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Abstract

The United Nations Sustainable Development Goals (SDGs) related to health and well-being
are closely connected to drug security, which in this study refers to “available when in need” for both
normal and emergencies. This study was secondary research, employing a scoping review
methodology to gather data on the legal factors affecting drug security issues in Thailand from
January 1, 2000 to August 31, 2024. The data was gathered from academic databases and evaluated
using the PRISMA-Scr Flow Diagram, alongside an exploration of legal awareness related to drug
security through the Newscenter X news database. This study identified that the main issues affecting
drug security in Thailand include reliance on imported pharmaceutical raw materials, inefficient
management of the drug supply chain, the complexity of laws related to patents, trade competition,
and international trade, which obstruct the production and access to generic drugs. Additionally, the
system for procuring and supplying medicines during emergencies has proven inadequate in meeting
demand promptly. Existing laws and measures require improvement to ensure drug security. The key
recommendations from this study include the development of a new legal framework to support
domestic drug production, procurement systems efficiency for greater flexibility and speed, and
implementing compulsory licenses under patent laws when necessary to enhance access to affordable
medicines for the people.

Keywords: Access to medicine, Drug security, Drug supply chain, Emergency, Legal framework
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Table 1 Database and search term

Database

Search term

Thai Journal Online (ThaiJO)

Research data center of the
National Research Council of
Thailand (NRCT)

Knowledge Bank of the Health
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Thai National Research
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Scopus

OVID

ProQuest

Pubmed

Drug security (mmﬁumﬁ'mm, mmﬁum‘nmn), Drug shortage (81919
317), Drug insufficient (8191A1AAY), Drug supply chain (1124 T5gUn1ue1),
Drug access (Lﬁlsﬁﬁﬂfn)

Drug security (mmﬁumﬁ’mm, mmﬁ”ummqm), Drug shortage (81019
1317), Drug insufficient (8191A4AAY), Drug supply chain (W33 1ag1ln1uen),
Drug access (ﬁ’ﬁﬁdfﬂ)
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Drug access (L‘ITWﬁQEﬂ)

(drug OR medicine) AND (security OR shortage OR access OR trade OR
"intellectual property" OR "supply chain") AND Thailand
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"intellectual property" OR "supply chain") AND Thailand (search from title
and abstract
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(drug[Title/Abstract] OR medicine[Title/Abstract]) AND
(security[Title/Abstract] OR shortage[Title/Abstract] OR
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Figure 2 PRISMA-Scr Flow diagram
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Insufficient of Efavirenz for
patient under the Social

Security Scheme according to
Need medicine for Athlete's foot
GPO was unable to procure

. . . ” . raw material in time.

Drug access problem of HIV Insufficient of conjunctivitis drugs
patients, cancer, and . because GPO was unable to . High utilization volume of Favipiravir
cardiovascular disease i o
procure medicine in time Buffer stock of Favipiravir was
@ insuffcient of syphilis drugs sufficient only for 800 patients

Drug security problem situation

2000 - 2009 2010 - 2019 2020 - 2024

The Ministry of Public Health has ordered the

Announcement of the
GPO to import more Favipiravir. Negotiations with

Problem solving situation

Compulsory Licensing ” FDA recommended importing medicines .
. . i B =] international countries has been done, resulting
in more Favipiravir import to Thailand.
Announcement of the Ministry of Public Health on the 5 .
o .- - ‘ . Discussion of the cost of drug reserves
criteria, methods, and conditions for importing or o
ordering drugs into the Kingdom without requesting drug GPO imparted syphilis drugs for (@ GO developed Favipiravir in the laboratory scale.
registration for the case of antiviral drug reserves, B.E. large hospitals.
2552
. NHSO allocated budget for antidote reserves . . .
‘ INSTDA synthesized Favipiravir raw material
oPH reserves common househols S
d: = o Proposing to establish a drug reservoir . GPO reserved Favipiravir.
edicines for flood victims. . . .
center . Ministry of Commerce rejected patent

Reserve medicine far Bird - N
u/influenza 200" GPO procured conjunctivitis drugs application for Favipiravir

from other sources

. MoPH received Oseltamivir

Figure 3 Drug security problem situation and problem solving situation extracted from news

. International trade

International agreements that impact

trade o Thai people's access to

negotiations medicines Legitimacy of the use of compulsory licensing
measures for pharmaceutical patents

{ Reducing drug costs

Increasing access to medicines

Use of compulsory

Countering the use of compulsory licensing { Drugs which has not been registered

__ licensing measures P
under  pharmaceutical measures under pharmaceutical patents Trade prossure
patents
Intellectual — :mduction or importation of expired patented
Property Using patent measures rugs
—— L to protect the generic |
drug industry — Protection against unauthorized patents
— Registration problems are complicated and GPO was unable fo procure
. delayed. PN
— Drug selection _ medicine in time There are no drug
|_ The problem on select only profitable drugs to . manufacturers
be produced. nge s;cr)]llarlzlr: of excessive drug
p No drug distributors
[ Problem on drug procurement Corruption problems in procurement
D;uig supply | | ' prug procurement [~ Problem on insufficient raw material Problems of war, disaster, epidemic, politics
chain
(— Problem on quality of drug product Reserved drug quantity
— Problem on drug reserve *‘
o Drug reserve costs
| Drug distribution
L Drug use —— Problem on high utilization

Figure 4 Thematic of news related to drug security
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Table 2 Gaps between drug security situation and measurement implementation in Thailand

Situation from the

Law Measurement

Findings of the gap
Issue news or academic Exiting law Implementation in
in law
document Thailand

1. Trade More protection of Patent Act B.E. 2522 and To implement the -
agreements intellectual property amendments agreement, the law
focusing on than TRIPS, including must be amended to
protecting longer patent terms, support the trade
pharmaceutical more difficult agreement
intellectual compulsory licensing,
property rights protection of clinical

trial data, and patent

status of drugs and

generic drug

registration approvals

(Ford et al., 2009;

Townsend, 2021)
2. Drugs are Patients with HIV 1. Enforcement of patent The announcement of 1. Drugs are

expensive due to
drug patents

3. Response to
compulsory
patent licensing

measurcs

infection, cancer, or
cardiovascular
disease, need
expensive patented
drugs, but the health
insurance fund does

not cover the costs

Pharmaceutical
companies do not
register drugs in
response to
compulsory licensing

measures under drug

rights under the Patent Act  the use of patent

B.E. 2522, Section 51 rights for drugs
2. The Price of Goods and during 2006-2008, in
Services Act B.E. 2542 which the list of
(1999) provides drugs at that time
authorization for drug price ~ was patented and
control expensive
(Effingham, 2016; Le
& Hyland, 2020)

1. Enforcement of patent No data available
rights under the Patent Act

B.E. 2522, Section 51

2. The importation of

ministries, departments and

agencies for the purpose of

controlled goods, but
there are no measures
to control drug prices
2. The use of rights
under any patent for
any drug item is only
possible if the drug
has already been
patented

1.There are no
measures under the
patent law or drug
law in the event that
there is no applicant

for registration of a
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4

Situation from the
Issue news or academic

document

Exiting law

Law Measurement
Implementation in

Thailand

Findings of the gap

in law

patents (Cawthorne
et al., 2007)And the
US government has
also taken trade

retaliatory measures

(Kuek et al., 2011)

4. Protecting the =~ Drug manufacturers

generic or importers want to
pharmaceutical have new drug items
industry available for sale, but

during the period of

application for drug

registration, the drug
formula is under

patent protection

disease prevention or
treatment, the Thai Red
Cross Society and the
Government
Pharmaceutical
Organization without
having to obtain a license
according to the Drug Act

B.E. 2510 and its

amendments, Section 13(5)

and without having to
register the drug formula
according to Section 72,
paragraph two

1. Application for drug
formula registration where
the applicant will
manufacture, distribute or
import the drug product
after the drug patent has
expired can be made in
accordance with the Patent
Act B.E. 2522 and
amendments, Section 36,
paragraph two (4)

2. Applications for drug
formula registration must
show the patent or patent
application number

document as advertised in

1. The Department of
Intellectual Property
has an intellectual
property information
search system

2. The FDA has a
drug registration

search system

drug formula, such as
the Compulsory
Licensing

2.Trade Competition
Act cannot be

practically enforced.

1. The patent or
utility model search
system cannot search
for information
before the patent
application
advertisement is
published. There is
no drug category,
drug name or
chemical structure in
Thai language

2. The drug
registration search
system does not

show any patent or
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Situation from the

Law Measurement

Findings of the gap
Issue news or academic Exiting law Implementation in
in law
document Thailand
accordance with the Drug copyright application
Act B.E. 2510 and number document
amendments, Section 80 information
(6/1)
5. Procurement 1. Dependence on Reporting of Specify the list of 1. Knowing the

of drugs or
pharmaceutical

ingredients

6. Production

approval,

imported
pharmaceutical raw
materials

2. If the raw material
sources abroad
experience production
problems, it will
affect the amount of
medicines that can be

used in the country

The approval process

for manufacturing and

pharmaceutical chemicals
that are active ingredients
or semi-finished
pharmaceutical chemicals
of licensees in accordance
with the Ministerial
Regulations on the duties
of licensees regarding
pharmaceutical chemicals
that are active ingredients
or semi-finished
pharmaceutical chemicals
containing active
ingredients B.E. 2555 and
the announcement of the
FDA on the duties of
licensees regarding
pharmaceutical chemicals
that are active ingredients
or semi-finished
pharmaceutical chemicals
containing active
ingredients

1. Importation of drugs

without registration of drug

items that must be
reported according to
the announcement of
the Food and Drug
Administration on
pharmaceutical
chemicals and semi-
finished
pharmaceutical
chemicals that must
be reported to the
Food and Drug
Administration and

No. 2

1. Establish a special

fast track according

actual amount of
pharmaceutical
chemicals or semi-
finished
pharmaceutical
chemicals available
at real-time

2. Reporting of
pharmaceutical
chemicals focuses on
those with a high risk
of developing drug
resistance and those
with a high risk of

drug abuse

1. In cases where it is

not a clinical trial to
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Situation from the

Law Measurement

Findings of the gap
Issue news or academic Exiting law Implementation in
in law
document Thailand
importation import is complex and  formula according to the to the announcement  address an ongoing

time-consuming,
affecting the
procurement of
pharmaceutical raw
materials, drug
procurement, and
drug production in the

country

Drug Act B.E. 2510 and
amendments, Section 79
bis (4) must be for
research, analysis,
exhibition or charity
donation according to the
Ministry of Public Health
Announcement No. 14
(B.E. 2532) on criteria,
methods and conditions for
importing or ordering drugs
into the Kingdom without
registration of drug formula
or for the reserve of
antiviral drugs according to
the Ministry of Public
Health Announcement on
criteria, methods and
conditions for importing or
ordering drugs into the
Kingdom without
registration of drug formula
for the case of the reserve
of antiviral drugs B.E. 2552
2. Ministries, departments
and agencies responsible
for disease prevention or
treatment, the Thai Red

Cross Society and the GPO

of the Food and Drug
Administration on
requesting
permission for
clinical research
drugs via a fast track
dated 27 August
2018

2. Targeted drugs are
prescribed according
to the announcement
of the Food and Drug
Administration on
the list of drugs
which registration of
drug formulas will be
expedited in 2023
and exempted from
the collection fee
according to the
announcement of the
Food and Drug
Administration on
the list of drugs
exempted from the
collection fee in 2023
3. Only the list of
drugs that are

required to be

public health
emergency, the fast
track cannot be used
2. The results of the
application for
permission to
manufacture,
package, and import
drugs in the case of
drug shortages are
only an expedited
assessment

4. Need for measures
to produce generic
drugs in case of

emergency situations
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Situation from the

Law Measurement

Findings of the gap
Issue news or academic Exiting law Implementation in
in law
document Thailand
can manufacture and produced
import without having to domestically for drug

7. Procurement Unable to purchase

of medicines medicines, medical
during epidemics  supplies, and medical

equipment in time for

obtain a license according
to the Drug Act of 1967
and its amendments,
Section 13(5), but must
comply with the Ministerial
Regulations according to
Section 13, paragraph two
and do not have to register
drug formulas according to
Section 72, paragraph two
3. Exemption for the cost
of filing an application in
the licensing process
according to the Drug Act
B.E. 2510 and its
amendments, Section 11/2,

paragraph three

Request for an exemption
from compliance with
ministerial regulations or

rules to the Government

security will be
subject to a 50% fee
collection rate,
according to the
announcement of the
Food and Drug
Administration on
the list of drugs that
are exempted from
partial fee collection,
B.E. 2564

4. The production of
conditional human
drugs in emergency
situations must
comply with the
announcement of the
Food and Drug
Administration on
the approval of
conditional human
drug products in
emergency situations,
dated 16 May 2023
Urgent letter no. N Exceptions must be
(NI) 0405.2/2115 considered on a case-
dated 27 March

by-case basis

2020, regarding
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4

Situation from the

Law Measurement

Findings of the gap
Issue news or academic Exiting law Implementation in
in law
document Thailand
the situation Procurement and Supplies procedures for the
Management Problem procurement of
Resolution Committee in drugs, non-drug
accordance with the medical supplies, or
Government Procurement medical equipment,
and Supplies Management  or procurement to
Act B.E. 2017, Section 29,  obtain supplies for
paragraph one (4) the prevention,
control, or treatment
of coronavirus
disease 2019 or
COVID-19
8. Monopoly Procurement of drugs  Procurement by specific The registration of It is not known which
drug from a single supplier = methods in accordance drug formulas in drug items are not
procurement can be done by a with the Government Thailand includes actually sold, so an
specific method, but it  Procurement and Supplies both registrations announcement must
must be assured that Management Act B.E. with actual sales and ~ be made to invite and
there is really a single 2017, Section 56(2) and the  those without select before using
supplier Ministry of Finance specific methods
Regulations on (Chungsivapornpong
Government Procurement et al., 2020) resulting
and Supplies Management in a time-consuming
B.E. 2017 procurement process
9. The 1. The NGOs have an 1. Government Ministerial Balancing trade

requirement to opinion on the GPO

purchase drugs that purchasing from
from the GPO the GPO is a measure
that supports drug
security (Siamrath,

2007)

Procurement and Supplies
Management Act B.E.
2560

2. The Ministerial
Regulations specifying the

goods that the state wishes

Regulation on
Prescribing of
Supplies and
Methods for
Procurement of

Supplies that the

competition and
maintaining the
security of the GPO,
a state enterprise
with a mission of

drug security
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Situation from the Law Measurement
Findings of the gap
Issue news or academic Exiting law Implementation in
in law
document Thailand

2. From perspective to promote or support and State wants to

of the GPO is that specifying the methods for ~ Promote or Support

within a 3-year purchasing goods using B.E.2563

period, it will help selection methods and

save up to 13 billion specific methods, B.E.
baht on drug costs. 2560
(Thairath, 2017, 25
February )

3. Accumulated
savings over 5 years
from 2015-2019
amounted to 34.4
billion baht
(Bangkokbiznews,
2019)

4. The domestic
pharmaceutical
industry believes that
since government
hospitals must first
purchase drugs from
the GPO, the private
sector will not dare to
invest in drug
production
(Bangkokbiznews,
2013; Matichon,
2015) especially
drugs that the GPO

produces or does not
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Issue

Situation from the
news or academic Exiting law

document

Law Measurement
Findings of the gap
Implementation in
in law
Thailand

produce but is

available for sale

o W o & J a J
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ANAY

[
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U
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matdya vazdsz@unaalgglmue iieaumasntuglassadiAgaen U UAIAILEIN
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lugommsaidnanazaniauaauaasly Table 3

Table 3 Analysis of major obstacle that impact on drug security in normal and emergency situation

Issue

Normal situation

Emergency

1. International
trade

negotiations

2. Intellectual

Property

1. Complex import and export requirements,
requiring a large amount of documentation
2. Tax rate

3. Conflicts with major drug-producing
countries affect drug exports to buyers

4. International trade agreement that extend
patent terms and increase data exclusivity for
drugs are delaying the arrival of generic
drugs

1. Improper or undeserved receipt of
pharmaceutical patents

2. Compulsory Licensing facing trade

bargains

3. Drug supply chain

3.1 Drug

selection

1. The approval process is time-consuming
and expensive for drug registration
2. Readiness and completeness of the

entrepreneur's documents for submitting an

1. Foreign producers must control exports to
meet their domestic demand
2. Conflicts with major drug-producing

countries affect drug exports to buyers

1. Production or importation of urgently
needed drugs that cannot be negotiated with

the patent owner

1. Medicines that are in short supply under
normal circumstances can become urgently
needed in an emergency

2. Selection of drugs that can use flexible
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Issue

Normal situation

Emergency

application for registration permission
3. Entrepreneurs choose to produce certain

drugs that are cost-effective or profitable

3.2 Drug procurement

(1) Domestic

factors

(2) External

factors

3.3 Drug

distribution

3.4 Drug use

1. Must rely on raw materials from abroad

2. Untimely drug supply by GPO

3. Cost-effectiveness of pharmaceutical raw
material production

4. Budget for drug procurement

5. Lack of current production and drug
utilization data

6. The drug and medical supply management
system is inefficient

7. Excessive drug price controls have impact
on incentive to produce or import drugs

The occurrence of war, disaster, epidemic,
politics, transportation of international
manufacturers

1. Lack of information on drug distribution in
various areas

2. The drug and medical supply management

system is inefficient

1. Lack of information on current drug

utilization

measures

1. Must rely on raw materials from abroad

2. Untimely drug supply by GPO

3. Complex procurement system results in
delays in drug procurement

4. The procurement system does not support
purchasing drugs for drug reserves

5. The drug and medical supply management
system is inefficient

6. Coordination between government and
private agencies to accelerate drug
procurement

The occurrence of war, disaster, epidemic,
politics, transportation of international
manufacturers

1. Transportation routes are inconvenient or
cut off

2. Hoarding of drugs due to panic or profit-
making

3. Lack of drug reserves or drug distribution
sources in various areas

4. Lack of information on drug distribution in
various areas

5. The drug and medical supply management
system is inefficient

1. Higher than normal drug utilization

2. Guidelines for the use of drugs during

emergencies
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Table 4 Synthesizing proposals for legislation to address drug security issues

1. Agenda 2. Policy 3. Policy 4. Policy 5. Policy
Issue
Setting formulation decision Implementation Evaluation
1. International Preparing for Each party made  Decisions on 1. Compliance with ~ The following
trade discussions by ~ proposals: trade the legal assessments
negotiations offer  both parties: 1. Patent negotiations on  framework for should be
intellectual 1. Support for advocates the following international trade conducted:
property intellectual proposed issues: negotiations, which 1. Impact on drug
protection property rationales for 1. Acceptance may amend the access
beyond TRIPS protection extending the of partial patent law and pre- 2. Research and
agreements 2. Support for patent term, agreements with  or post-negotiation  development
access to limiting an exchange of  law to be consistent budget
medicines compulsory trade benefits with the trade 3. Number of
licensing of 2. Acceptance agreement patents and
pharmaceutical of full 2. Improving the technology
patents, agreements with  patenting and transfer
protecting clinical ~ flexible registration process 4. Generic drug
data, and linking ~ measures of pharmaceutical production and
pharmaceutical 3. Acceptance formulas export
registrations to of partial 3. Improving the 5. Impact on drug
patent status agreements with ~ work of the prices and health
2. Access to a limitation of Department of care costs
Medicines flexible Intellectual
advocates measures to Property and
proposed public health related personnel
rationales for emergencies
using TRIPS
flexibility
2. Drug price Prepare for Each party makes  Decisions on 1. In the case of 1. Reduction in
control discussions a proposal the use of the using legal drug prices
between both 1. Reasoning for ~ following measures, the 2. Budget savings
parties: setting prices measures: measures must be
1. 2. Information, 1. Use of legal selected according
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1. Agenda 2. Policy 3. Policy 4. Policy 5. Policy
Issue
Setting formulation decision Implementation Evaluation
Pharmaceutical  disadvantages of ~ measures to the Price of
companies, price control 2. Use of Goods and Services
which believe alternative non-  Act B.E. 1999,
that profits legal measures such as specifying
from drugs the display of price
lead to growth structures and the
or development determination of
of the drug sales prices
business 2. Use of
2. Drug payers, alternative non-
if the price of legislative
drugs is too measures, such as
high, it will drug price
lead to negotiations
inaccessibility
3. Measures to Prepare for Issues to be Decisions on 1. In the event ofa  The following
enforce patent discussions proposed the use of the choice not to use assessments
rights on between both 1. International following the Compulsory should be
pharmaceutical parties: legal framework,  measures: Licensing measures  conducted:
products 1. Drug patent  such as the 1. Not to use the or to use alternative 1. Impact on drug
owners TRIPS Compulsory measures, there access
2. Drug access  Agreement Licensing should be 2. Impact on drug
support parties 2. Relevant laws measures negotiations on prices and health
3. Impact on drug 2. Use the drug prices, care costs
research and drug ~ Compulsory 3. Impact on trade
registration Licensing
4. Impact on measures funding for generic
international 3. Use drug research and
relations and alternative development, and

trade

5. Economic and

measures such

as price

an increase in the

drug budget
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1. Agenda 2. Policy 3. Policy 4. Policy 5. Policy
Issue
Setting formulation decision Implementation Evaluation
social impact negotiations, 2. In the event that

4. Procurement
of drugs or
pharmaceutical

ingredients

Prepare issues
for discussion
with
stakeholders,
such as:

1. List of drugs
that are in
insufficient
supply or affect
drug security
2. Problems
related to drug
procurement

3. Prioritization

of problems

Identifying
alternative drug
procurement
options and the
potential impact
of each

intervention

promotion of
domestic
generic drug
manufacturers,
use of financial
or economic

measures

1.
Determination
of criteria,
methods and
conditions for
drug price
control

2. Consider the
feasibility,
advantages and
disadvantages

of each option

the Compulsory

Licensing measures

are chosen for drug
patent rights,

relevant laws or

regulations must be

prepared, and there
may be
compensation or
remedial measures
In this case, legal
measures or
alternative
measures may be
used, such as:

1. Choosing legal
measures for
government drug
procurement,
forcing the
production or
import of drugs,
forcing drug

stockpiling, price

control, prosecuting

corrupt individuals
in drug
procurement

2. Choosing

alternative non-

1. Determining
success
indicators, such
as the quantity of
drugs purchased
and the quantity
of drugs
remaining
sufficient for use
within the
specified time
frame

2. Monitoring the
performance of
stakeholders

3. Policy impact
analysis

4. Improving
policies and

measures related
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1. Agenda 2. Policy 3. Policy 4. Policy 5. Policy
Issue
Setting formulation decision Implementation Evaluation
legal measures, to drug
such as increasing procurement
the procurement
budget, allocating
resources
efficiently, and
communicating to
coordinate
cooperation
5. Production Preparing Preparing Consider the 1. The use of legal 1. Shorter
approval, discussion alternatives as feasibility, measures, such as approval time for
importation points with follows: advantages and  granting tax production and

stakeholders to
expedite or
support
production and

imports

1. Using legal
measures, such as
granting tax
privileges, using
flexible measures
in the licensing
process

2. Choosing other
non-legal
measures, such as
supporting
research and
development,
accelerating work

processes

disadvantages

of each option

privileges, requires
the issuance of
secondary
legislation under
the Revenue Code,
or the Board of
Investment (BOI)
may announce

measures to

promote investment

in the
pharmaceutical
industry. The
issuance of
secondary
legislation under
the Drug Act to
provide specific

flexible measures

importation

2. Ability to
respond to
emergency drug

needs

915mﬁmﬁnmé’ﬂuﬂ??mswurﬁun; Ui 17 aiufl 1 un51AN — 1YY 2568



260

Princess of Naradhiwas University Journal

1. Agenda 2. Policy 3. Policy 4. Policy 5. Policy
Issue
Setting formulation decision Implementation Evaluation
in certain urgent
cases
2. Use of non-
legislative
measures, such as
expediting the
permit
consideration
process
6. Government Preparing Preparing Consider the 1. Determining 1. Increased
procurement discussion alternatives as feasibility, drug procurement volume of drug
topics for follows: advantages and  patterns in different  reserves
stakeholders to 1. Procurement disadvantages situations 2. The number of
improve the model of each option 2. Improving the drug insufficient
drug 2. National drug regulations related ~ has decreased
procurement reserve model to procurement 3. Reduced
system to 3. Support for procurement time
increase drug hiring for drug
security production for
emergency use
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