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(2)F %7 5 B 424
d 274 A*STAR ¢ Biomedical Research Council /%4, % Dr. Danny
Soon 4F # BT A S RARY > & F oA 2 R RE AR > B
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* g8 §l e & 5% 4F 4 (substance use disorder, SUD) st 8717 % Jo o -
RECHHFERY HFRET - A cRFIPHASNY  FEF

St B S G0 A R D F A R T (R )

007



Bump from Biologics

Top Selling Drugs 2006

Top Selling Drugs 2016

Revenue Monthl Revenue
Name in millions WAC y Name in millions
(USD)
Lipitor $12,886 $105 Humira $16,499 $4,480
Advair $6,104 $150 Enbrel $9,234 $4,480
Plavix $6,056 $119 Harvoni $9,081 $34.448
Nexium $5,182 $128 Rituxan $8,583 $7,529
Norvasc $4,866 $60 Remicade $7.561 $3,215
Zyprexa $4,364 $447 Avastin $7,083 $11,657
D*g‘{g&‘; S‘* $4,223 $105 | Herceptin | 37052 | $6,732
Aranesp $4.121 $1,333 Revlimid $6,974 $16,931
Rituxan $3,863 $4,438 Lantus $6,343 $2,283
Effexor XR $3,722 $181 Prevnar $5,718 $174
Average monthly WAC $707 Average monthly WAC | $9,193

Table 1. Monthly wholesale acquisition cost (WAC) prices in the US of top-selling
drugs in 2006 and 2016. Notes: Global revenue for top-selling drugs according
to PharmaCompass.com and GlobalData.com. 2006 monthly WAC prices
calculated based on 20% discount to Red Book-reported average wholesale
price (AWP). 2016 monthly WAC prices calculated based on Medi-Span PriceRx-
reported WAC prices for the first year of treatment.
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Country Definition of Rare Disease

Singapore Life-threatening and severely debilitating illness
affecting less than 20,000 people in its population
of 5.5 million. (~1 in 275)

Philippines A genetic disorder which affects less than 1 in
20,000 people in the country.

Malaysia One which affects less than 1 in 4,000 people in
the country.

Thailand No definition of a rare disease and no specific
rare disease policies. (Thailand use “shortage of
medicine” as a criteria for orphan drug
designation.)

Vietnam No definition of a rare disease. (Rare disease
management was made a priority in the new
Pharmaceutical Law. Currently no specific orphan
drug legislation in Vietnam.)

Indonesia Less than 200,000 patients in Indonesia. (~1 in
1,300) )

BELGEEEATEFOT ] FRAERTICN A SH R 4k
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(2 )h A 3 £ 4 hBE 540 S
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’ﬁ}}% A % % (early access)i¢ * & 3 /B4 sxF ePATE R 57 e
#7% added value &7 alternatives 2 fF cipF £ > & ATE IR 2 LR F
BM R R 5 0 B 1R e TR A O RS /AT
(cost-)effectiveness still unknown - fe X 4 & * > feik b & 3 ATehiE
# o b &~ ¥ & X% (managed entry agreement, MEA &t risk-sharing
agreement, RSA) £~ i > ;% o iz 37 E LY > W E 5 BhocF v
(Y &R F7F % F UF MR(limited public resources) - & % R 4 $3TAT
v ip o3t E A1 & 44 risks sharing scheme & ¥ i izt B R4 RTE .
b2 SPGB G B kR ATH (early access), £ {1+ F 1S

PRLEELFLRFTR > AE9FPF > St ol idy ) PEFHE

WA Fefgdlz - o kgL R (1);},:’7 TS EY LG R B RS (2)
BRERMAFFLIFTE S P &4 ERAST H TFF LA > Q)F3

Wiek s 5 o dgd EREROTHRAE > RPAEFATE DR L - =

.\‘,

Lk B2 450 (D) FrR Fe b PRI > (24 5 RoReTRR ks s o A
Teh FRTHELI AT L LA TR > ERITEL D prend T

Mo AATE b OfcE {8 1R kR (3)F] 5 4% -© robust researches # &- e
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The rejections by HIRA were mainly due to the
uncertainty in cost-effectiveness

= Advanced head and neck Uncertainty in cost-effectiveness given higher drug costs than its
Cetuximab squamous cell carcinoma comparator, and uncertainties arcund evidence development,
* Colorectal cancer resource selection, and modelling procass to derive the ICER.
Uncertainty in cost-effectiveness given higher drug costs than its
Crizotinib Locally advanced or metastatic NSCLC comparator and based on the ICER demonstrated by the submitted
PE.
Pertuzumab HERZ+ EBC and MBC Same as above
Trastuzumab emtansine Recurrent HER2+ MBC Same as above
Elosulfase alfa Morguio A syndrome Same as above
Regorafenib Metastatic colorectal cancer Uncertainty in cost-effectiveness based on drug costs per cycle.
Vemurafanib Unresectable or metastatic Uncertainty in cost-effectiveness given higher drug costs than its
melanoma comparator and the weighted price based on prices in A7 countries.
Uncertainty in cost-effectiveness given higher drug costs than its
Carfilzomib Multiple myeloma comparator (the manufacturer did not submit a PE due to the small
patient population).
Source: Costello Medical (2013)
- -+ _.% r ﬁ \ ,:' [ [‘ N
(TIEFERAFTHBEY PR
=+ J = )l v S 2 Y . 2Tl 2
B9+ & 74 (real world data, RWD) e & i® 5 F iRk »c & 350 @

$EAESS LR BH LD R i o d TP 5T

A5

LASLHE RN h 2 TR HAREE D > La% 2Ty

wew

¢ DTk 2 F (unmet medical needs) » e frif & 2= 2

\\
!

cost-effectiveness o -yt fakim™ » 2 F R F £ & REM)F R i &t
B BN LB SR ® % chdp $#cdh 0 = 2 Health Economics and
Outcomes Research (HEOR)# RWD == » 2 J! real world evidence (RWE)

SOFEET R engRA s 1L ES R A 3= cost-effectiveness - £ B % F HEOR
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Evidence requirement for reimbursement

HTA requirement/ consideration

Established HTA Agencies Evidence requirement/ in consideration

Australia: MSAC! PBAC CEA and BIA required for decision

Thailand: HITAP CEA, BlA are compulsory for some high cost treatment
Taiwan: NIHTA Comparative effectiveness and BIA are required

South Korea: INAHTA CEA and BlA required for decision

Malaysia: MaHTAS BlA required

Singapore: ACE CEA and BIA for full review and BIA for expedited review

Pending HTA Establishment Evidence requirement/ in consideration
China Has decision making framework

“alue based pricing, Inclusion of cost-effectiveness

Jag analysis is in pilot phase
- Has expressed intent to develop HTA decision making
Indonesia ira
R Has expressed intent to develop HTA decision making
Philippines fra
Has expressed intent to develop HTA decision making
3\,
Vietnam fra
CEA = cost-effectiveness analysis
BIA = budget impact analysis represent countries without established HTA agency: < represent countries with established HTA agency

?]_
B & @& &

oSet up steering eﬁ\ssess potential e Develop study o Data extraction e Data cleaning eREDOﬂ and
committee and database/ source protocol and and data and analysis publication
stakeholder materials collection
engagement
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d 3 < 2 T Accelerating Patient Access throughout HTA reimbursement
Process in Taiwan | 4 % & B4R~ %frg%_ﬁn»]'(;n I A L Bl %5;%
# 3% 1% (health technology assessment, HTA) 4w i@ 1 84 & 8 5 i% - 45 ' 3T E
BAZF o B om A ENATET SRR A B SRR TS o
¥ ¢k A 3823 B T Fireside Chat: Payer Insights from Government
Perspective | » i A BLEEA % H - R4 R NEH 0 7 ¥ & £ B L Huff
post sz 2* K > @ Mr. Jonathan Cohn i ¥ 3 % h+ ¥ "If You Don’t Believe
Single Payer Can Work, See How They Do it in Taiwan | 7 & > #-% %5t i%
e S E & i o & 452 54 % fr(PharmaCloud) 3 ¥ % 2

(MediCloud) » 4 & j et
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AXEREFTA R AREFERE IR 9REF 5 Deallus Consulting
Japan K. K.z Representative Director, Mr. Yuki Sato > 4% 4 4%+ 5 & crid i} %
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medical needs L& » » € & K7 E iRk TR O F B A7 E 0 FL R
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AstraZeneca 1 Greg O’Toole % ¢7 & % [ i 12 ¥ 72 vk &2 R i 36 i 050

(Cost Management Strategies and Australia’s Pharmaceutical Benefits

o

Scheme) ;> Greg ZfF @ (G R i 81 187 & > | § 85 bE’F?)%‘PRj&
'3+ % (Parmaceutical Benefits Scheme, PBS) =& 4 f ¢ (Pharmaceutical
Benefits Advisory Committee, PBAC) - ;£ fz)ﬁ—#&% R A4 B 3= % (health
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cost-effectiveness plane » ¥ 37 11 B 7845 § # O Efr QALY {r ICER
@ o 4 24 PBAC i £ F o' frib | & 2 E3R3R 2 7 2 4RI -

=+
T~

J~4

Risk analysis — Government and Health

Political Economic Technological Ecological

|| Political Budget i ggg;i?f{: | | Emerging National Avoidance
Interference control care advances Health Act of waste
Unclear or Misspent Govt HTA
H unrealised public - spending M precedent
benefits money priorities
Public Availability
= cxpectations = of newest L] Obsolete
of healthcare medicines drugs
Equitable .
— resource — Equality
distribution

Many of these risks matenalise as financial losses, therefore the most common risk management
mechanisms result in price decreases.

B] =

Health Technology Assessment
Cost effectiveness plane

Cost difference
Less effective )
More effective
and and
More costly More costly

(dominated)

Health benefit difference
— usually (but not
always) in QALYs

Less effective More effective

and g
Less costly
Less costly 1 (dominant)

She

SRR AR € ACHTRR L R G R S AR A S i LE
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Poard > A E WA RAEEGE ST MR AFE S 20% 0 T AT o (3
B=)
B =

Price reductions following patent expiry

25% statutory Markg_t
price reduction competition
drives large

for 1st generic . :
-~ price
. reductions

(80% or more)
via Price
Disclosure

Generic 1
$75

Generic 1
$20

Generic 2 | Generic 3
$20 $20 J
'

N

¥ eb gk oo 2 % (health outcome or health benefit) 5 + & A # - (DA
«:*%%‘gd % T E = 2 43 (non-inferior) B # & C # o™i 041171 5 A 7
¥ BZEA-CE o110 = B & A5 — 5% ¥ (therapeutic group, TG); &
foF 5 Faa > dok CERIERIAORR > ORI L FIHER R
e E R A AT R Lt B 4R ] (health benefit) st e > 4% ANB & C
% o health benefit — # » 7RA BB FY FA-BELH Y g% =
2 C¥F-(2)A%x - Big> H s Z(comparable health outcomes) * % 7
BRERoD I ELTE AMBORRAFES - B AZENBCE

e

T AR RIGREY R CHBENRCE 2 AE S AU AED

td

REB-CENERF- L a B-CERR - iR - e i
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Reference pricing & TGs

A can only establish non-inferiority with B and C and is linked to
both by Reference Pricing

Later, a Therapeutic Group is lf[:lrrned, comprising A, Band C

[

- R T A F RS S

AZEDE T REDB-CE 4wk B BEs g2 C

N

s dok C & AR

A

=

A establishes superiority over B and C and is not linked to

either by Reference Pricing

The Therapeutic Group includes only B and C, which produce
comparable health outcomes. A produces a superior health
outcome and is not included in the Group

f |

Company C triggers a Company C loses Company C triggers a Company C loses
reference-pricing exclusivity, triggering a reference-pricing exclusivity, triggering a
reduction by offering a Therapeutic Group reduction by offering a Therapeutic Group
lower price reduction lower price reduction
i ; Drug C Drug C
$100 $100 $75 $100 $75
Drugs Aand B 3] Aand B . . . .
e e posze v one phpsssasy phpaczcess
et e mduced tometch C A Educed b Ll
to match C _Wmmc maintains its price maintains its price
Drug A Drug B Drug C Drug B Drug C
§75 §75 $75 $75 $75
L % v o > P ] 2 ’ 2 EX /| 7 2 7 N 7 [
PR R R Y FE & B T Y G R e

(Therapeutic Goods Agency) - #714 § i e 4 &2 T F 48R T] 7

SLpE > PBAC ¢ 22 TGA 3¢ >

PRSP oo BRAES X

7

BRM 0 R e PR i e L
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Registenng & medicing usualy takes 11 monthe

ol - - -
xl-.;‘?‘\ . ﬁ i &
i V ny T
==
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About PBAC submission

Types Request

Major Now listing
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About medicines research

Basic research & drug discovery

Preclinical trial on non - human subjects

Clinical trials on human subjects

# Phase 0: Test how medcines are absorbed
dietnbuted m the body, metabolized and elimnated
from the body

= Phase 1: Trying 1o find the range of safe doges in

healthy subjects
= Phase 2:Testing safety and tolemability (and efficacy)
n pafients
= Phase 3: Tesling efficacy effectiver
patients

and safety in
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PRAC assassmant usually takas 4 months

Ausiral ian_m:aisler of
Therapeutic Goods{(ARTG)
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. ) e Recommend
Sulbmit 1o PBAC PBAL consigars submission
.
How PBAC considers a submission
Decision making criteria
AP | Clhnical 6& a Less
0 Nead — quantifiable
Efficacy — . .
Quantifiable = Confidence in clinical evidence
Safety and modeling assumption

* Equity concems

« Seventy of condibons

= Public: health concerns

= Cluality use of medicines

= Suitability of the medicines bang
isted on the PBS

Comparative assessment

© ®

Cost-effectivenass

Budget impact

Same price

Highsr/lowsr price comespanding &
tivadp ar ¥ in health benafits
it ‘s “ICER threshold

= Gow

B} Evidence not certsin
* Managed Access Progam (MAF)
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Components of the PBS

Programs

= Genaral schedule medicines

* The Highly Specialised Drugs Program

» The Efficient Funding of Chemotherapy progam

= The Botulnum Texin Program

* Tha Growth Hormana Program

& The WF Pragram

* The Opiats Dependerce Treatmant Program

* [Life Saving Drugs Prograrl
Formularies

* Formulary 1: Single brand, usually on patent

» Farmulary 2: Multiple brands, usually off patant

* Combinaten drug list: on- & off-patent comgonanie
or ICER

nial cost - eflectiveness rali

ses In costs of Avs B

for MAP

= High and urgent urmet ¢

+ PEAG would NOT athenwise recommend the listing
because of uncerainty or high cost
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reasonable fmeframe ( world evidance
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Guidance for Decision Making for Including New Medicines into NLEM
National experts’ working group on NLEM selection e,
(conventional, herbal)
! l !danl:iﬁ'a_m:l propose choice of rn-er:li:inf_s S
E included in NLEM based on the evidence: Price I'legnt'm:innt]r
___________________ . Working Group for the Coordination ¢
and mtmlidmion of MLEM
4 I Bvudget ct and affardability
“E_H!l_kl‘{gﬂllpfﬂl’“‘lﬁ Submltfor\ — Dormde::::nf:ﬂumedbvﬂ\lesu-eshon
monitoring on E2 category of three public insurance schemes

Seuetanﬂtnﬂhﬂl FDA

Announce in Royal
M — Thai Government Gazeite
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All HTA studies need to follow methodological and
process guidelines

Thailand HTA process guidelines

=

Step 1 ey Stepd
“Stakeholders’ meeting on é »  "Stakeholders' meeting on
= gcope of the study A o m:;{:l’iyminary results of
Step 2 Step 5
Researchers present — - -
Economic Working Group
P Step 6
‘ Researchers present the
: By results to the Health
SteP 3 = Economic Working Group
Researchers
conduct studies &2 Step 7
Writing up the study report that

i ' ®
2 ‘m include executive summary and
‘H" policy recommendation

*Stakeholders include medicine nominators, practitioners and
=
all chnical experts in the field, and pharmaceutical representatives
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MAIN CONFERENCE DAY ONE | 19 SEPTEMBER 2018 | WEDNESDAY

08:00 | Main Conference Registration and Morning Coffee
08:55 | Chairperson’s Opening Remarks
Danny Soon, Senior Director, Health and Biomedical Cluster, Biomedical Research Council (BMRC), A*STAR, Singapore
5t Annual PharmaCon Asia 2018
Combined Opening Plenany
09:00 | KEYNOTE ADDRESS:
Singapore — a Leading Innovation and Commercialization Hub in Asia
Addressing on skilled talent, strong manufactunng capabilities and thriving research ecosystem in pharmaceutical firms to set up to
serve patients and connect with the growing Asian market
Weng Si Ho, Director, Biomedical Sciences Group,/E\co%D\evelopment Board, Singapore
09:30 | INDUSTRY ADDRESS: i
Integrating Silicon with Drugs: Pushing the Boundaries of Pharma Manufacturing with Digital Medicines
Kurt Scheinpflug, Senior Director, Digital Medicines Engineering, Proteus Digital Health, USA
10:00 | PANEL DISCUSSION:
Industry Think Tank: Pharma 2030 — Enwsmnlng the Future
e  Drug pipeline growth areas
e Regulatory trends
e Innovation in pricing and market access
e The most significant industry trends in the long term, and how should Pharma respond
Moderator:
Danny Soon, Senior Director, Health and Biomedical Cluster, Biomedical Research Council (BMRC), A*STAR, Singapore
Panellists:
Enver Erkan, Country Manager, Pfizer, Singapore
Alexis Serlin, Asia Cluster Head, Novartis, Singapore
v| Miguel Rivera, Global Digital Innovation Lead, Ferring Pharmaceuticals, Switzerland
How Ti-Hwei, Country President, AstraZeneca, Singapore
10:40 | End of Plenary Session, Followed by Morning Networking and Refreshment Break
1 ANNUAL Radyiip S e ol
PHARMACEUTICAL 'JANAgga ﬁ:gﬁﬁss @) DIGITAL PHARMA .f'{ ACCELERATING
REGULATORY AFTAIRS ASTA &) ASIA CLINICAL TRIALS
11:10 | Chairman’s Opening | 11:16—Chairman’s Opening 11.10 | Chairman’s Opening 11:25 | Chairman’s Opening
Remarks Remarks Remarks Remarks
Shun Jin, Head, Jie Shen, Corporate Charmaine Soon, Fuqu Wang, Director,
Regulatory Affairs, Global Head of Pricing Associate Director, Clinical Innovation,
APMA, Sandoz, and Value Policy, Multi-Discipline Asia- The Janssen
Singapore Novartis, Switzerland Pacific Team Lead, Pharmaceutical,
Bioresearch Quality & United States
Compliance, Janssen
— A Company of
Johnson & Johnson,
Singapore
11:15 | Updates on 11:20 | Emerging Market 11:15 | CIO Interview: 11:30 | Tech in Trials Round
Regulatory Access Panel: Progressing Digital Table: Implementing
Harmonisation Expanding Access in Transformation in a Digital Clinical Trial
Efforts in Asia for Emerging Markets in Pharma - Design, Start Up
Pharmaceutical Asia Interviewer: and Close Out
Products Moderator: Charmaine Soon, Moderator:
Finny Liu, Lead of Jeff Weisel, Director, Life Associate Director, Fuqu Wang, Director,
APAC Regional Sciences & Healthcare, Multi-Discipline Asia- Clinical Innovation,
Regulatory Policy, Transaction Advisory Pacific Team Lead, The Janssen
PDR, Roche, Services, EY, Singapore Bioresearch Quality & Pharmaceutical,
Singapore Compliance, Janssen — United States
A Company of
Johnson & Johnson,
Singapore
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Cont.’ Cont.’ Cont.’
Panellists: Interviewee: Panellists:

Kathleen Yeoh, Director,
Corporate Affairs and
Market Access, ASEAN,
Eli Lilly & Company,
Malaysia

Jie Shen, Corporate
Global Head of Pricing
and Value Paolicy,
Novartis, Switzerland
Cameron Milliner, Head
of Public Affairs and
Patient Advocacy - APAC,
Shire, Singapore™,
Gregory O’Toole,
Reimbursement Strategy

Bruce Shi, Chief
Information Officer,
Asia, Sanofi, Singapore

Dennis Teng, JAPAC
Immunology Gastro TA
Assoc. Director,
AbbVie, Singapore
Stephanie Liu,
Medial, Regulatory and
Clinical Quality
Assurance Lead,
Lundbeck, Singapore
Mrunalini Jagtap,
Data Management
Lead, Singapore
Institute for Clinical
Sciences, Agency for
Science, Technology

/ Specialist, AstraZeneca, and Research,
Australia Singapore
11:50 | Navigating the 12:00 W&ellenc& 11:45 | The Impact of 12:20 | Digitally Enabled
Regulatory ~~rPlanning for New Technology in Trials Should not be
Environment in EU Products Reshaping the the Exception but the
: f Evelyn Pang, Head of Thinking of Pharma Norm
Wit Int_ro_ductic?n of Oper)';tions,%anofi, Leadersg - Robert Kerle, Senior
New Clinical Trial Singapore Transformation, Director, Clinical
Regulation (536/2014) Investments o < ;
: : ! ) x perations, Asia
Hye Jin Choi, Business Strategies Pacific. IQVIA
Principal, Strategic Tamsin Greulich- :
Clinical Development Smith, Chief, Smart
Consulting Asia Health Leaqershlp
Pacific, IQVIA, South gfsntté?nslnssgut:;i;f
Korea National University of
Singapore, Singapore
12:30 | Al, the New Solution 12:30 | Implementing Integrated | 12:20 | Applications of Digital
to Global Regulatory HEOR & RWE Strategy Technologies to Solve
Operations Across P}'Earmaceutical Big Barriers -
Bruce Sun, Publishing gi':;gt“h‘?:)l"fecy"'e Delivery, Access,
Team Lead Petcharapiruch, Head of Financing, Customer
(Established Markets), HEOR, Real-World Experience
Worldwide Regulatory Insights, IQVIA Asia Amkidit Afable,
Operations, Pfizer, Pacific Director Business
China Model Innovation — Asia
Pacific, Johnson &
Johnson, Singapore
13:00 Networking Lunch
14:00 | PANEL DISCUSSION: | 14:00 | Progress and 14:00 | Developing Innovative | 14:00 | Patient-Centric

e-Emerging: Global
eCTD Transition on
the Way
Moderator:

Shun Jin, Head,
Regulatory Affairs,
APMA, Sandoz,
Singapore
Panellists:

Silke Nolkemper,
General Manager,
Director Consulting
APAC, EXTEDO,
China

Challenges for Orphan
Drug Access ‘
Procedures in Asian
Markets

Yuki Sato,
Representative Director,
Deallus Consulting,
Japan

Technological
Solutions to Improve
Patient Outcomes
Aaron Tian, Head of
Neuroscience Patient
Innovation, UCB, China

Digital Capabilities
for Clinical Trials
Fuqu Wang, Director,

Clinical Innovation,
The Janssen
Pharmaceutical,
United States
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- , ) AND PRICING SUMMIT Ll‘j %, CLINICAL TRIALS
| R R EE R L RSIA] | PR R0 INASIA
Cont.’ 14:30 | Evidentiary Equilibrium: | 14:30 | Big Data and Bottom 14:30 | Singapore:
Bruce Sun, Publishing Balancing Real World Line - Impact on Succeeding in
Team Lead E\fig%rgﬁ %eT:lop':ner;t ga!es. Mark:tiqg & Investigator-led
; wit eholder Needs onsumer Analytics .
$Stab".5hed sk et=), Bruce Crawfors, Vi::ee Allan Marx Ancr{;ta, Oncology-Trals
orldwide Regulatory ] ; T Teoh Yee Leong,
: % President, Real-World & Business Unit Director : f
Operations, Pfizer, L ! Diversified Chief Executive
China ate Phase, Syneos Brar e Ibsst Offi si
o : Health : p|ta| & Icer, singapore
/| Cindy Huang, Senior Special Care/Oncology, Clinical Research
Technical Specialist, Strategy Lead, MSD, Institute
Division of Medicinal Philippines
Products, Taiwan
Food & Drug
Administration,
Taiwan
14:40 | Pharmaceutical
Regulation & GMP
Updates in Taiwan
l/ Cindy Huang, Senior
Technical Specialist,
Division of Medicinal
Products, Taiwan
Food & Drug
Administration,
Taiwan
15:05 | Biologics 15:00 | Fast-Tracking Market 15:00 | Digitalisation of 15:00 | Philippines — An
Registration & Access Through Pharmacovigilance Emerging
Approvals in Negotiating Effective and Adverse Effects Destination for
Malaysia ":;';fﬁ::t"sg Monitoring Global Clinical Trials
Chqa Hui. M-ing. Xingzhi Wang, Oncology Jean-Christophe Haz.r-.-.l Dy TFoco, Asia
Sen.lor Prlngspal HEOR Lead (Asia & Delumeau,.H.ead of chuflc Regional
A§S|st§nt Dlrecl:tor, Oceania), Astellas Phe.armacowgnance Director, Study
Biologics Section, Pharma, Singapore Pgllcy Strategy, Bayer, Mar.lagement and
Center for Product Singapore Logistics, Sanofi,
Registration, National Philippines
Pharmaceutical
Regulatory Division
(NPRA), Ministry of
Health Malaysia
1530 Afternoon Networking and Refreshment Break
16:00 | Drug Registration in 16:00 | Addressing Payer 16:00 | Digital Health: 16:00 | Indonesia -
Myanmar - Needs: Payer Insights Delivering Business Case of
E-Submission from An Insurer’s Personalized Medicine Approval and
System Perspective through Technology Hospital Permit
Theingi Zin, Director PART I: Miguel Rivera, Global Highlight
(Drug Control), Food Enhancing Real-World Digital Innovation Lead, Dr. Martin Hertanto,
& Drug Value and Health Ferring Dept. of
Administration, Outcomes for Pharmaceuticals, Ophthalmology,
Ministry of Health & Healthcare Insurers and Switzerland Faculty of Medicine
Sports, Myanmar Pharma Partnerships Universitas
Min Su, Director, Indonesia

Healthcare Analytics —
Group Healthcare, AlA,
Hong Kong
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PHARMACEUTICAL | &)PHARMAMARKETACCESS | 7\ DIGITAL PHARMA | _1»ACCELERATING
: : ) AND PRICING SUMMIT \!)] e 1 ASIA | » CLINICAL TRIALS
| R R L CASIA| [ INASIA]
16:30 | Quality Medicine Cont.’ 16:30 | Enabling Singapore to | 16:30 | Malaysia
Regulation from PART II: ride the Al Wave in Challenges and
Compendial A Reimbursement & Pharma Opportunities for
Standards Usage Claims Perspective Laurence Liew, Clinical Research in
Sherry Wang, Chan Wing Sze Cherry, Director, Al Singapore, Malaysia
Associate Director, Group Medical Advisor, Singapore Tah Pei Chien,
Public Policy & AlA, Hong Kong Principal Investigator,
Regulatory Affairs - 16:50 | PANEL DISCUSSION: University Malaya
Southeast Asia, Global Beyond Drugs Access: Medical Centre,
External Affairs, Converging Medical Malaysia
Unit : :
filtwid ot Devices, Therapeutics 40N FSTRY PANEL: | 17:00 | PANEL DISCUSSION:
Pharmacopeia (USP), and Technology for a gl . 1
ER——— New Directi Digital Transformation Trials and
gap oW Lirecton in the Asian context Tribulations in
Moderator: v
e — Moderator: Emerging Markets
:osglhfn: S:.,:hwa, Partner, Charrpaine ‘Soon, Moderator:
A anpears Associate Director, Hazel Dy Tioco, Asia
Southeast Asia, PT Multi-Discipline Asia- i :
. i Pacific Regional
Roland Berger, Indonesia Pacific Team Lead, Dircetor Stud
Panellists: Bioresearch Quality & erec on “t Y -
L Nathan Kothandaramar;— Compliance, Janssen - RN A
Moot Acass A Company of Logistics, Sanofi,
) Johnson & Johnson, Philippines
Government Affairs, Si S
Ingapore Panellists:
- Johnson & Johnson, Panellists: mﬂ
Malay Vishal Doshi, Chief '
. 4 R dantha,
eck Jack Tan, Medical Executive Officer, AUM .a mayu. ol E i
! £27 Vitreoretina Specialist
Director, Northeast Biosciences, e Dent
_ Medical Group, Singapore P
- Sin Prabhuram Krishnan, of Ophthalmology,
Dol S Medical Director (South Faculty of Medicine
SiMotyiEowW, Eoardo Asia — Hong Kong, Universitas
Director, Farrer Park ASEAN, India), Ipsen 2
3 ) ) 1P , Indonesia
Hospital | APAC Medical Singapore Tah Pei Chien
Head, Shire | Board of Jason Tamara Widjaja, B e Inves{i ator
Director, PACRA, Associate Director, 4 p 1 g !
i Global Data Science (Al dniversity:Malaya
—Evelyn Pang, Hea gl Data Products), MSD, x:;';:i'ace""e-
Operations, Sanofi, igapare ;
S.pera Ol SRl Stan Bilinski, Director Robert Kerle, Senior
Ei)i/ Multi-Channel Director, Clinical
= Marketing APAC Lead, Operations, Asia
Takeda, Singapore Pacific, IQVIA
17:00 | Chairperson’s 17:30 | Chairperson’s Summary | 17:40 | Chairperson’s 17:30 | Chairperson’s
Summary and End of and End of Conference Summary and End of Summary and End of
Conference Day One Day One Conference Day One Conference Day One
17:35 Networking Cocktail
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MAIN CONFERENCE DAY TWO | 20 SEPTEMBER 2017 | THURSDAY

" ANNUAL

2% ANNUAL

27 ANNUA.

PHARMACEUTICAL %;ﬁhﬂmmﬂﬂsﬁcﬁﬁ @] DIGITAL PHARMA -‘;f ACCELERATING
REGULATORY AFFATRS ASTA GS \C/ CLINICAL TRIALS
08:50 | Chairman’s Opening | 08:50 | Chairman’s Opening 08:50 | Chairman’s Opening 09:00 | Chairman’s Opening
Remarks Remarks Remarks Remarks
Rie Matsui, Director, Gregory O’Toole, Charmaine Soon, Dr. Nishant Sangole,
Regional Labeling Reimbursement Strategy Associate Director, Head of Medical
Head for Asia, Pfizer, Specialist. AstraZeneca, Mult.i-.DiscipIine Asia- Affairs, ASEAN,
Japan Australia Racific Team.lLead, Mitsubishi Tanabe
Bioresearch Quality & ;
Compliance, Janssen — Pharma Singapore
A Company of
Johnson & Johnson,
Singapore
09:00 | PANEL DISCUSSION: | 09:00 | Health Technology 09:00 | Digitalising Pharma - 09:05 | Optimising Trial

Enhancing Launch
Excellence: A
Regulatory
Perspective for
Global & Regional
Strategies
Moderator:

Rie Matsui, Director,
Regional Labeling
Head for Asia, Pfizer,
Japan

Panellists:

Koichi Miyazaki,
Senior Director,
Clinical Development
Group, Asia
Development
Department, R&D
Division, Daiichi
Sankyo, Japan
Catherine Clemente,
Associate Drug
Regulatory Affairs &
Pharmacovigilance
Lead, Sandoz,
Philippines

Assessment and Value
Based Pricing - A Global
View

Jie Shen, Corporate
Global Head of Pricing
and Value Policy,
Novartis, Switzerland

HCP Engagement:
Challenges,
Opportunities and
Benefits

Julie Olszewski,
Executive Director,
MSD Global Innovation
Hub, MSD, Singapore

Outcomes via a
Patient Centric
Approach

Dr. Nishant Sangole,
Head of Medical
Affairs, ASEAN,
Mitsubishi Tanabe
Pharma Singapore
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SRR SRR R ASIA| L INASIA|
09:40 | Regulatory 09:30 | Accelerating Patient 09:30 | How Digital Solutions | 09:30 | PANEL DISCUSSION:
Environment on Access Through HTA Can Enhance the Future of Patient
Botanical Drug and Reimbursement Patient, Doctor, and Centric Clinical Trials
Development Processes in Taiwan Pharma Pathways Operations
May Wei, Vice Yu-Wen Huang, Seni Experience Moderator:
President, Head of | edical Paul Tan, Director, Dr. Nishant Sangole,
Regulatory, CMC & i KPMG Healthcare & Head of Medical
Production, Moleac, Pharmaceutical Benefits Life Sciences, Affairs, ASEAN,
Singapore Division, National Health Singapore Mitsubishi Tanabe
Insurance Pharma Singapore
Administration, Ministry Panellists:
of Health and Welfare, Sow Wei Wong, Legal
Taiwan Counsel, Takeda
Global Research &
Development Centre
(Asia), Singapore
Alex Goh, Head,
Regional Clinical
Quality and Medical
Quality, Asia Pacific,
GSK, Singapore
Stephanie Liu,
Medial, Regulatory and
Clinical Quality
Assurance Lead,
Lundbeck, Singapore
10:10 | China’s Regulatory 10:00 | Cost Management 10:00 | Digital Pharma and 10:10 | Outsourcing and
Environment: An Strategies and Precision Medicine in Global Clinical Trials
Update Australia’s the Age of Data Project Management
Lu Bihong, Head, Pharmaceutical Benefits Science, Machine Yongho Oh, Regional
Regulatory Affairs Scheme (PBS) Learning and Real Clinical PM and ISS
APAC, UCB Gregory O'Toole, Time Analytics PM for Asia, JPAC &
Pharmaceuticals, Reimbursement Strategy Yaron Turpaz, Chief China, Sanofi
China Specialist, AstraZeneca, Data & Technology Pasteur, Singapore
Australia Officer, Managing
Director, Global Gene
g}\ Corp., Singapore
10:30 Morning Networking & Refreshment Break
11:00 | Product Lifecycle 11:00 | Evidence - Based HTA 11:00 | Case Study: 11:10 | Fireside Chat
Management for Evaluation and Embracing Session:
Anuradha Economic Assessment Digitalisation- Transforming Clinical
Arunachalam, of New Drugs in Creating a Value tr!al_s t!1r01_.tgh
- 5 e Digitalization-Case
Regulatory Affairs and Thailand Chain in Pharma & studies
Pharmacovigilance Waranya Healthcare Interviewer:
Specialist, Novo Rattanavipapong, Head Mrunalini Jagtap, Data Dr. Nishant Sangole,
Nordisk, Singapore of International Unit, Management Lead, Head of Medical

Health Intervention and
Technology Assessment
Program (HITAP),
Ministry of Public
Health, Thailand

Singapore Institute for
Clinical Sciences,
Agency for Science,
Technology and
Research, Singapore

Affairs, ASEAN,
Mitsubishi Tanabe
Pharma Singapore
Interviewee:
Valerie Tan, Trial
Monitoring Cluster
Head, Asia, Global
Drug Development,
Novartis Asia Pacific
Pharmaceuticals,
Singapore
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11:30 | The Impact of ICH- 11:30 | A Look at Lifetime Costs | 11:30 | Use & Perception of 11:40 | Clinical Studies and
E17 on Drug of High-Priced Drugs Scientific Medical Conditional Approval
Development Neal Somchand, Reprints and Vincenzo Teneggi,
Strategy in Asia Principal, Deallus Opportunities in Senior Medical
Koichi Miyazaki, Consulting, Japan Digital Marketing Director, D3 (Drug
Senior Director, Amit Singh, Director - Discover &
Clinical Development Pharma Business, Development)
Group, Asia Elsevier, India A*STAR, Singapore
Development
Department, R&D
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Singapore
12:30 Networking Lunch
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of Health and Welfare,
Taiwan ey
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. Manoj Saxend, Director !
Regulatory Affairs & Regional Mafket Access, Global Data Science (Al Trials through the
Pharmacovigilance Asia-Pacifi¢, Bayer, & Data Productsg, MSD, Development of
Lead, Sandoz, Singapore 7 Singapore ) Molecular Endpoints
Philippines ‘ Raphael Zellweger,
Scientific Director, The
Viral Research and
Experimental Medicine
Centre @ SingHealth
, Duke-NUS
(VIREMICS),
\ Singapore
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Accelerating Patient Access
Through HTA and Reimbursement
Processes in Taiwan

Yu-wen (Ruby) Huang, Ph.D.

Senior Executive Officer, Medical
Review and Pharmaceutical Benefits
Division, NHIA, MOHW/Taiwan
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aiwan National Health Insurance Administration

Taiwan’s National Health Insurance (NHI)
Payment system and pharmaceutical expenditure
Listing process & fee schedule of medical products

Accelerating patient access through HTA

>
>
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>
»

Conclusion

Taiwan’s National Health
Insurance

iwan National Health Insurance Administration

1. Profile of Taiwan

2. Health care in Taiwan

3. Value for the reimbursement of medical
products

2018/12/4

1. Profile of Taiwan

faiwan National Health Insurance Administration

» Population
v 23.5 million
v' Aged society (14.13% of population was 65+ in 2018)
v Expected life years at birth: 76.81 years for male and
83.42 years for female in 2016
» 2017 GDP per capita (IMF estimated)
v/ nominal : US$ 24,030
v/ PPP: US$ 49,900

PPP: purchasing power parity (§# & /1 &)

2. Health care in Taiwan

aiwan National Health Insurance Administration

» National Health Expenditure (NHE) is 6.3% of GDP in 2016
» Compulsory Contributory Health Insurance Schemes is
52.8% of NHE in 2016
(https://dep.mohw.gov.tw/DOS/Ip-2156-113.html)
» National Health Insurance (NHI)
v Instituted 1995
v Mandatory, single-payer social health insurance
v Comprehensive
v' Low premium & low co-payment
v US$ 20 billion budget per year
* 26.2 % for drugs in 2017
* 3.7 % for medical devices in 2017
* 60.1 % for medical services in 2017

(include diagnosis, examination, lab test, consultation, surgery, anesthesia,
etc.)

3. Value for the reimbursement of
medical products

aiwan National Health Insurance Administration

Patient-oriented health care
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Payment system and
pharmaceutical expenditure

Taiwan National Health Insurance Administration

. Diversified Payment Systems

. Global Budget Payment System

. Pre-negotiated, fixed NHI expenditure

. Distribution of global budget system of NHI (2018)

AW N R

1. Diversified payment systems

Taiwan National Health Insurance Administration

1995 1998~2002 2001 2010 2012
FFS + \ Capitation
Case p Syoiobal pap Tw-DRGs Pilot >
/ Payment // 8 Programs
l l RBRVS( 2004)
5+ 1 sectors ¢ 3 Integration Plans (2002-)
Dental care (1998) 2 P P I
.
Traditional 12 Pay for Performance Plans
Chinese Medicine (1999) (DM ~ Asthma -~ Breast Cancer)
Clinics (2001)
Hospitals (2002) .
o ialysis (2003 FFS: Fee-for-Service
PD Dialysis ( ) P4p: Pay-for-Performance
Other (2004)

»

»

Tw-DRGs: Taiwan Diagnosis Related Groups

2. Global budget payment system

Taiwan National Health Insurance Administration

Adopted since 1998 to control the rapid growth in
costs under the fee for-service model

A fixed volume and range of medical services, financial
accountability

Negotiating overall caps on total medical payments
between medical providers and payers prior to the
beginning of a fiscal year
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3. Pre-negotiated, fixed NHI expenditure

Taiwan National Health Insurance Administration

NHI total medical claims, drug claims and medical device claims

(NTS billion)
=+-Medical device claims
~#-Drug claims 6610 7007
—a—Total medical claims sg03 6153 6304
5519 565.2
ago 5130 52

4389 4525 4513 670

3711 3839
3418

183.4
1606 1623 1703
1004 1115 1130 156 1236 1301 1313 1422 1420 o
847 906 945 -

g4 91 92 109

- 4 *

116 120 129 143 149 159 171 179 193 205 216 234 256

2, % % %, % 0 0. 0. 0 <0y <0y <0y, <0y, <0, <0y, <0, %
P 00>~ ~%q %5 ~%s 0> ~%s ~%09 % “%; %0 “% Vg “% “%s "%

10

Trend of NHI drug expenditures

Taiwan National Health Insurance Administration

2000

o | 30.0%
2519%  261%  261%  258%  25.7% 26.2%

150.0
20.0%

100.0

10.0%
50.0

0.0 0.0%

2012 2013 2014 2015 2016 2017
mmDrug expenditure(billion, NTD)

-®-Drug expenditure over total health care expenditure(%)
1

Trend of NHI medical device expenditures

Taiwan National Health Insurance Administration

300.0

a7% | o0
32%  33%  33%  34% 3% P 0%
250.0 3.0%
9
200.0 2.0%
1.0%
150.0 | d 4 0.0%
ERk -1.0%
100.0 2.0%
50.0 -3.0%
-4.0%
- -5.0%
2012 2013 2014 2015 2016 2017
mmMedical Devices expenditure (100 million, point)
—+—Medical Devices expenditure over total health care expenditure(%)
12




4. Distribution of global budget system of NHI (2018)

faiwan National Health Insurance Administration

1.88% Unit: NTD

Others

12.8 billion
Dental Care
43.5 billion

Traditional Chinese

Medicine 3.62%

24.8 billion
Hospital

(include haemodialysis)

Primary Care Clinics | 19.52% 470.4 billion

(include hemodialysis)™ |

133.8 billion |

Listing process & Fee schedule
of medical products

Taiwan National Health Insurance Administration

1. Principles of pharmaceutical reimbursement

2. Listing and pricing process of new medical
products

3. Stakeholders and missions of PBRS joint
meeting

4. Criteria of pricing & reimbursement

5. Managed entry agreement, MEA

1. Principles of pharmaceutical reimbursement

aiwan National Health Insurance Administration

The National Health Insurance Pharmaceutical Benefits

Positive
Listing

and Reimbursement Schedule (For Drugs >16,000

items ; for Medical Devices > 8,900 items)

A. OTC/non-prescription drugs

B. Not clinically essential (contraceptives * hair
restorers * shampoo...).

. Immunization

. Not complying with approved indications or

Items not
covered

o 0

reimbursement restrictions
E. For Medical Devices, e.g. dentures, artificial eyes,
spectacles, hearing aids, wheelchairs, canes

15
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2. Pricing process of new drugs and innovative
medical devices

faiwan National Health Insurance Administration

Drugs and Medical Devices

e . NHIA
listing applications
Dossiers | A Submission
N
Administrative review <--------- = HTA
A
N (Health Technology Assessment)
Expert Committee o Pat.ie'nts'
i opinions
Disagree & appeal meeting P
*PBRS Joint Meeting Decision
|
\ Notify supplier
*PVA/ the result
Final
agreement Agree !
*PBRS: Pharmaceutical Benefits and Reimbursement Schedule >

Listing 16
*PVA: Price Volume Agreement

3. Stakeholders of PBRS joint meeting

aiwan National Health Insurance Administration

The PBRS joint meeting is composed of diverse representatives of
stakeholders that makes decisions regarding the reimbursement of
medical products under consensus agreement.

13 feeeeededeeed

Healthcare Providers

Scholars and Experts 9 " ' ' 'f " '
The Insured 3 ii i
Employer 3 'i '
Health Regul Authori
ealth Regulatory (l':ltloz:"lltly) 1 *

Drug Regulatory Authority 1 f
(TFDA)

ps AR - EREBRRRA F 4118
ERERRBENGNEE RSMRERRETINAR a5 17

Missions of PBRS joint meeting

aiwan National Health Insurance Administration

» Make rules of Medical products listing
» Make principles of PBRS

» Decide the listing & reimbursement of new medical
products

» Decide the listing & reimbursement of new items
with same active ingredients or function of existing
medical products

» Decide the amendment of reimbursement
restrictions

» Other issues related to PBRS

18
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4. Criteria of pricing & reimbursement A-10 reference countries

faiwan National Health Insurance Administration

faiwan National Health Insurance Administration

» Free sale certificated by TFDA, MOHW Country Source of Reference
Quality/Safety/efficacy or effectiveness B | i i)
Japan L ] Drug price baselines (official website)
» PBRS Joint Meeting UK = :’_; NHS Prescription Service (official website)
Canada J#] | saskatchewan Formulary (official website)

v Relative effectiveness Germany M | ROTE LISTE (official website)

v *C BA/C EA/pE France I I ‘Izllsgsgg)s Médicaments et Informations Tarifaires (official
v Budget impact analysis Beigium [ E::fr;it‘;eallﬁlegég'el?formation Pharmacothérapeutique
v Ethical/LegaVSociaVPo|itica| |mpact Sweden Emm | Farmaceutiska specialiteter i Sverige (official website)

Switzerland H Arzneimittel kompendium der schweiz (official website)

*CBA: cost benefit analysis n "
B - Pharmaceutical Benefits Scheme
CEA: cost effectiveness analysis Australla (official website)

PE: pharmacoeconomics

19 22

Pricing of new drug Listing by function of new medical device

aiwan National Health Insurance Administration

aiwan National Health Insurance Administration
Items with new active ingredient(s), new dosage form, new route of
administration or a combined preparation with new effect.

» Improved function
The new medical device shows functional

* domestic clinical trials

1 Breakthrough  Median price of A-10 countries (1500 improvement in clinical practice compared to
e * domestic pharmaco- existed medical device.
s - economic study (up to . .
. + price in original country S (e > Innovative function
2A Me-better  international price ratio o B " - . . .
o i (e (f;tgis‘;')ape“"ce cEs The clinical function or effectiveness of the new
) ;ac:mbination drug s priced * BTERUET safety (up t0 15%) medical device is breakthrough or innovative.
at 70% of the sum of each * more convenient (up to
N . 15%)
2B Me-t ingredient’s price, or at the . L .
e-too price of the single active p?dlatr“{ pre'para'tlor?s
— with clinical implications
Capped at A-10 median price {Upitolsic) 20 B
Selection of comparators 3. International price by reference countries

aiwan National Health Insurance Administration aiwan National Health Insurance Administration

» Based on ATC classification

» Drugs of the same pharmacological effects or » o
in the same treatment category us E=  Red Book (not official publication)

» 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 . Pharmaceutical Benefits Scheme
. . . Australia & - .
- Drugs listed in the past five years (official website)

Country Source of Reference

Japan ° Drug price baselines (official website)

Korea i |Drug price baselines (official website)

21 24
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Implementation (for example)
License holders or
healthcare providers

| o
g Improved function “f
- \ 5~
-

+ IntendeE use in a MRI(3.0T)
environment

(MRIEZE 2 AU B 7 250
i)

o

Capsule Endoscope
(BREEPTHS)

faiwan National Health Insurance Administration

Implantable Cardioverter Defibrillator

&3

Innovative function

5. Managed Entry Agreements (MEAs) 1/2

aiwan National Health Insurance Administration

» Rapid access to new potentially beneficial
pharmaceuticlas,
» Challenges:

v Insufficient cost-effectiveness of innovative treatments at
the time of licensing

v’ Budget impact very high
v Early accessing for patients wanted

» MEA, sharing the risks and uncertainties arising from
public coverage

v Collecting the relevant data to access (cost-) effectiveness,
controlling the budget impact, monitoring the rational use
in clinical practice or generating real life data on

effectiveness 2

5. Managed Entry Agreements (MEAs) 2/2

aiwan National Health Insurance Administration

» Taiwan National Health Insurance is working on
establishing a diversified risk sharing scheme.

» A public notice on the draft of the amendment
of “The National Health Insurance
Pharmaceutical Benefits and Reimbursement
Schedule” was issued on July 2nd 2018.

» After collecting comments from the public, the
MEAs scheme will be sent to the MOHW for
final approval.

27
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faiwan National Health Insurance Administration

2018/12/4

Comparative effectiveness

New drug
Budget impact
New medical device

Cost-effectiveness

Accelerating patient access
through HTA

aiwan National Health Insurance Administration

1. Why and When to conduct HTA?
2. Contents of HTA report
3. Impact of HTA on PBRS

HTA in reimbursement process of NHIA

aiwan National Health Insurance Administration

Drugs and Medical Devices

listing applications
Dossiers — Submission
v
Administrative revie
v (Health Techrology Assessment)
Expert Committee & Patients”
- . opinions
Disagree & appeal meeting ; P
2 o
*PBRS Joint Meeting ——> Decision
|
v Notify supplier
*PVA/ the result
Final
agreement Agree X
*PBRS: Pharmaceutical Benefits and Reimbursement Schedule i> Listing

*PVA: Price Volume Agreement
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Taiwan National Health Insurance Administration

Initiate
—_—
PBRS «— |NHIA| ———
Report
PRLLLLELLLELELEEL » Conduct by CDE, Fu
: Jen Catholic University
Provide | = Supplement or National Health
report = reference + Research Institutes,
(draft) I contextualization etc.

31

INAHTA definition of HTA

Taiwan National Health Insurance Administration

» HTAIs the systematic evaluation of the properties
and effects of a health technology, addressing the
direct and intended effects of this technology, as
well as its indirect and unintended consequences,
and aimed mainly at informing decision making
regarding health technologies.

» HTAIs conducted by interdisciplinary groups that
use explicit analytical frameworks drawing on a
variety of methods.

(www.inahta.org)

32

1.Why to conduct HTA?

Taiwan National Health Insurance Administration

Budget impact

Cost effectiveness

® B : B

» How much is the total
expenditure?

» Is that affordable?

Cost higher

042
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When to conduct HTA?

iwan National Health Insurance Administration

Decision-making Processes

E)  Decision
considers and weighs

the summarized evidence
in order to render a recommendation

Assessment

Appraisal

objective collection and
evaluation of evidence
(include HTA report)

.
Drugs * Newly applied items (large budget impact, over 100 millions NTD/year)

* Reassessment of listed items (widely used or large expansion rate )
——<

Medical * Budget impact over 30 millions NTD |
devices * Requested by the expert committee
~—
Cﬂeqical )Depend special case (ex. h Aortic Valve ion(TAVI)) ‘
services
7 3

2. Contents of HTA report

iwan National Health Insurance Administration

V

e Comparative effectiveness

¢ Cost-effectiveness

¢ Budget impact ]
¢ Legal, ethical, social impacts, etc. ]

€ €KL

3. Impact of HTA on immune-oncology (10)drugs

(1/2)

| Taiwan National Health Insurance Administration

» Evaluation of 10 drugs

The HTA team conducted comparative effectiveness
and economic assessment of four 1O drugs in the class
of immune checkpoint inhibitors, including
pembrolizumab (Keytruda), nivolumab (Opdivo), and

ipilimumab (Yervoy), to assist policy-making.

36



Impact of HTA on immune-oncology (10) drugs
1/2)

faiwan National Health Insurance Administration

» Six steps of the study
v Selecting one reimbursed indication from one reference
country (UK, Canada, and Australia) as the reference case and
collecting data from available clinical trials

v  Based on the reference case, estimating the user population,
annual drug expenditure, and drug expenditure per person per
year

v Developing substitution scenarios if the four 10 drugs would be
reimbursed

v Evaluating local incremental cost-effectiveness ratio (ICER) of
the reference case

v' Comparing local ICER to those in reference countries

v Accessing the copayment rates of the reference countries and
discussing the feasibility of the copayment policy 37

Impact of HTA on Medical devices— cochlear
implant(Cl) (1/2) (AIBFE)

aiwan National Health Insurance Administration

» Evaluation of CI

v" This study conducted in 2015 aimed to assess cochlear implant
care program by evaluating the current clinical efficacy data,
regulations from other countries, and patient evidence.

v" According to the opinions of the patient groups and HTA
evaluation, Cl is safe, efficient, and cost-effective for adults
and children with severe deafness.

v' Additionally, it facilitates the education of hearing-impaired
children in general schools and helps adult patients back to the

society, thereby reduces social burden. 38

Impact of HTA on Medical devices— cochlear
mplant(Cl) (2/2)

aiwan National Health Insurance Administration

» Impact on policy

v In 2017, cochlear implant along with speech processors
was incorporated into the NHI reimbursement scheme in
the category of medical devices with innovative function.

v’ The payment-restriction was below :

1. Patients aged <18 years
2. For unilateral only

3. Limited for once in a lifetime

39
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faiwan National Health Insurance Administration

Muse of cancer drugs |if
™

Do cancer drugs improve survival or
quality of life?

aiwan National Health Insurance Administration

» Between 2008 and 2012 the US FDA &
approved most uses of cancer drugs
without evidence of survival or
improved quality of life (67%,
36/54).

» Among the 36 such approvals, only
five (14%) uses were shown later to
improve survival compared with
existing treatments or placebo after
a median of 4.4 years on the
market.

o EDITORIALS

Vinay Prasad, Do cancer drugs improve survival or quality of life? BMJ 2017; 359

Availability of evidence of benefits on overall survi val and
quality of life of cancer drugs approved by European

edicines Agency

aiwan National Health Insurance Administration

» Cancer drugs approved by the
European Medicines Agency
(EMA) between 2009 and 2013,
57% (39/68) had no supporting
evidence of better survival or
quality of life when they entered
the market.

> After a median of 5.9 years on
the market, just six of these 39
(15%) agents had been shown to
improve survival or quality of life.

Courtney Davis, Availability of evidence of benefits on overall survival and quality of
life of cancer drugs approved by European Medicines Agency: retrospective cohort

study of drug approvals 2009-13. BMJ 2017; 359 5



Majority of recent cancer drugs approved for
use in UK show no survival benefits

Taiwan National Health Insurance Administration

» Although we are approving cancer drugs News
at a rapid pace, few come to market with
good evidence that they improve patient
centered outcomes. ;l:;i;:ﬁly'nfwcelll cancer drugs

» Most approvals of cancer drugs are based al'l"i"_‘”ll“|L ’"rgiri'; ‘2‘_?“";‘ 16
on flimsy or untested surrogate endpoints, helil Ll

and post-marketing studies rarely validate

the efficacy and safety of these drugs on * BN U(
patient centered endpoints. { ;
» Add to this that the average cancer drug A

costs in excess of $100 000 (£75 000;
€85 000) per year of treatment.

e ——

Vinay Prasad, Do cancer drugs improve
survival or quality of life? BMJ 2017; 359
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What is the effective indicator of cancer
drugs?

Taiwan National Health Insurance Administration

?
» surrogate endpoint <
(RR, PFS, tumor shrinkage...) (0S)

clinical endpoint

?
> Statistically significant <— clinical meaningful

?
» Clinical benefit <— cost effectiveness

(Expedited review by FDA)

Uncertain ?

¥

Real world data needed !

Conclusion (1/3)

Taiwan National Health Insurance Administration

¢ Horizon
scanning

(TFDA) (NHIA)
Health care
Regulatory Coverage!
Innovation approval reimbursement .Du': v:;‘:r: '.... o ‘:'.‘:;1;"-::"'
decisions docisions P

decisions

Assess for new drugs and medical
devices (~70 items)
Research for risk sharing scheme

* Re-assess the reimbursement

efficiency of listed medical
products

Establish domestic cost-benefit
model (ex: ICER)

Optimization of technology use

a5
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Conclusion (2/3)

Taiwan National Health Insurance Administration

» MEA, risk sharing scheme makes patients early accessing

costly potentially beneficial innovative treatments.

v’ Domestic pharmacoeconomic analysis and HTA prior to

reimbursement

v'Real world data collection and reassessment post

reimbursed products

46

Conclusion (3/3)

Taiwan National Health Insurance Administration

» To assess the Real-World Evidence (RWE)
v'NHI MediCloud system

v'Pre-authorization reviews mechanism
v'Data linking between NHIA-MediCloud and *HPA-

Taiwan cancer registry

*HPA: Health Promotion Administration (Bl R#2EEE)

a7

THANK YOU FOR YOUR
ATTENTION




145 = Fireside Chat: Payer Insights from Government Perspective

1.How is the landscape looking like for local pharmaceutical companies vs international big
pharmaceutical companies in Taiwan/Thailand?
My opinions: The products manufactured by big pharma and domestic manufacturers are
different.
For pharmaceuticals:
#Most new drugs are imported from foreign countries, e.g. USA, Europe etc.
#Most domestic manufacturers produce generic drugs or biosimilar products.
#Taiwan’s competent health authority desperately builds up an good circumstance for
conducting clinical trials, including both for pharmaceuticals and medical devices. We
have advanced medical system.
For medical devices:
#Most high technical products and implantable medical devices are imported from
international big companies.
#The well-known brands of Taiwan are contact lens, check system for blood sugar and
blood pressure and lipid.
®#Most domestic manufacturers are small business.
2.What role does the Taiwanese/Thailand government play in ensuring fast and affordable
access to drugs to patients who need it most?
My opinions:
eTaiwan’s national health insurance is a true singly payer system, which the government
provides insurance directly.
eTaiwan’s health care insurance system is universal, comprehensive, mandatory and with
low premium and modest copayment. However we cover hospital, hemodialysis,
primary care clinics, traditional Chinese medicine, dental care etc.
e\We develop the national health care system as “global budget payment” to control the
rapid growth in costs under the fee for-service model.
v'A fixed volume and range of medical services, financial accountability
v'Negotiating overall caps on total medical payments between medical providers
and payers prior to the beginning of a fiscal year
eTaiwan’s health care system is positive listing items for reimbursement.
eAccording to article 51 of the National Health Insurance Act, the following categories are
not covered:
v/ OTC/non-prescription drugs
v'Non clinically essential (contraceptives ~ hair restorers ~ shampoo---)
v Immunization
v non approved indications or not comply with reimbursement restrictions
v For Medical Devices, e.g. dentures, artificial eyes, spectacles, hearing aids,
wheelchairs, canes etc.
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3.At this point, what are some of the most difficult/challenging issues that the
Taiwanese/Thailand government is having to tackle?
My opinions:
eNew risk sharing scheme, MEA for costly new drugs, uncertain effectiveness but
potentially effective new treatments on clinics.
ePrecision medicine related genetic examinations, biomarkers.
4.Tell us more about the different Health Technology Assessment (HTA) models taking place
in Taiwan vs Thailand. Are there useful models/practices to be adopted from other
neighbouring countries?
My opinions:
#Newly applied drugs (large budget impact, over NTD 100 millions /year)
#For medical devices, budget impact over NTD 30 millions
#Reassessment of listed items (widely used or large expansion rate )
#Requested by the expert committee
#®For medical services, depend special case (ex. Transcatheter Aortic Valve
Implantation(TAVI)
5.Please share with us your opinion on what the future for drug market access & pricing
looks like in your respective country.
My opinions:
#Risk sharing scheme or managed entry agreement
#Prospectively, we hope to introduce HTA through whole product life cycle. Horizon
scanning at the very early stage, cost-effectiveness analysis before reimbursement
decision made and reassessment post reimbursement.
#According to HTA, reallocate resources on coverage
#NHI MediCloud system prevents from duplicate prescriptions and examinations,
furthermore saves unnecessary medications.
#Pre-authorization reviews mechanism makes probable reimbursement.

#|nspection mechanism
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