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. Similar efficacy comparison method
Cost calculation method m m

.W No comparator drug is available Similar* drugs are available
. Basic Price setting Below cost components used Comparator drug is used to set the price
Manufacturing (Importing) cost Innovation 70-120%
P Sales, general management cost Usefulness 5-60% None
D Operating profit Marketability 5-20% (Due to minimal
Marketing cost Paediatricuse  5-20% novelty)
Tax, etc. SAKIGAKE 10-20%
Foreign price Drug price is adjusted between Drug price is adjusted Drug price is
adjustment 0.75-1.25% of mean average of between 0.75-1.25% of | adjusted <1.25% of
=== foreign price mean average of foreign | mean average
m=EEI , o5
price foreign price
*Similar in terms of
indication,
pharmacological ~30% of drugs approved ~70% of drugs approved
action, composition in 2016 in 2016

and chemical
structure, RoA,
formulation and
frequency of dosing
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4 factes' influencing projected increase in Japan's health care spending, trillion yen

.:'H'iq(‘f"f(‘-‘:

Expenditure in 2005 - 131 - 131

Advancing medical techinology l 6.2-94 - 154-23.7

Incraasing econdiic wealth I 6.8-9.1 - 152168

Aging population m Ji-714 m 102-106
Changing treatment pattems I 3133 l 9194
Estimated expenditure _ 56.3-623 _ B4 6-92.7
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Special Expansion Out-of-cycle repricing for
Repricing Repricing market expansion

- JPY 10BN 15BN [100}-150 BN 150+ BN 100 BN

Annual sales

892 MN —
usbD 89.2 MN 134 MN 134 BN 1.34 BN + 892 MN

Sales forecast
Reduction Upto 25%* PO 18%™ ;02500 Upto 50% Upto 50%
Upto 25%*

Similar MoA; same Pricing comparator; same Indication expansion
Target products : e : i between Oct 2017 —Mar
chemical composition chemical composition 2018

Size of market of similar
LGRSl MoA products: listed a long
exemption from time ago; different
repricing indication / line of
treatment; different RoA*

MHLW took the strictest criteria from both rules and combined Resulting in Opdivo
repricing out-of-cycle

Size of market of
comparator products; listed
a long time ago; different
indication / line of treatment

Indication expansion is after
the biannual pricing survey
(September 2017)

“only for drugs priced by cost calculation method
“*anly for drugs priced by comparator method
*not in official rules, but have analogue example
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o BIERTER YRS & N B W B e R R 88 ~ TeT i 4% (|
FARARGTEE ~ SRR BV A M S aEREN: ~ IREIPREE(E R
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Discussion schedule for fundamental pricing reform at
Drug Price sub-committee

2016 2017
| Dec Jan Feb Mar Apr May Jun  Jul Aug Sep Oct Nov Dec l
- e e —
4 m"“i"‘““i Industry Industry Postponed to Industry
| Sermsieit ) Hearing Hearing W Hearing

<Discussion topic>

1. Market expansion by additional indications
| | | | | |

| 2. Accuracy and transparency of price calculation method
Similar efficacy comparison method and Cost plus method

| | | | | |
{ 3. Foreign price adjustment

| | | |
4. Price revision and price survey at middle year

| | | 1 1 |
| 5. Price of Gx

L
ver )
4
=
o
=
=)
=)

| 6. Innovation premium

| I I I

| 7. price of LLP

| | | ] |

8. Reward for innovation
| | | |

i *CEA will be discussed at respective sub-committee ¥
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@  Prices are readjusted biennially (currently), with the | Current
aim of making this more frequent process

Off-year price revision will likely be implemented in 2019 while four times/year revision is

planned to be initiated this year

Currently all drug prices are revised biannually

§ Revision of Revision of Revision of Revision of
3 drug price drug price drug price drug price

 $umestwarsovion roreresuenet | [ | | | ] | [ [ [ [ 111 [[]]

=
=} D | - - - - -
= over and above a certain level following | | Revi : e 8 1
=8 | the addition of indications CRMORSSIRS. ... .ol e el b RIS
™
Sl | - Off year revision : While not yet decided. drugs that may | o ol
= - : : S r i
ok possibly be subjected to this revision are Off-year Price |
e + Those in the top 30% in terms of price discrepancy rates™ or I Revision i

= Those that have 8.8% or larger price discrepancy rates R 4

*: The price difference between NHI prices and wholesale prices (i.e. discounting occurring).

) BRIBFERHRGEHEHTASIE - B Al H A ZE et S A
B o (ST DS ESE MU T B C AR R AV AR & Sovaldi ~
Harnovi ~ Viekirax ~ Daclinza } Sumbepra * FI i/ GREEENT Opdivo
Kadeyla)#E7T HTA 5¥Hd - (EEFH BRSPS 9 41T HTA 5
fifi o HASHY HTA $IEEEHS 1 = Al se S FUARIY HTA Hil s R 0L
@ fE HTA tP%ETT cost-effectiveness threshold %4 » FRIZEE AT ICER

B N EGR G AL AR R AR E (cost-effectiveness) 77 By 5 4 » PA
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1. HRAIFEEGHEE% R T ES Ry OECDEIZRHAY 45% - §#[E] 201641 45E
TGRSR SCHAY 24.6% # OECDEIZR A HIE RS © 5391 1
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2. Ry TIERIRrEssy A (TR BN IREEE S MBS - HATERE Y
WAL R s T A SEEME T T

(1) PVA-linked price cut &8 H{E &= 7k 2 R = 5H S I R 4%

m_nﬁ

(2) Expansion-linked price cut &5 #z i 45 (< i e e 2 [ 28 (g
(3) Generics entry E2 gk A 350 SR Sl
(4) ATP-linked price cut (%5 EE(E AT R F 45 (E
3. FREHT AL EIFRILY 12 2 18{H H - 4IRS S8 5 & 5 - B
HESEEESLZEREERE 4 F 2 -
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(1) el 7 Bfoha = i (Risk Sharing Agreement Track)iE /G2 A

FLAE SRS ] Z B AL a2 gE > HaZ EEan /8 RelnE Sk

=

ZE SR B o LB 78 B g P 7 N B E (R PR b S B (NHIS)
o ] B R 0 RTERA e T =N
A. Conditional treatment continuatioffi #5245 A FH %1% 1Y) QR s
TEE AT - ARG » AR TR = -
B. Expenditure cap 3¢EFEHEEREMT - WEEHEE BT
IREFAE - R fRiE g 2 ChOEsR -
C. Refund: iz B IR L HRE —ELLHINYEEE -
D. Utilization cap/Fixed cost per patients & &5k AR HIFH &
WP A5 P PR & R s 7 2 e
E. Coverage with Evidence DevelopmerfEEs RERERITZERE T 31T
Gt —BAN—ERERANER -
(2) Glrpk AR i ERHE #E (Cost-Effectiveness Exemption Tracky

PRI a R 2 Hoth 2 (CEE o o] B 2 B AR el 2 e - H % %

=

W Bdei e B0ZE B 8% > MR EE R DU 92 (single arm

study)el5 SRR PR s Bk (] R e ) B EE g (KFDA) FRES R 5



50 HIRAZUDEY 200 A - [LIREERL DL EALRAFIALE TR > JFak
7€ Expenditure cap I4EEEES: <7 8 IR B E R 7 185K -

P&RR

Specialty Drugs
. CE Sludy Exempﬁﬂn Tmck r life-threatening

¢ for lfe- « Oncology/Rare disease ! ‘J[ N ug isted
_iRae dissase freatment [T TS lternativ
L 8 h: T: ;-..35 no aiternative disease which 123 n;hja single arm study or with Ph.2
threalening i W Dk regi stration wi

drug listed study only

Oncology/Rare disease Tx
+ Life-Threatening
+ Noalternative drug listed?

Registered with a single
arm or ph2 sludy only

l

CUA study Less than 200 patients _»
Y ﬁﬁy‘/

e o ey

1 ATE-DIOQIEssive .‘MFF[ ctancy ;' year

MECnansm

(L) B0 SR e 28 1 Keytruda, Opdivo: S5y e S i i £ 5 KL T
4R5 2 FRETERAT R —RETT  (TERSERE L THEN = — -
Keytrudaz Opdivo & [F]H5Hx F 2Rk (Refund FIZE LR [R =40
(Expenditure capy Ja\F# 3 8k 72 - k0728 (Refundfiy Kt
(FIETEATEE LY 30965 5096 [ {4l BB g R fr /A B (NHIS)
Ktk toha Tk Z ELp - IE—IREEMIETE AL (HE - BEE
WA —FRIR - IR ERYE bt/ BepIL -
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mmuno Oncology Prices and R

with addibonal special reimbursement opons
\/Payer‘s concern !

nt listed as of Aug 21, 2017

+ Price and Reimburseme
Reimbursement budget

’ . indication | Reimbursement Scope e

Listprice’ (USD) | Label mbursement
' for 1-O is assumed as
[KEYTRUDA Ze oo 100 USD

i ) POL12 1% PO-L1 2 50% aver
' :r?:awﬁ: annually, meanwhile
= about 300mil USD is the
1. 200l (100mg) All come!
i 2 donvcyiie (2w) [Raganiess ;SDL 1 POLT 2 10% total oncolagy

i o expression) reimbursement budget

§2 4000year

| oNG4BMS
« Lt prce s the oficial NHI price before deducting Ihe mark-up

| v Dial RSA schemes

| 1 Retund payback |

| Confidential payback rale was contracted befween fhe company and | « Treatmenlisa
hosprals (Hos

duration capping

I NHIS ( 30-50%)
2 Expenditure cap + Post PAR assessme |
[

U ey ’
' Pavback o NHIS when the sales s over a cerfaim amounl every year ( regulation 1s under revision
| « Fixed budget cap | as expendilure cap) for -0 class 15 under :
consideraton l

|

(2) FIiA e M AL > 25 5L Perjetar £ utilization caps &A1 A [

SEfT 4 (EFRE - A0 A GE RS 4 ([BEE - BBHE A SEE Rs

B 4E NHIS o

| Agsambly raised n-:-n-r.mmbursemer:t :ss;ui:T of BC
oariamentsry audi (Sep. 16 ~garly 17)

List price* | Label indication | Reimbursment scope
(Combination with trastuzumabsdocetaxel) |

| ysD 2500 v (420mg)
(50 2 So0icyce (3w, maintenance) { HER2# Breast cancer (BC) Only reimbursed on
HERZ2+ breas! cancel Jl

PERJETA
[t TR | USD 42500/ year 2 pac-adiuvant Breas! Cancer
1 Agreed cap I
IO %
« Utilization cap w1 BRI et
(Pertuzumab+{rastizumab) o ¥ |
- s v
ey . Pay-back
E -'-:fﬂ?'xr;a‘s exceeded for e cap. fhe " _to Payer |
exomesed oot o peruzumab #nd rastuzumab Pin R X | |
PR !
e i |

st e refuncid bo payer by B company

T
Actual utilization |

14
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1.

AP Rl DI & B Rl iy L - L= B ORba il 0 v =
o iRy DG L TUESR ) R T IROR o T SRR GR ) LIS TR
FESEHA SR BRI H R B TRl (SR MB THEGRE - FEHE
UL R THY TEING SErE SR E2EANIRE > IRFANEVES AT
AERS RIS (TR ] - T ey R T EDR ) AR AL K
SRR E R AT B BaAR > HORba R e R R R AR &
BRG] > A RNER R T H BT - 5 2017550 th B R U B
mEEs TERE ) K TWER) BES AU E R -

Supplementary
. " Large Sum Medical | Layer
Public Servants 2 ; |
Corporate Supplementary Supplementary Expenses
Supplementary '

Major Medical Insurance Schemes

Private Medical Insurances (under development)

"(_'.:ata;_s_troﬁl_lic Dl.;sea;t;s In_s;uraﬁ_t;e (Eblj
Launched in 2015

Urban & Rural Residents Mi?filc;l
Basic Medical Insurance Insurances
(URRBMI) (BMI)
Start to merge in 2017
Medical Aid System |
Rural Residents Urban Residents Urban Employees

2. fEPEIEFIRERra iR 959l | - B AL HVEELLAIR - HiEE

e [E BRIV SE A A ESG (TEEE] - TLAh - MBI e £ E AR s
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RN > BEALRSTHY A IR R H SR S E BUF A A
sk - B A PRI REPR I SR L BRI 5 (] - 28000 > 2 A
PR AL - SIABIR BRI S B AR E
ANILEEBE AR 75 - FIRSET I IL B AL A 1 > BEACHYIFIEI R
TUt » HEEHTEC YD BT AR TP B R SR A AR TR AR Y 8 -~ (R
ek (P A B B O H $R) TR AERFEY 4 2 7 5~ B R0 AU E
FREIRFY 2 2 34 - (NI > —(EHTEEE M A CREG (T RTHYEH B H 1R
B o HLAE TS B A o I e P S SRR -

. 2°d Run Negotiation— -
= ..GPO a Hospital- L;strng

i Provmc:al Biddin s

~ ~INRDL/PRBL/CDI)
(NRDLA-7 yr.)

t Approval

Registration
(~8yr)

Products in China historically arrive
i0 later and have longer lifecycles than the West

e | aown B ek B lor |

Commercialization

Registration

16
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(7 EEEESN(FHE 2 REFHET -
(8) 4 Bk EE(E

360° measures to control BMI spending growth, especially
" on medicines

= Quality Consistency
Evaluation ( QCE ) forlocal
generics
New Drug approval price:
commitment

SIS 0 Drug Markup at
Volume Control Hospitals

=+ DRGs *  Reduce Medicine
Capliatmn Proportion <30%
% =  More price cut at
provincial
biddings
Two Invoice
.,names) ; * Volume based
- ' Purchase

* MOHRSS @ Ministry of Human
Resource & Social Security

* NHFPC: Malional Health & Family
Planning Commitlee

+ CFDA: China Food & Drug ¥
Admirnistration

it - EREAENETEEEZ ABE(NHFPC): &R gt BNV E N R E - AT RAI L& friE s
(MOHRSS): S E B B frla S ZE)4a (1 IHE -

() 2RPE R

FEZRPG n Y B IR AT A £ Ry 28 > — (B2 R LA IR B By
FAVBRFRIEAEG 2 - TR B R CE RERAY BRI TS - it @A Em Y
Z80 0 WA AR R AR - BBy A &5« 0.3 tHyH#
e > MIAEAN LRSS RERER - AT ANBURZ - i
B F IR » BEAh > AIrEE R RER IL BRI AN s J5 5 (Blue

W
o)
o

Z
=

il

s

HENEEm YA Blue Booki {17 Eefs - BURBIEAILE
PeRe(E FHAYVEE LB A 2% » ARl S — (B R I S AR AR
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WIREIE FHEESE -
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G872 > RHIRE AT LAE FEEEE > SRR H AT i FHEE R A
EEISE - EERYTPEIRRE - &anat > SR EERYERE ST G T IR
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(JVEIE
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19



BB A G R B A n N B 2 G A (<] R R A BRSOt » S8 PR E S
AP B SR R IVRE AN [F] - B IR G A S B A a (< i FE TR A 2R AH
7] > S b e A\ SRS R K B R AR K IS - (RS 2 B
i S A B B A A (] R B R I A H S EH e - B R
AT THIRE ~ S ORTERI B RS P IR 5725 S A S B B B e R o
i o (ESRFREIEORIRAS (THYES £ BEPRSEIIR S i P Ee A (] - {HE978
EAREIR T R - AERPEE T AT RV SEE 00
MR E IS AR AT B R A0S - IEHAMB R A 5 - DUEE s
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SR R FEF ORI Z B R SR 465 -

BEREEND I RN B R T i P BAMHE ORI & - 2RITTAEREF SR S 8
TMEZ - ZERIERHE CA R R EGRTE - A SRR
12~ ET=0 s Zor2 B HABEHRY S E S T Eraiammidil & - 5200
AT R ARA L R 25 Y HiEG » BRI S R S B R R R B T =
EEEHETEAISH G > HEE n M s B A BT 5 B P Sk 1T
= WHESEEMEE g8 hEESEHS > 2 E8HEHRER
HEER VIR RV ER R - LR R (R 2 AR TS N & A
BRI RSB (ORI BT B oM I S Y 22, T 5 1T = 5 B & KAV

877 WEIREERAE R = E R ORI FRY - alRe R IR g T
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Taiwan’ s Reimbursement
Model and Drug Price Review

Yi-Chieh Lin

Officer

Medical Review and
Pharmaceutical Benefits Division
NHIA, MoHW/ Taiwan

Principle of Medication Policy

¥

Patient-oriented health care
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Outline

® Payment system and pharmaceutical expense

® Pharmaceutical Benefits and Reimbursement
Schedule (PBRS)

® Pricing process

® Health Technology Assessment in NHI

Global Budget Payment System

The global budget payment system was adopted to
constrain the rapid growth in costs under the fee for-
service model and institute a system of financial
accountability.

Medical providers and payers negotiate overall caps on
total medical payments with the NHI system prior to the
beginning of a fiscal year based on a fixed volume and
range of medical services.




Trend of NHI Drug Expenditures

— (o)
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mm Drug expenditure (billion, NTD)
-@-Drug expenditure over total healthcare expenditure (%)

Principles of Pharmaceutical
Reimbursement

Positive The National Health Insurance Pharmaceutical Benefits
|_|St|ng and Reimbursement Schedule (>15,000 items)

A. OTC/non-prescription drugs
B. Not clinically essential (contraceptives - hair

Items not restorers * shampoo...).
Covered C. Immunization

D. Not complying with approved indications or
reimbursement restrictions




Pricing Process of New Drugs (1G NHI)

Drug supplier NHIA
Dossiers 4 Submission
Administrative review
V
Disagree & appeal .
R~~~ > Drug B?neflt —> Decision
; Committee
l Notify Drug supplier
of the result

Ly PVA/ Final

agreement Agree !

> Listing 7

2"d generation NHI

® Implemented in 2013

® More transparent and predictive

O Pharmaceutical Benefits and Reimbursement
Schedule (PBRS)
e asthe principle for drug listing and fee schedule
0 PBRS Joint Meeting

e composed of stakeholders to ensure decision making

for drug listing and reimbursement 8




Pricing Process of New Drugs (2G NHI)

Drug supplier NHIA
Dossiers I — Submission
V]
Administrative review -----------———. HTA
V
Expert Committee P— Pa'fle_nts’
- s ; : opinions
! Disagree & appeal meeting i P
v o
PBRS Joint Meeting —— Decision
|
v Notify Drug supplier
: PVA/ of the result
s Final
agreement Agree .
> Listing 9

PBRS Joint Meeting

composed of stakeholders to ensure decision making for drug
listing and reimbursement

Healthcare Providers
Scholars and Experts
The Insured

Employer

Health Regulatory Authority
(MoHW)

Drug Regulatory Authority
(TFDA)




Participants of PRBS Joint Meeting

Health and drug , 2
regulatory authority e assigned by competent authorities
Sl ia il @ designated by insurer

The Insurec e recommended by related
(employer and lay association then designated by
member insurer

cleclinesienoeies e e gssigned by related association

e 3 representatives may assigned by

Pharmaceutical related association to seat in the
industry PBRS Joint Meeting (although they

have no right to vote for cases)

Missions of PBRS Joint Meeting

® Make rules of drug listing

® Make principles of PBRS

® Decide the listing & reimbursement of new
drugs

® Decide the listing & reimbursement of new
items with same ingredients or function of
existing drugs

® Decide the amendment of reimbursement
restrictions

® Otherissues related to PBRS

12




Submission

HTA report
(42 days)
Expert Committee
Once per month ——— meeting

HTA report and PBRS

7 days prior to Joint Meeting agenda

meeting

made public
Once every two PBRS Joint
months Meeting '
Approval given:
F 1. Before 15t (inclusive)
2 weeks after PBRS Joint Meeting of the month: take into
meeting - minutes made effect on the 1 day of

the following month.

2. After 15t of the month:
take into effect on the
1%t day of the second

month after the
K approval. / 1

public

Approval of
listing

Notification of the Preliminary Advices

from the Expert Committee Meeting

Expert Committee meeting <

T

Notify the proprietors of
preliminary advice from the
Expert Committee meeting

T

Proprietors submit renewed
submission documents

i N

PBRS Joint Meeting
14




Two-level of
Pricing & Reimbursement Decision

1. Expert committee: initial proposal

2. Stakeholder Committee: final decision

15

Three decisions of
pricing & reimbursement

1. Listing: whether the new drug will be listed in

pharmaceutical benefits scheme?

2. Pricing: how much will the new drug be paid?

3. Restriction: whether the restriction on reimbursed

indication or pre-utilization review is needed?

16




Four Criteria of
Pricing & Reimbursement

1. Relative effectiveness
2. CBA/CEA/PE

3. Budget impact analysis

4. Ethical/Legal/Social/Political Impact

17

Pricing of New Drugs

Items with new active ingredient(s), new dosage form, new route of

administration or a new combination of listed ingredients.

Category Pricing

1 Breakthrough  Median price of A-10 countries

* lowest price in A-10 .

* price in original country

2A Me-better * international price ratio .
* treatment-course dosage .

ratio

* acombination drugis priced

at 70% of the sum of each
ingredient’s price, or at the
2B Me-too price of the single active
ingredient.
Capped at A-10 median price

Mark-ups

local clinical trials (10%)
local pharmaco-economic
study (up to 10%)

better therapeutic effects
(up to 15%)

greater safety (up to 15%)
more convenient (up to
15%)

pediatric preparations with
clinical implications (up to
15%)

18




Selection of comparators

Based on ATC classification
Drugs of the same pharmacological effects or in the

same treatment category
® Drugs with head-to-head comparisons shall be
regarded as important comparators

® In the case of Category 2A new drugs:
— Based on the originator which has the same active
ingredient(s) and specifications
— Drugs listed in the past five years

19

A-10 reference countries

Country Source of Reference
us Red Book (not official publication)
Japan Drug price baselines (official website)
UK NHS Prescription Service
(official website)
Canada Saskatchewan Formulary (official website)
Germany ROTE LISTE (official website)
Base des Médicaments et Informations Tarifaires
France (official website)
- Centre Belge d'Information Pharmacothérapeutique
Belgium (official website)
Sweden Farmaceutiska specialiteter i Sverige (official website)
. Arzneimittel kompendium der schweiz (official
Switzerland website)
Australia Pharmaceutical Benefits Scheme

(official website)




Price of new drugs compared with A-
10 reference countries

2013~2016 (N=137)

5 A 10 medium

= A 10 lowest
128.5%
100.0%
=== 99.2%
I I
I I 0,
69.1% 75.5%
I ) I
1 2A 2B
(N=12) (N=37) (N=39)
Not including:

1) None of reference countries listed. (N=22)

2) Only 1 reference countries listed, reimbursement price/ Price submitted by the
supplier. (N=22 - 92.5%)

3) Price submitted by the supplier (2A&2B). (N=5 - 100%) 21

Interfering Factors of pricing process

Proprietorsrs NHIA
Dossiers . Submission Administrative
process
\’
Inappropriate Administrative review ------------- HTA
dossiers J No suitable comparator,
Expert Committee not cost-effective
> .
Disagree & appeal meeting
\Z Longer stakeholder discussion,
PBRS Joint Meeting unacceptable budget impact
|
v Notify Drug supplier
PVA/ of the result

L Final

agreement Agree
Business !
aspects > Listing ',




Strategies for improvement

Factors Solutions

Inappropriate dossiers Create check list

Administrative process 1. Establish electronic tracking system
2. Allow drug supplier to make submission by approval letter.

No suitable comparator, 1. Pricing Category 2A new drugs with reference comparators listed
Not cost-effective in the past five years
Giving the proprietors a 10-minute hearing in the Expert
Committee meetings as requested
Notify the proprietors of preliminary advice from the Expert
Committee meeting

Longer stakeholder discussion, 1. Pre-meeting briefs to consumer representatives

Unacceptable budget impact . Adding 4 expert representatives to the PBRS Joint Meetings
Giving the proprietors a 10-minute hearing in the PBRS Joint
Meetings as requested
Allocate more budget for new drugs
Request submissions to attach budget impact analysis in file.
Regularly report the expenditure regarding newly listed items and
items subject to expansion of reimbursed indication on the PBRS
Joint Meetings.

Business aspects More communication

Why Need HTA ?

Decision-making Processes:

1. Assessment

2. Appraisal:

3. Decision




Contents of HTA Report

1. Comparator
2. Relative effectiveness

. Cost effectiveness

3
4. Budget impact analysis
5

. Summary of HTA reports from UK, Canada and

Australia

Comparator

What are the existing treatment options?

® Principle of selection - drug
@® Clinical guideline
® Payment status

® Clinical practice

26




Relative Effectiveness

Is the new drug better than the existing option? How much better?

Systemic review

Head-to-head comparison is preferred
Indirect comparison is also accepted
Outcome indicator

Safety consideration

Target population

27

Cost Effectiveness

CostAh‘igher Acceptable CE ratio threshold

Effectiveness
inferior

. Effectiveness
_ better

<€

28
Cost lower




Cost Effectiveness

® Still in the stage of capacity building (lack of local
clinical epidemiological data and cost data)

® CE assessment results from UK, Canada and
Australia as reference data

® Up to 10% price plus for conducting local PE study

29

Budget Impact Analysis

How much is the total expenditure? Is that affordable?

@® Verification of financial forecast provided by new
drug supplier

® Financial forecast include:
— Total new drug expense in five years of listing
— Substitution effect on other drug expense

— Saving effect on other medical claims

30




HTA Process for

New Drug Listing Application

drug license holder, LH NHIA CDE

Submit

HTA application — > Application received

l 42 Days

Assessment

Opinions expressed <——— Official HTAreport <———
completed

Opinions fromlH ———> Get feedback
7 Days 31

Pricing of Other New Items

® New items of the
as those listed in the Schedule can be

classified into:

1. Originators: drugs with patented active
ingredients

2. BA/BE generics: generic drugs which have
been subject to BA/BE studies and approved
by the competent authority.

3. Common generics: generics drugs other than
the above

32




Pricing Process of Other New ltems

Preliminary
NHIA Pricing
Results

PBRS Joint

Meeting Listing

33

Principle of Pricing Other New Items

By classification (originators, BA/BE generics or common generics)

« Capped at 90% of the
originstors | 100 > [ovestprice of th
listed originators.
« The lowest price of
BA/BE 90 the listed BA/BE
generics generics.

« Capped at 80% of the

C;emng;?cr; _ 80 lowest price of the

listed originators.

« The lowest price of
the listed BA/BE
generics and
common generics.

34




Principle of Pricing Other New Items

By active ingredient(s)

® When the first item with the same ingredient(s)
and dosage form has been listed more than 15
years
O Items with the same ingredient(s), dosage form
and specification are listed with the same price.

35

Conclusions

® Multiple participation
— Involve more stakeholders to join PBRS Joint Meeting

® Implement budget impact analysis

— Implementing HTA to determine budget impact for
reasonable reallocating resources

® Multi-way communication

— Use multi-way communication to balance cognition
between the insured and healthcare provider or the payer
and the seller

@® International harmonization
— Harmonize regulation to join worldwide partnership

36









