 631 438 203 170 382 900
C ti 404)| (495 324) (450 438)| (385 52.7 55.8
~ France 080 085 089 088 085 g5 (Cooperation) | (404)| (495 | (@24 (460 (438 (8H (627) (669
QIHtE} TAR|| MIZAL
S lreland 0.89 0.85 0.89 0.88 0.85 0.95 544 562 2352 1,102 511 518 906 1,900
= (Manufacturer)
Italy 089 08 08 08 08 09 yuyaimzsg| 223 267 786 500 29 197 466 1,037
Japan 11217 11042 109.01 106.77 109.75 13150 (Manufacture | (41.0)| (475 | (334)| @54) (48 (380) (51.4) (54.6)
Korea, Rep. 1131.00 1100.16 1165.36 1180.27 1143.95 1291.45 x| oo 544192 | 889,693 | 4,619,749 | 910,093 | 1,299,949 | 449,050 | 1,131,851 | 1,879,648
United States 1.00 1.00 1.00 1.00 1.00 1.00
Canada 1.21 1.21 1.23 1.23 1.24 1.23 143993 | 261,251 | 1,149,700 | 223,061 | 414,052 | 105349 | 401,149 776,794
M2 ojorz
Switzerland 119 118 115 114 117 105 (26.4) (290.49) 24.9 (24.5) 31.89 (23.5) (35.4) 41.9
Germany 0.74 0.74 0.73 0.73 0.74 0.73
jﬂ% France 0.77 0.76 0.72 0.71 0.72 0.70
S Ireland 079 079 081 080 079 078
stg  ltaly 0.69 0.68 0.66 0.65 0.65 0.63
Japan 105.10 104.16 10423 10243 102.05 9757
Korea, Rep. 872.62 85487 85643 837.67 85410 831.94
1.00 1.00 1.00 1.00 1.00 1.00
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2af-= L Q| AH|= 2f7HH]

PO 7| 2L 2 H[WA, 2022'A 7|& &= W77 G, DA AHQlotn= Y2 &
dists JOiE X~ YuisE F0iE X | gitety 0 X5 | ditets 0" X|g= Z7HPTP), "t
2018 126 1.00 1.34 1.07 1.96 159 176 140 FTVIRESHRA
igi’: 2020 143 1.05 150 1.10 2.16 1.60 181 132
2022 1.11 0.81 118 0.86 1.69 1.24 1.30 0.94
2018 231 1.82 2.43 1.92 3.71 2.96 2.65 2.09
iﬁﬁlf' 2020 2.41 1.74 251 183 3.84 2.82 2.68 1.94
2022 2.36 1,59 2.47 1,66 3.66 2,51 2,54 1.70
2018 0.87 0.70 0.92 0.75 143 118 1.02 0.81
TEOIOHR | 2020 1.02 0.76 1.08 0.80 1.64 125 114 0.84
2022 118 0.82 123 0.86 185 1.32 1.30 0.90
| 2oms 0.72 0.57 0.75 0.60 112 0.90 0.96 0.76
*zﬁ 2020 0.68 0.52 0.72 0.55 1.06 0.81 0.79 0.59
2022 0.65 0.50 0.68 0.52 1.05 0.80 0.68 0.51
2019 186 147 2.01 159 1.84 3.34 2.65 146
PR 2020 187 1.41 2.00 152 1.89 3.24 2.47 1.44
2022 214 153 2.27 1,63 2.22 3.62 2.62 159 36
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