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Outline

Health system in Thailand

Legal context related to TRIPS flexibilities
Issuing the GUL

Impact of GUL
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65.7 million
USS 5,519.4
39.4 (2013)

Population
GDP (2014)
Gini index

Fiscal space: Tax

17.6% GDP (2011),

Revenue 21.3% GDP (2011)

GGHE

15.3% GGE (2011)

Total Health Expenditure (2012 NHA)

e USS215 per capita, 3.9% GDP,

e Public 68%, SHI 8%, Private 24%, OOP 14%

of THE
HRH density: doctor/nurse/midwife
24.7/10,000po0p.
Health status
e Life expectancy at birth
e Total fertility rate
e USMR
e MMR (per 100,000 live birth)
ANC & hospital delivery

74.1
1.5 (2011)
14

26 (2014)
99% (2034)




5,000
1978: $710 1990: 51,490 1997 5.)2_,?0[.:- -
¥ 4000 A o . Social S n Asian financial crisis
‘g ' Civil Servant Medical Oclal >ecurity
- Benefit Scheme (CSMBS) Scheme (SSS)
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g 1983: $760 30% uninsured
a2 Voluntary Heatlh Card
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1,000 - Universal Coverage
Scheme (UCS)
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Sources: GNI per capita from World Bank at http://data.worldbank.org/data-catalog/GNI-per-capita-Atlas-and-PPP-

table; chronological events were summarized by the authors.

Ref: McManus J, et al (2012). Thailand’s universal coverage scheme: achievements and challenges: an

independent assessment of the first 10 years (2001-2010), synthesis report.




The Three Dimensions of Achieving Universal Health Coverage

A
A |
neduce Direct costs:
cost sharing Indlude ﬁﬁﬂ”“’”&
and fees other o
services | |Covered
.r"-.'

Extend to Current pooled funds
non-covered

Services:
< _ which services
Population: who is covered? are covered?

e X axis:

— 99% population coverage by 3 schemes [UCS 75%, SHI 20%, CSMBS 5%]
e Y axis:

— Free at point of services, very minimum OOP,

— Low incidence of catastrophic health expenditure and medical impoverishment
e /axis:

— Extensive and comprehensive benefit package, very small exclusion list,
— Most high cost interventions were covered: dialysis, chemotherapy




Health care interventions and medical treatments
included in the UCS benefit package

Basic health Care (on capitation basis)

Universal ART

Renal replacement therapy

(Pllot project in FY2007 and extend
to the whole country in FY2009)
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1987 — 2012 trend and value of imported and
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Burden of diseases in 2004

1,200 -
1,000 -
g 800
8 600
2
5
5 400 o
2
200
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MALE
800 1" Other
m Infectious diseases
300 1 Digestive disorders
Cardiovascular diseases
400 | mHMWIAIDS
Cancer

1 mUnintenticnal injuries

YLLs per 1,000 population

8

0-4

04 5-14 15-29 30-44 45-59

age group

YLL by age and sex and disase categories, Thailand 2004

Group lll Injuries )
Group Il Non-communicable diseases B N
M Group | Infections_ maternal perinatal and nutritional conditions

5-14 | 15-29 | 3044 | 4559 | 60-69 | 70-79 | 80+ 5-14 | 15-29 | 30-44 | 45-59 | 60-69 | T0-79| 80+

Females

FEMALE
500 -
Other
§ 500 - m Infectious diseases
‘ﬁ Diabetes
S 4pp | W Unintentional injuries
g m HIV/AIDS
= Cardiovascular diseases
[=]
=] Cancer
i
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i
S o
-

60-69 70-79 80+ 0-4 5-14 15-29 30-44 45-59

age group

Ref: Burden of Diseases and Injuries of the Thai Population 2547

60-69

T0-79

B0+




UHC and health system

In summary:

e All health insurance schemes (UCS, SHI and CSMBS) are
tax financed, benefit package is extensive and
comprehensive.

e Fiscal burden to the country, though great achievement,
hence needs for technical efficiency.

e Medicines and medical technologies are major cost
drivers and high cost hinders access to health care.

e Demographic and epidemiologic transition results in
people live longer and more NCD for which NCD
medicines are expensive, e.g. NCD and cancer treatment
are out of reach by people.
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ISSUING Government Use of License on
Medicines
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Legal context on patent

e Thailand has amended its Patent Act to conform
with the main points of TRIPS since 1992, eight

years before the 2000 deadline in WTO
agreement

e Currently, the Thai Patent Act is 2" amended
(1999)

e Thai Patent Act and Trade Secret Act conform
with all TRIPS’ requirements. However, the Patent
Act still does not cover exporting CL as agreed in
the Doha Declaration on the TRIPS Agreement
and public health
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Legal context: GUL (Section 51)

Government Use of License for

— public utility; or national defense; or natural resource

and environment reservation; or relieve severe

shortage of food, drug or other consumption products;

or for public benefits

Any ministry, bureau or department of
government can issue GUL

Paying royalty and submitting to the DG of IP
Office, Ministry of Commerce

Notification to the patent holders without delay

13




In 2006..., Process of GUL

Selection criteria: essential
with access constraint, high
price, monopoly, patented

Committee on
price negotiation

A 4

——»| Price negotiation ——p» o GUL

fail l

Committee on
operational support

Recommendation for
decision makers

|

Authorized

v

Subcommittee on
medicine selection

succeed

policy makers —>

Registration and
marketing approval
by TFDA

v

Issuing GUL [—

Supply (import/
produce) management
and logistics by GPO

Adapted from Dr Siriwat’s presentation
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Issuing GUL on 7 medicines

Efavirenz (EFV) 29 Nov 2006

Anti-retroviral Lopinavir/Ritronavir

24 Jan 2007
(LTV/RTV)
Cardiovascular Clopidogrel 25 Jan 2007
Docetaxel 4 Jan 2008
Letrozole 4 Jan 2008
Antineoplastic
Erlotinib 4 Jan 2008

Imatinib (conditional GUL) 4 Jan 2008

15




International Health Policy Program -Thailand

These decisions have altr
This atteption has incre

Reactions...

EKECUTIVE OFFICE OF THE PRESIDENT
HE UNITED $TaTES TRADE REPRESENTATIVE

tis Excellency
Krirk-krai Tirapaet
Minister of Commerce

of the Kingdom of Thailand
Bangkok

Dear Mr. Minister:

APIRAUEE | KEERU | RUARNUL

Thailand is pushing ahead with its plan
1o give the public hetter access 10 more
medicines under the patents af pharma-
ceutical giants.,

Public Health Minister Mongkol na
Songkhla yesterday said experts from the
ministry and the National Health Security
Office were studying the pros and cons of
adopting compulsory licensing for use
with the five groups of medicine still under
patent in Thailand.

““As a matter of fact, we don't want to
use the compulsary licensing policy be-
cause we don’t want to upset the phar-
maceutical industry. H er, we have
to think about the many Thais who need
the medicines badly but cannet have
them," Dr Mongko! sai

The five groups comprising 11 regimens
cover Aids, antibibtics, cancer, heart and
cardiovasculer ‘and neuropathic drugs,
including atazanavirand second-ling anti-
retroviral treatments and inatinib, a cancer
drug marketed as Gleevec/Glivee, accord-
ing to a study by a sub-panel on compul-
sory licensing.

Patent holder Novartis last manth filed
alawsuitagainst the government of [ndia
following its refusal to grant a patent for
the cancer drug. Dr Mongkal said the
panel had submitted the drug list many
yearsago, but it had never been considered
by any government in the past.

Cancer and heart disease rank as the
top causes of death in Thailand.

Although the plan has not yet been

* between health authorities ar

WAEHINGTON, 0.C.

20508

MAR 06 2007

Tam writing on a matter of great interest to the United States that concerns both access to

medicines and the broader trade and inv. i in Thai : i
estment climate in Thaiiznd. T t i i the tension, | now fear that the compulsory Li i ill
has announced decisions re - 'nreceni months, Thailand _ ' Ry s e

riday 16 February 2007
. birst Section/HOME &INTERNATIONAIL

ry 2007
/First Pag

1 I: 6 (Top Left)

110 lowerning cost of Aids drug Kaletra

" INRnef: Page fi

EMBASSY OF THE
UNITED STATES OF AMERIGA
BANGKOR

Mgy,
g

i 407k )

Jopg B0

July 20, 2007

ency:
we spoke in late March, before my trip to the United States, |
pur assarance that no new compulsory licenses on

cals would be issued. [ reported this news to my Government
ndustry on my subsequent travels back to Washington, which

garding the compulsory licensing of several patented medicines, ge-

ninalised and the arug istmey be s
to change, the minister said he wa
fident that any state move to gain
to inexpensive drugs would not discc
medical companies from investing
development of new drugs in Tha

He also hoped that the policy on
pulsorylicensingwould i

maceutical industry over publicact
inexpensive and quality medical trea
aver the long run.

A report released by the Drug C
Division showed that more than
new companies registered with the
and Drug Administration in 2005 t¢
out pharmaceutical manufacturi
Thailand, while the total tostolimy
drugs in the same year came to ne;
billion baht

Meanwhile, Teera Chakajnan
president of the Pharmdceutical Res
and Manufacturers Association of
land, said he was disappointed wi
ministry's latest move on comp
licensing for the import and pradi
of generic versions of the anti-Aids
Efavirenz and Kaletra, and Plavix, ¢
disease medicine.

Peter Piot, executive director of Ul
commended Thailand for stressing
to provide affordable access to Efa
for people living with HIV/Aids.

Vichai Chokewiwar, chairman
Government Pharmaceutical Org
tion's board, said the “white papi
compulsory licensing would be completed
within the week.

thesupremedecision-making bady
of tive Warld Health Organisation
(WHO).

“We will discuss the issue with
friendly states,” Mongkol said yes-

terday. The minister said seven or
eight countries had already con-
tacted him foratalkon thesicelines
of the assembly - officials mmnl%'
from Asia, Latin America and

yearthe meeting will run fri v
1410 23. Delegates from 193 mem-
cevent, the main
is to determine

the wnU‘zr
Mongko

more than 2
from fureigners in support of the
Thai move to enforce compulsory
lic: an_medicines to treat
/Aids and heart disease.

"We have done it transparently

aod fuith. We hopethat Thai
rith Aids or heart
s to quality medi-
cines at an afordable price;”
Mongkaol said.
He spoke sfter the US Trade
ive(USTR) 1

e ace

acted consi derable attention in the United States and intemationally.
' increased as a result of indications that Thailand may consider using
compulsory licensing with respect to drugs for treating a broad range of medical conditions.

in Geneva, he would f!
US to meet with UST
S ambessador t
Ralph Boyce, has alre
ec Monghol tohelpart
ingbetween himand ¢
ny associations
"We arereadyto ex.

licensing.” Mongkol st

Compulsary ficensi
ted under WTO rule:
emergencies or j
mereial cases,

censing process for ¢
drug efavirenz, sold |

me:

Staerin. Tt nlso plans
patent on HIV drug Kaletra made
by Abbaott Laburatories, and the
anti-clotting agent Plavix, made by
Sanofi-Aventis and its local sub-

Prime M
Chulanont yesterday
Public Health Minist:

“We have reasons to expiain to
the world. We are confident that

il unds dour

this week it was downgrading
Thailand's trade status to its

moveteenforcecompulsorylicens-

ing on certain drugs - includingan

éuu; drug sold by & big US-based
rm.

[ i
needs,” Surgyud said, .

ber of U.S. pharmaceutical manufacturers are closely following

ions of the Ministry of Public Health ad hoc committee formed

tharmaceutical compulsory licenses. The Ministry of Public

. enfirmed that it is actively considering a list of additional drugs
1or compuisory licensing. My staff has consulted with officials from the
Ministry of Foreign Affairs and Miaistry of Commerce, who have not been
able to reassure us that no additional compulsory licenses are forthcoming.

My Government thinks it is important for all countries, including
Thailand, to play a role in, and benefit fully fom, the development of new
and more advanced medical treatments. Strong protection of intellectual
property rights, including through patents, remains a vital part of that
process, While all WTO members have the ability to make dppropriate use
of fexibilities to address urgent sitnations, these decisions should not be
made lightly and only as a last resort.

ajor drugeom-
respect the laws of the
nterests of public

Thai Network of People Living
with HIV/Aids chairman, Wirat

The USTR has said it was con-
cerned by *an overall deterioration”

In regard to the downgs of

Thailand’s trade status by the
USTR, Surayud said the Commerce
Ministry would work things out in
abid
Us P

"G s wi ’
officialsin addressing cxisting con-
cerns... it'sbestto proceed by appli-

in the p and
of intellectual property rights in
Thailand.
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Impact on access to medicines

Increasing utilization rate

Increasing utilization rate

for Lopinavir/Ritonavir (200/50mg)

bottl =
ores for Efavirenz 600 mg.
50,000
45,000 - CL (1 person/bottle/month)
40,000 i
]
35,000 ! UC Scheme :
30,000 ! l l
1 -
25,000 : W .V"“' %Y '\N
20,000 : ,\J
15,000 . NJ‘A‘.
10,000 M
5,000 A e
Generic production
of triple ART
Ref: NHSO —

bottles
14,000 7 CL (1 person/bottle/month)
12,000
UC Scheme A_
10,000

i

:
8,000 ;
6,000 ; WL
4,000 ;

4 1
2,000 . o w
M
o 4

Al Al & Al 2 A
@d"‘ﬁg‘ﬂ@d"@n@e»x‘ﬁ 3 QS}&‘D @Jﬁ” o \3, Q#‘\s‘@‘é‘@@a‘

2

FLEF S L F S

Health service delwery Better coverage of ARV

Include ART in
MNHS package
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Impact on access to medicines (cont.)

Increasing of accessing patients to clopidogrel

No. of accumulated patients

=
140,000 )
ctly control the
v, Strict] trol th
7—5 L20.000 /\ utilization through -
< 20, / \individua] registration/
I_l 100.000 / \ /
% E 8o.000 L
— F
o 3] /
= 60,000
E /
R
40.000
> /
&)
% 20.000 /
R
_E 2009 2010 2011 2012 2013 2014
< o eccumulated paents 5,556 131,389 76,586 88,000 105,600 126,720
Q
I — :
— No. of new patients
g Drugs 2015 | total
o 2009 2010 2011 2012 2013 2014 n
=
o] Letrozole 0 1,558 2,620 1,330 1,382 2,282 1,114 10,205
c
CT) Docetaxel L | 527 879 1.439 1.447 2,892 725 8.230
= p—— - - - - g -
c
Ref: NHSO 18




Impact on government budget

Cost saving comparing with originated product price

E Antiretroviral drug (GUL)

ff,s Cost saving

= vear Mil THB Mil USD
E 2010 866.3 27.3
£ 2011 1,732.8 56.8
< 2012 2,319.0 74.6
g 2013 2,377.1 77.3
£ 2014 2,870.0 88.4
g Total saving 10,165.2 338.8

Ref: NHSO 19




Impact on government budget (cont.)

cgs Cost saving comparing with originated product price
& Oncology drug and Clopidogrel (CL)

l_é Year Cost saving

% Mil THB Mil USD
- 2010 108.0 34

S

S 2011 1,738.5 57.0
= 2012 1,172.6 37.7
T 2013 1,429.0 46.5
g 2014 2,382.3 73.3
g Total saving 6,830.4 2277
c

Ref: NHSO




Impact on economics: Export sector

60,000 @ Singapore
Us GS5P
; " m
= China & 2"GUL J withdrawal Il 3°GUL
®
T_G @ United States . B
c Q 40,000 - [ [
— A @ Other 7
: > =
= S H =
(@)) = |
E 20,000 -
D_ ¥
>
=
B 10,000 -
ol
S
e 0 T T T T T T T T T T T T
&)
T 10Q/05 20Q/05 3Q/05 40/05 1Q/06 2Q/06 3Q/06 40Q/06 1Q/07 20Q/07 3Q/07 4Q/07 10Q/08 20/08 30Q/08
g GUL : Government Use Licensea Trimester/Year
o
T Source: Department of Export Promotion
c Figure 2 Value of Thailand's total exports, by country, indicating timing of grant of government use licenses and withdrawal of US
CT) G5F status.
— \,
c

Ref: Yamabhai, et al. Globalization and Health (2011) 21




Impact on economics: Foreign Direct Investment

- -

16,000 —

Other
®)
% 14,000 4 @ Hong Kong
= 12,000 Taiwan 1t & 2 3rd GUL
! @ singapors GuL
E 10,000 —
E g @ United States
(@) c _|
E =E 8,000 . Japan E—
(ol =
> 6,000 —
O I
% [E— —
a 4000 4
]
=
" 2,000 —
qv]
(b}
I
—_— I I I I I I ]
©
g 2002 2003 2004 2005 2006 2007 2008
% Year
=
b Source: Board of Investment of Thailand
"E Figure 3 Value of foreign direct investment interested in investing in Thailand between 2002 and 2008, by country (in million USD).
L. .

Ref: Yamabhai, et al. Globalization and Health (2011) 22




Ensuring quality of medicines

e Quality assurance on GUL medicines:

— Determining medicinal specification for every
item, referred to multisource knowledge and
information

e Pharmacopoeia

e Expert s’ and stakeholders’ opinion

— Pre-marketing surveillance by Department of
Medical Science and international lab

— Post-marketing surveillance for quality control
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Access to affordable medicines

e Factors contributing to improving access to
medicines in Thailand

— GUL is a means for country to lower the price by
acceleration generic substitution and negotiation with
the original

— Capacity of GPO/ generic manufacturers in locally
produced generics or in import with technology
transfer

— Medicine registration and marketing approval

— Central procurement to increase bargaining power, as
appropriate

— Nation-wide medicine delivery and healthcare service
system
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