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R 5 Rk L
iR Micromedex” Red Book Online |http://www.micromedexsolutions.com/
'z:;\.zm P%QEPQ *E" e
B4 5y iRk B ZH o |http://www.mhlw.go.jp/seisakunitsuite/bunya/kenkou iryou/iryouhoken/i
p A e dr o M
wim (EimAR) ndex.html
PEY A E
K NHS Prescription Service https://apps.nhsbsa.nhs.uk/DMDBrowser/DMDBrowser.do
, http://formulary.drugplan.health.gov.sk.ca/
by £ X
v £ Government of Saskatchewan (i 7 7 el IP4 Rt ~ : hitp://24.89.124.189))
1 B ROTE LISTE® https://online.rote-liste.de/
Base des Médicaments et . - .
2 ; _ ext. _ .php? =
Y| Informations Tarifaires http://www.codage.ext.cnamts.fr/codif/bdm it/index.php?p_site=AMELI
Centre Belge d'Information )
L 4 .
AR Pharmacothérapeutique (CBIP) http://www.chip.be/
. Farmaceutiska specialiteter i i .
£_ .
& Sverige (FASS) http://www.fass.se/LIF/home/index.jsp
W Arznel_mlttel kompendium der http://compendium.ch/
schweiz
LIF 2 e PESSAM BRELG DT> RLET
(http://www.pbs.gov.au/pbs/home) > Publications & Downloads >
\;‘»7_\,% H —L}"Zh» réh» .,7;;
_ |pharmaceutical Benefits Scheme Dowr?loads"> T {4 ¢ & PBS Text filesz & s46> B 546 M 4 7
R drugz_txt#¥ °

(PBS)

2 W E W AL R
https://dev.pbs.gov.au/content/software/current/doc/drug.htmi 6

3. 24 = &4 5 " Commonwealth Price to Pharmacist ; 2_ % # o



http://www.micromedexsolutions.com/
http://www.mhlw.go.jp/seisakunitsuite/bunya/kenkou_iryou/iryouhoken/index.html
http://www.mhlw.go.jp/seisakunitsuite/bunya/kenkou_iryou/iryouhoken/index.html
../../../../stf/seisakunitsuite/bunya/topics.html/?tid=150856&pid=142
https://apps.nhsbsa.nhs.uk/DMDBrowser/DMDBrowser.do
http://formulary.drugplan.health.gov.sk.ca/
http://24.89.124.189/
http://www.codage.ext.cnamts.fr/codif/bdm_it/index.php?p_site=AMELI
http://www.cbip.be/
http://www.fass.se/LIF/home/index.jsp
http://compendium.ch/
http://www.pbs.gov.au/pbs/home
https://dev.pbs.gov.au/content/software/current/doc/drug.html
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2 ¥ ® 2 4 $5GDP

Country Skl AHG 3;\()%@%)
Switzerland b 82,950 3.32f
United States EEH 62,606
Australia BN 56,352
Sweden Frg B2 53,873
Germany s 48,264
Belgium EEFIEF 46,724
Canada YN 46,261
France 7R 42,878
United Kingdom TaER 42 558
Japan HA 39,306  1.57f%
Taiwan =4 24,971

T AR R A £ 2 (IMF) 2018



= B A 3=2GDP(R % % 5 )(1)

' A 3aGDP , A 33GDP
Country  R%/# % (% 2) Country B % /3 % (% =)

Luxembourg R 4 114,234 @ |Austria # = A 51,509
Switzerland 4 82,950 | |Finland ~ 49,845
Macao SAR . 82,388 @ |San Marino 5 1% 48,946
Norway PR o 81,695 | |Hong Kong SAR | 4 & 48 517
Ireland N 76,009 = Germany ® B 48,264
Iceland 7Kg 74,278 = |Belgium v 4] g 46,724
Qatar + i 70,780 |Canada v £ & 46,261
Singapore 30 4e 3 64,041 | France iz B 42,878
United States | % B 62,606 @ |United Kingdom | & §& 42,558
Denmark a4 & 60,692 Israel 4 7 41,644
Australia N B 56,352 |New Zealand ad By 41,267
Sweden e 53,873 | |United Arab Emiraf f# B35 + = 40,711
Netherlands =33 53,106 [Japan p* 39,306

TR RIR D BRR RO A & 25 (IMF) 2018
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2 ~ s - - 2
% B A 3=3GDP(RF = 5)(2)
‘ , A 3aGDP ‘ ' X ¥BGDP
Country 9/ % (% =) Country R s/ % (% =)
ltaly &~ A 34,260 | |Taiwan + 4 24 971
The Bahamas 7 34,003 | |Saudi Arabia SN N P 23,566
Brunei Darussalam |;¥ & 32,414 | |Portugal %7 23,186
Puerto Rico ) G S 31,939 | Estonia CRREN 22,990
Korea R 31,346 | |[CzechRepublic | 3. 22,850
Malta 5w 31,058 | Greece # R 20,408
Kuwait FL S 30,839 | Slovak Republic |27 i 5 19,582
Spain & FL9 30,697 | | Oman e & 19,302
Cyprus 2 B 28 340 | Lithuania = [g % 19,143
Slovenia 2R MR & 26,243 | |St Kitts and T LR AR 18,203
Bahrain = 1k 25 851 | |Nevis % R M BrEE 2N ’
Aruba fe g 25,466  Lawvia A A 18,032
PR RR D BRR B A & 25 (IMF) 2018 14
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ICH: ®*% —,‘if? %% R 4e ¢ (International Conference on Harmonization)
PIC/S: R % %5 FE ity ‘e % (The Pharmaceutical Inspection Convention and Co-
operation Scheme)
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2B = ‘e~
208 f 39 FEC
R %/# % Fhaae {359 &
. Elenco Medicinali di fascia Ae H 2019/7/15
X < A : - :
&< 7 https://www.aifa.gov.it/liste-farmaci-a-h
ix K http://www.nhis.or.kr/wbd/dc/retrieveDrugsList. xx# N/A
B https://deputyprimeminister.gov.mt/en/pharmaceutical/Pages/formulary/formulary.aspx | 2020/1/31
Informacidn sobre los productos incluidos en la prestacion farmacéutica
G F1 7 del SNS (dispensables a través de oficinas de farmacia) 2020/1/1
http://www.mscbs.gob.es/profesionales/nomenclator.do
‘ , ps: .moh.gov.cy phs/phs. priceli pricelist_en?Op
24 B https://www.moh.gov.cy/moh/phs/phs.nst/dmlpricelist_en/dmlpricelist_en?OpenDocu 2017/10/2
ment
#r2 g o4 |http://cedd.oep.hu/ 2010/1/3
o Pesquisa de Pregos de Medicamentos
15 7 http://www.infarmed.pt/web/infarmed/servicos-on-line/pesquisa-do- N/A
EHR L [(AEETHR)
HF http://cedd.oep.hu/ 2010/1/3
B, http://www.sfee.gr/en/medicine-prices
2072 5 5. |http://cedd.oep.hu/ 2010/1/3




éQ K//’?‘Z '% LL‘ ﬁ&— 1) 1"/[‘ HP vI;C ;\ 7 ;Tﬁ‘%’t 73 ')'"J
&) & OdeVO Keytruda Tecentriq Kisqali Ibrance
£ 101,766 177,793 334,554 7,395 20,955
p o~ 49,059 103,978 178,402 6,433
= F] 43,320 103,858 150,365 1,849 5,547
v £ &
i B 62,470 219,918 2,961 8,947
ENEY 1,355 3,902
o ] pE 46,785 127,022 196,248 2,226 6,676
I 1,162 3,987
L 51,823 81,792 163,352 1,732 5,131
kR 44,670 91,137 160,815 1,853 4,258
10F] ¢ =i} 49,059 103,918 178,402 1,851 5,547
10 R B 4 1§ 43,320 81,792 150,365 1,162 3,902
iR *44,150 *71,523 *132,450 *1,129 *3,215
&~ 71
i& &
o rry
R

*4 % 3TMEA
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& W{ l%\ Ll ﬁ&-ll ITHPE R 2 FTE L D)
&) & Splnraza Tagrisso Rydapt Darzalex Dupixent
3 K 4,732,290 18,446 5,944 78,644 56,035
P~ 2,658,046 5,801 52,631 23,282
& R 2,961,750 7,595 3,956 56,865 24,975
S 3 2,750,598
N 3,803,511 9,828 6,669 98,995 30,206
e 6,943 24,858
v pE 3,057,759 7,463 4,272 66,558
I & 6,488 3,812 18,980
L 7,113 71,300
B 2,366,100 5,649 3,920
10F] ¥ = 2,961,750 7,113 4,114 68,929 24,916
10 R B 4 1§ 2,366,100 5,649 3,812 52,631 18,980
ik | **2,450,800 WA *3,829 **A7,723 20,669
%~
i& &
g L9
R
*5 B ;TMEA 19
*EEE R z_list price » {87 22 e & MEA > B w o Az




- A=
x| B2 e % L R -1u1078 ¢ 4 £ 3104 B 5L (1)
®u | Plavix 75mg irgrs;]tgr Hﬂ%‘fﬁg” Advate 11U B%r_%ﬂ]“gde
iW 23923 322.78 56.20  1698.04
B 48.02 21.55  228.56
E K 46.91 25.43 28.04 478.17
Yy 63.23 32.71 528.20
% 95.52 82.76 758.87
* H 12.36 13.07 2201 178.77
i 8.23 2718 396.58
o 22.64 10.86 19.71
P} 43.54 37.62 65,682 31.26  564.98
i 3.14 3.97 103.60
108 ¥ f.‘f’.fﬁ 46.91 25.43 65,682 27.18 478.17
10551&1&& 3.14 3.97 65,682 19.71 103.6
TEYE 36.1 168 46,895 26.1 130
B F 22.69 10.51 37.15 173.72
i & 4.20 16.28 12.40 81.98
o L7 20.79 12.97
55 20.25 23.08

20



Glivec

—~ Z == 3 . , \ 2 oy Yy 2
X u% 22 ,% LU ﬁ'&-u 107 & ¥ 3¢ £ 38+ 104 & 5 % #(2)

EARS] Sovaldi |Norvasc 5mg 100mg Harvoni |Lipitor 20mg

3 W 37,116 254.32 3,475 41,755 408.03

p A 12,044 11.37 623 15,565 23.21

% H 16,446 15.63 640 18,325 34.75

v g % 15,262 32.78 18,592 42.48
N 24,735 20.52 1,061 27,531 54.75
=Y 10,101 276 15,153 6.05
i 10,487 281 15,731 0.98

I & 14,679 5.09 235 15,028 16.84
4 16.30 694 16,381 23.32
B 9,602 0.64 256 9,602 1.88
10F ¢ i+ i 14,679 15.96 623 16,056 23.27
107 B % i * 9,602 0.64 235 9,602 1.88
iR R 2,140 4.57 598 2,140 20.2
&= 6.83 908 12.13
i% & 6,839 9.76 294 7,916 18.91

RS A 1.44 11.39
75 7 17,849 3.81 611 20,537 14.55

21




Ang

~0

D)
[ 4

ﬂ %r b
ol ﬂ # ,,i.
th wn



TS

d I 7 % ¥ Saskatchewan 4

+ Ontario’s ~ BC’§ £ Québec’g # —

7 %< Red Book » = 5 %+
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i RE B

Red Book -Average Wholesale Price(AWP)

— AWP % [ ¢ T £ 4 (sticker price) | 2 T 2}
(list price) ; » = ®WiZ B F P 7 3% &Red Book -
First Databank 2 Medispan % # & P &2 i # F

— AWP § * f&%.%g;%ﬁ it B AR 5 i ¥ L AWP
alr"/‘X% s 12 AWP T ?E;ﬁ%g u/ 5 1 ;%v ¥,
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* Average Sales Price (ASP)

— B AL S B ; =R Fe PR (all
nonfederal purchasers) %% £ T%’ 1‘;_3, & a‘r"i/T‘ 3T
o~ 37R 2 H s Y Zng Meaflg 2 2R e

- RPERE2EETRENEAES2ZASPT AL CMS

— & 3+ 3 Medicare Part BZ %4 i mé?{

. Medlcare PartBZ 5.1 £ % P?EFF # * ZEEL(hoid SA) 0 T
¢ PR #2.2%

— PR TR EL(E82%)

— https://www.cms.gov/Medicare/Medicare-Fee-for-
Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice

CMS: Centers for Medicare and Medicaid Services


https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Part-B-Drugs/McrPartBDrugAvgSalesPrice

i@%%

* National Average Drug Acquisition Cost
(NADAC)
—FRF R P AEL T RE RN
—d FhHwCMS® FF(= T i b) CMSEH
— % Medicaid & &5 i et B 4R 8

— https://www.medicaid.gov/medicaid/prescription

-drugs/pharmacy-pricing/index.html

CMS: Centers for Medicare and Medicaid Services


https://www.medicaid.gov/medicaid/prescription-drugs/pharmacy-pricing/index.html
https://www.medicaid.gov/medicaid/prescription-drugs/pharmacy-pricing/index.html
https://www.medicaid.gov/medicaid/prescription-drugs/pharmacy-pricing/index.html
https://www.medicaid.gov/medicaid/prescription-drugs/pharmacy-pricing/index.html
https://www.medicaid.gov/medicaid/prescription-drugs/pharmacy-pricing/index.html

i@%%

* VA Federal Supply Schedule
—d ERITEAETHRMA LR ERFARY > &
H 2 A 23 2 ;;l, + N /31 4 N - .
AT B3¢ =R i+ P ’ﬁ—i'%ﬁzﬂ A Jj'!?__ié_.
* Tii 2R FT i FE 1 Federal Supply Schedule (FSS)
— F MY EER R E 2 g ik B i (Most-Favored Customers Price)
o B =8 1 'L Federal Ceiling Price » = #LBig4
— WA * 2t PIESNASAE D VAS BP0 s 2 X A 3o N e k2

7 1B F 3 76% 020 28 T 35 ¢ i 4 (non-federal average
manufacturer price)

o > T_£& X)National Standardization contracts
— R E R BRI R Er FROER TR
FEHREE

— https://www.va.gov/oal/business/fss/pharmprices.asp
— https://www.vendorportal.ecms.va.gov/nac/pharma/list

VA: Department of Veterans Affairs


https://www.va.gov/oal/business/fss/pharmprices.asp
https://www.vendorportal.ecms.va.gov/nac/pharma/list

Revision of foreign price adjustment

Direction of reform (Provisional translation by PhRMA)

<Reference price list>
© Inthe US the RED BOOK prices are currently referenced. However,
(1)Some have taken the view that, being a list of the manufacturers’ recommended prices (free prices), the RED
BOOK is inappropriate for comparative use in drug pricing decisions in Japan, a country that has official prices.
(2) Whereas others have take the view that, being the world’s largest drug discovery country, it is not valid to
exclude the US from the reference countries.

o In view of these points, the price lists ASP and NADAC* used for the US public healthcare schemes Medicare and
Medicaid shall be referenced.

<Scope of applicable new drugs>
o Currently, FPA is applied both to drugs priced with the cost calculation and the comparator pricing methods.
However, to assure fair market competition, FPA shall not be applied in the comparator pricing of new drugs but
shall be applied to the following:
(1) New drugs to be priced with the cost calculation method
(2) New drugs to be priced with the comparator pricing method for which no drugs with similar pharmacological
action exist

* ASP . Medicare Part B Drug Average Sales Price
NADAC : National Average Drug Acquisition Cost

29




Re: NADAC and ASP

QOverview

Average sales price of in-house prescription drugs to
medical centers

®  Reimbursement price for Medicare Part B coverage
(hospital outpatient services etc.)

®  Average cost for acquisition of in-house prescription drugs
by dispensing pharmacies
®  Used as basis for Medicaid reimbursement prices

Products included in the CMS outpatient prescription drug list or

LT AN Drugs principally used as part of treatment administered by new products approved as outpatient prescription drugs by the

physicians in clinics that are not reimbursed on a flat-fee basis. CMS under the provisions of Section 1927 of the Social Security
Act.

* Extract from data distributed to Expert Advisors of the Expert Committee on Drug Pricing on August S 2017

Comparison with RED BOOK

ASP/NADAC RED BOOK

(New reference price lists) (Reference price list used to date)

No. of listed products * 19 products 55 products

Price relative to RED
BOOK (average)

0.77 —

* New drugs listed in Japan April 2016 ™~ August 2017 for which US RED BOOK
prices were available at the time of listing (55 products in total)



1\ = R "\ Z v 2 Y 1
& Ki“% é/;__% j%‘ LU ﬁ&-ﬂ 1T Hp V]{i\i%?i‘—% =

Rul/%% F4# | Opdivo | Keytruda | Tecentriq Kisgali Ibrance
Red Book 101,766 177,793 334,554 7,395 20,955
NADAC
ASP 87,105 155,466 288,974
VA(FSS)* 80,431 144,066 276,055 5,873 16,660
VA (NC)?
VA (Big4)* 60,691 106,954 206,100 4,302 12,289

v £ &

Saskatchewan
Ontario
Quebec 1,973 2,918

RFI0R Y = 49,059 103,918 178,402 1,851 5,947

RFI0R & M § 43,320 81,792 150,365 1,162 3,902

iR T *44,150 *71,523  *132,450 *1,129 *3,215

FSS: Federal Supply Schedule
NC: National Contract

1.
2.
3. Big4: Specialized pricing available to VA, DoD, Coast Guard, and Bureau of Indian Affairs
* 2

4 % 3"MEA
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— = 9 L >
x| R & '%\ A EECE I ST

= v

— /-)
%5 0

Rwl/%+% F 4| Spinraza | Tagrisso Rydapt Darzalex | Dupixent
Red Book 4,732,290 18,446 5,944 78,644 56,035
NADAC --- --- 46,482
ASP --- 66,845
VA(FSS)! 3,040,267 14,684 4,391 65,207 89,905
VA (NC)?
VA (Big4)* 2,944,625 11,438 3,204 44,945 66,760
v £ &
Saskatchewan| 2,750,598
Ontario
BC --- ---
Quebéc 6,868 21,873
RFI0R Y = 2,961,750 7,113 4,114 68,929 24,916
RFIORE™E | 2,366,100 5,649 3,812 52,631 18,980
ik iy | *2,450,8000 & Az ;«*r“ *3,829 **47,723 20,669
1. FSS: Federal Supply Schedule
2. NC: National Contract
3. Big4: Specialized pricing available to VA, DoD, Coast Guard, and Bureau of Indian Affairs
*} %37MEA ; -

*y a2 &% e i 2 listprice > (B R EMEA S P ¥ A jo i



S == 3 ~
] M5 2 T b P07 ¢ g 2104 B 55 6(1)
‘ e Plavix Crestor Herceptin Baraclude
RIS T 75mg 10mg 440n?g Advate 11U | 4 g5
3 K
Red Book 239.23 322.78 56.29 1698.04
NADAC 191.45 258.53
ASP 144,060 39.90
VA(FSS)* 190.30 270.21 24.12 1422.14
VA (NC)?
VA (Big4)® 149.20 201.30 1059.21
v £ &
Saskatchewan 63.23 32.71 528.20
Ontario 63.23 32.70 528.20
BC 68.29 35.33 553.85
Quebéc 61.79 31.70 512.82
RITI0R* =1 46.91 25.43 65,682 27.18 478.17
R1710F & % 1) 3.14 3.97 65,682 19.71 103.6
= 36.1 16.8 46,895 26.1 130

1. FSS: Federal Supply Schedule
2. NC: National Contract
3. Big4: Specialized pricing available to VA, DoD, Coast Guard, and Bureau of Indian Affairs 33
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Rw/%% F4 | Sovaldi N%rr\ézsc folgﬁ(; Harvoni |Lipitor 20mg
3 W
Red Book 37,116 254.32 3,475 41,755 408.03
NADAC 202.79 465.83
ASP --
VA(FSS)* 23,820 123.92 2,849 31,474 292.59
VA (NC)?
VA (Big4)* 22,858 123.92 2,152 24,278 292.59
v £ &
Saskatchewan 15,262 32.78 18,592 42.48
Ontario 15,262 34.69 693 18,592 53.36
BC 15,567 35.41 18,964 45.88
Quebéc 15,262 30.30 617 18,592 50.40
RFI0R ¢ =i 14,679 15.96 623 16,056 23.27
17 10F B 4 1§ 9,602 0.64 235 9,602 1.88
iR T 2,140 4.57 598 2,140 20.2

1. FSS: Federal Supply Schedule
2. NC: National Contract
3. Big4: Specialized pricing available to VA, DoD, Coast Guard, and Bureau of Indian Affairs 34




