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CHAPTER |
INTRODUCTION

1.1 Rationale

Modern medicinal product is one of healthproducts which much more useful
for the patient who has-get an ailment and needs the effective treatment to relieve the
symptom of diseases. All of those shoald have more sufficient quality, safety, and
efficacy. Therefore, the Jro0dsand Drug Administration (FDA), the government
organization undercontrol of ihe Ministr}/ of Public Health responsible for controlling
and monitoring allemodern medicinal products being marketed in the country has
required according tosthe Drug Act B.E.'2'§10 (1967) that any persons who wish to
sell, manufacturesor import the medicinafprg_ducts into the Kingdom must obtain a
license and the marketing authorizatien of éach product from the licensing authority as
the Drug Control Division (DCD), . I,

Nowadays, the maodern medicinal 1p)roducts supplied for the patients in
Thailand usually come from the local manufé{:t?irejz{s and also the importers. In case of
local manufacturing plants, in which modern mei:iiféinal products are produced, should
perform their operations to-cemply with th'e""G‘eé)d*Manufacturing Practices (GMP)
defined in the Ministerial Notification of GMP for modern-mediginal products which
had been notified and implemented since June 2003. For the' imported medicinal
products, only authorized licensees are qualified to apply for product registration and
then import their medicinal products into Thailand.

The Import and_Export. Inspection Division, an organization under control of
FDA responsible for controlling; monitaring, and sampling the imported medicinal
products was established to ensure the quality and safety of those products prior to be
imported-and.distributed to.the.patients in eur-country. Basic requirements for the
importation of modern medicinal products are tharoughly defined and earried out by
the Import and Export Inspection Division.

In addition, the importing system for modern medicinal products has been

performed by the cooperation among many involved organizations both inside and



outside of FDA e.g. DCD, the Import and Export Inspection Division, the Department
of Medical Sciences (DMSc), and the Customs.
Firstly, referring to the report for comparison between the manufacturing value

of FDA, the trend is shown that the
Ea:ue until B.E.2543, and then the

and the importing value, publishe

manufacturing value is more

importing value become%,

25501, as the flgureJ.ﬁ_‘-;-'ﬁ_,"‘a .,j

ing value during B.E.2544 -

ring (E 3.E.2530 - 2550)

—e—Value of importing
—#-Value of manufacturing

Value (Million Baht)

ing and manufacturing
value in B.E.253

According ‘to the above information, it may be assumed that the quantity of

modern pati ro he importation
from orﬁ ﬁrg &jwm uf ,I\C/)I?r 0 e patients may

have to y more money for thelr medical services, including the rising cost of

OSSO TR

In order to ensure that all patients who have a chance or ability to access the
imported medicinal products must obtain those products with high quality and safety,
the importing system for modern medicinal products should be strictly performed and
consistently strengthened.



Secondly, FDA has prepared and updated the information in “Safety Alert”
which mentions on recall and rapid alert for modern medicinal products, published

through the website of FDA, www.fda.moph.go.th!?). Database of “Safety Alert”

including some items.of

T : : : FDA Safely Alert ;i u3. 0 . [SEET]
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awanufacturer and importer), the causes of recall or rapid alert (e.g. out-of-
specification, sub-standard, non-registration), and the status or results (e.g. recalled
already, in-process of recall, withdrawal of product registration).


http://www.fda.moph.go.th/

In addition, some items of the recalled medicinal products in B.E.2551 — 2552
were the imported medicinal products with approved product registration. Most of
people usually believe that the medicinal products produced and imported from other
countries would have more quality and safety. than the medicinal products produced by
local manufacturers. However, the information iadicated that the imported medicinal
products may not be the best one. For instance, the table 1.1 showed the summary data
of the imported modern medicinal products which were recalled from the market in
B.E.2552 shown in the“Safety Alert.”

Table 1.1"Raw data of the impor‘ﬁed modern medicinal products recalled from
the market in B.E.2552 shown'in the “Saféty Alert.”

Lot/

No | Trade name Active Mfg. Exp. Origi | Recall Causes
ingredient Battm—T"F n date

1 | Atmovin Potassium BT9031 03/2009 | 02/2011 | India 08/12/52 | Dissolution
1g clavulanate+ / failed
(2C 45/51) Amoxyeillin -

trihydrate o Fhdd

2 | Acyclovir Acyelovir 710156X |  DEC JUN Pakist | 20/10/52 | Weight
injection Sodium Vol 2008, | 2010 an (over spec.)
(1C 216/51) —

3 | Duralyn-CR | Theophyllin’ /| :E8002 21/02/08 | 20/02/11 | India | 12/05/52 | Dissolution
200 mg e anhydrous —_— failed
(1C 90/47) , Vi o

4 | Dolonil SR__| Diclofenat = AAU8007, SERP +« “F AUG India_ | 12/05/52 | Dissolution
(1C 262/49) || Sodium 2008 2011 failed

- 4 100 mg -5

5 | Nicardia | Nifedipine A8032 MAR APR India | | 16/06/52 | Dissolution
Retard 20mg 2008 2011 ; failed
(1C 192/45)

6 | Tizan4 Tizanidine SK80846 | 05/2008 | 04/2011 |.ndia | 14/05/52 | Content of
(1C 9/47) HCI active

ingredient
failed

7 | Zeptol Carbamaze- /| SK80723 04/2008 " | 03/2010 # India 14/05/52 | Dissolution
CR400 pine failed
(1C,99/45)

In=.case, of thew test- results of sampled, medicinal sproducts~were; out-of-
specification and also not comply‘with“the law, the local manufacturers must.follow
the procedure for recall the products from the market and be punished according to the
Drug Act B.E. 2510 (1967). They should investigate the root cause and then solve
those problems in compliance with GMP. Moreover, they must be followed up

through the special inspection by GMP inspectors of the DCD. On the other hand, the



importers must be punished also if the quality of their imported medicinal products
was failed, and then the recall process should be immediately performed.

Nevertheless, FDA has no policy for the abroad on-site GMP inspection at the
modern medicinal product manufacturers located in the origin countries where
produce those products supplied into the marketdn Thailand. Besides, the Ministerial
Notification of GMP for modern medicinal producis.does not define the responsibility
of the competent authorities as the! abroad GMP inspectors. Therefore, the
measurement to followsup and. eontrol the quality of the imported medicinal products

complying with GMB,shoulddbe thoroughly considered.

Thirdly, -the preblem of/ counterfeit and smuggiing of illegal medicinal
products is one ofsthe most important iss:ues that EDA strongly concerns. Some
counterfeit and smuggled medicinal prodUgts-'Were found in the market, especially in
the pharmacy located in the area for tourisrﬁ-both in Bangkok and other provinces such
as Pattaya at Chonburi and Samui Island at ‘Suratthani. Those illegal medicinal
products would be presented as ‘the pictur’e"'!-with the details for observation in the
website of FDA, in order to pass on the necesé‘af)}-{nformation to the consumer.

Although there has some informal in}é[m_qtion indicated that most of illegal
medicinal produets usually be passed or imporfeg info our.country at the countryside
boundaries withokt-the-formal-port-of-entry-under-control-of EDA, it still be difficult
for the FDA officers to ensure that which place that those praducts will be transferred
and when it happens. Therefore, this is one of the limitations.of the measurement for
solving these problems.

Only" the " post-marketing ' surveillance * system ' for: the, modern medicinal
products supplied ‘in“the market is'not ‘adequate. ‘In‘addition, the importing system for
modern medicinal products shoulde improved as more effective barrier; in order to
detect the illegal 'medicinal, products prior to be‘imported ‘and” distrsouted In our
country.

In 2009, the smuggling of illegal medicinal products could be detected at the
port(s) of entry®®). For example, the Import and Export Inspection Division had
announced through the media that an importer who carried the goods from Singapore

but had no the license for importation of modern medicinal products issuing by FDA



was arrested on October 2, 2009 at the cargo of Suvarnnabhum airport together with
non-registered modern medicinal products as Tationil® 600 mg/4 ml (contains
Glutathione as the active ingredient) and its diluents in the amount of 1,000 boxes (1
box contains 1 vial of Tationil® and. 1 ?m[?oule of diluents) shown in below figure 1.3.
This activity could be achieved because }/ the cooperation among relevant

————

organizations, especially authorized persons ¢ ‘?_Dkand Customs.
= e

S 2 -

Tationil 6 0%
polverse afso |
pPer so 101 ]

Glutatione

m./e.v.

solvente per 5
Tationil® 600

Y i

Nonetheless, most of activities that FDA by the Import and Export Inspection

Divisiopmust perform a;re usually executed-onlysas the correctivesaction which will
correct ahd_ solve the problem caée by [case accofding to the cantentimentioned in the
Drug ACt B.E.2510 (1967). Although some specific requirements such as the
pre,cggure forfmpartingapprovalhas beenifollowed irn the pregent timey the additional
| pre\/éhtive activities ‘'should be "also-'set ‘up and then "performed 'to- impreve the
importing system for modern medicinal products to get more effectiveness.

Therefore, to improve and increase the effectiveness of the importing system
for modern medicinal products, all factors affecting the system should be identified

and analyzed to know what the current situation of the system, and then the



appropriate strategies should be synthesized to improve the system performance.
Furthermore, the result of this study should be proposed as the possibly practical
measurement to FDA for consideration, and used as a guide for strategic development
to improve the importing system for medern medicinal products respectively.

1.2 Significant of the problem

Modern medicinalproduct i1s much mere useful for the patient who needs the
effective treatment to relieve the symptorm of diseases. All of those should have more
sufficient quality, safety,.and efficacy. Therefore, the Food and Drug Administration,
the government organization.responsible for controlling and monitoring all modern
medicinal productstbeingfmarketed in the country has required that all stakeholders
who wishes to sell, manufacture or import '.r’,nodern medicinal products must obtain a
license and the marketing authorization. , _

The trend for comparison betweeﬁ_ the Importing and manufacturing value
during B.E.2544 — 2550 shown that the importing value become greater than the
manufacturing value:" It may be‘assumed that the guantity of modern medicinal
products for patient used in Thailand will inc;rea_sg, and the patients may have to pay
more money for their medical Sefvices, inclu"d’lhg- the rising cost of medicines. Thus
the importing system for modern medicinal products should be strictly performed and
consistently strengthened to ensure the quality and safety of those.medicinal products.

Besides;-there Is the information in “Safety Alert” related to the test results of
the modern medicinal products which were taken sample from the local manufacturer,
importer as well as the pharmacy regarding to annually sampling plan shown that
some imported ymedern-mediginal preducts-are, sub-standard products and must be
recalled. Sincef FDA has na policy for the abroad jon-site GMP inspection at the
modern medicinal product manufacturers at the origin countries and does not define
theyresponsibitity of the, competent authorities ,as, the,abroad ;/GMP=inspectorsyin the
law;, the measurement ta follow: ug and«control the quality of the imported medicinal
products complying with GMP should be thoroughly considered.

In addition, the problem of counterfeit and smuggling of illegal medicinal
products is one of the most important issues that FDA strongly concerns. As only the
post-marketing surveillance system for the medicinal products supplied in the market



is not adequate, the importing system for modern medicinal products should be more
effective barrier to detect the illegal medicinal products prior to be imported and
distributed in our country.

Therefore, this study will be performed to identify and analyze all factors
affecting the importing system for modern medieinal products, and to synthesize the

appropriate strategies to improve the system peiformance respectively.

1.3 Objectives
1. To analyze the cugrent importing system for medern medicinal products.
2. To synthesize stiategies toimprave the performance of the importing system

for modernamedicinal products.

1.4 Expected contributions rd
1. Information and knowledge conceﬁniﬁé factors affecting the effectiveness of
the importing systemfor modern méd_ig:ir_)_al products could be used to improve
the system performance. 7‘ , |
2. The strategies to improve the import‘iﬂ'gfs_ystem for modern medicinal products
could be implemented‘as a part of the s¥stejm infrastructure.

1.5 Research guestion
1. What are-the—problems—of-the—importing=—system for modern medicinal
products? and what is the magnitude of those problems?
2. Which factors affect the effectiveness of the current importing system for
modern mediginal products?
3. Which approaches should be applied-for improving the: imparting system for

modern ‘medicinal products?

1.6:Scope
The importing system that‘will be analyzed and synthesized the strategies for
in this study covers only the importation of modern medicinal products being

distributed for sale into the market. The study would include the importation process

taken place at the port of entry by the Customs and the Import and Export Inspection
Division of FDA.



1.7 Definition terms
1.7.1 Importing system

The system which has been established for the importation of medicinal
products, particularly modern medicinal products, in order to control the process of
importation in accordance with the relevant lawssand regulations e.g. Customs’ laws,
FDA’s laws, Commercial laws. There are' several involved organizations in this
system as J

1) FDA : - Druge€ontrol-Bivision (DCD)

- Thedmposifand Export Inspection Division
- The dgegaldAtfairs Grodip

2) Customs ; s

3) The Department of Mediéal Scie:ra]ces (DMSc)

4) The Department of Foreign Tradg, the Ministry of Commerce

The process of importing system '.

The importation of all kinds'of prodﬁe"%&should follow the laws of the Ministry
of Commerce. The contents of‘those laws mention that each product could be imported
into the Kingdom of Thailar]d if the compar_a?__c?r the importer completely follows the
specific requirements or IaWs :é-stablished to cé‘)n'trgl tr;at product

In case ofthe-modern-medicinal-product;-it-is-required.for an allowance from
FDA. Any persons.who wish to import the medicinal products into the Kingdom must
obtain a license .and the product registration of each praduct from the licensing
authority as the DCDy one of the divisions under control of FDA.

Company: importers

= Licensing
- the license for impartation of modern medicinal produetss must be
approved by DED.under FDA:
- If the importeris a company, not a person, it is required for permission

from the Ministry of Commerce to be a justice person.
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Products: Modern medicinal products

-> Registration
- approval & issuing the product registration by DCD under FDA.
After that the importation of madern medicinal products should be followed
each step of the process for approval. The everview of the relationship among all
relevant organization in the importing system for fmperted modern medicinal products

can be summarized base on its own responsibility and requirements in each step.

Shipping
(Representativesof company)

\ 4

- Contact the Customs’ officers
- Prepare the required documents

Customs

Y

-‘ldentify the type of imported products

- Transfer to FDA at the port of entry, if
those products are under control of
FDA'’s laws

FDA
(at port(s) of entry)

Under control of the Import
and Export Inspection
Division

= Consider all products related to its own
requirements/ laws (Drug Act B.E.2510
and ethers)

- Check.all relevant documents related to
the requirement & sample taken, if
necessary

DMSc

A 4

- Analyze the sample following the
specification stated in the registration
- Inform the results'of analysis to FDA

FDA
(at the central)

- The central*office of the
Import'and Export
Inspection Division

- The Legal Affairs Group

If the result shows a failure, the company
(importer),should be punished regarding
the:Drug Act BiEx2510; & follew the
procedure for product recall, if need

Figure 1.4 Relationship among involved organizations in the importing system for

imported modern medicinal products
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The post-marketing surveillance for the imported medicinal products

When the modern medicinal products have already been imported and
distributed in the market, FDA will emphasize on the monitoring and controlling those
products to ensure their quality and safety. The Inspectorate Unit, the post-marketing
surveillance unit which is one of the units under control of the DCD of FDA is the
main organization to be responsible for those purposes.

There is the annual sampling plan that mentions on the sampling of modern
medicinal products_in«the market, including the medicinal products which was
produced by local manufacturers and also imported from abroad. After sampling and
sending those medicipal products'to DMSc in order to test the quality of products, if
the result presents that the failure was foung, the owner who manufactures or import
those medicinal products:should be punishpd according to the Drug Act B.E.2510 as
well as following the procedure for product‘ recall respectively.

Besides, allsothepcases of the violf.aft;ion of the Drug Act B.E.2510 should be

investigated and proposed for the p’rosecuti(')’h':"by'ihe officers of the Inspectorate Unit.
‘i a

ol ol
1.7.2 Modern medicinal product/ medicin‘a.igroduct = Modern drug
1721 A definition‘regarding the [ﬁ]g .-Act B.E.2510: “a drug intended for
use in the practice of modern medicine or théé’ur‘é’ of an.animal disease” (4.
1.7.2.2 This study mentions on finished products-only, not include the active

pharmaceuticalsingredients (APIs) or other chemicals.

1.7.3 lllegal medicinal products: cover all types of drug stated in Section 72 of
the Drug Act B.E.2510%"as follows;
1.7.3.1 Counterfeit/ fake-drugs

Definition:

1) A drug or substance which is whelly or partly an imitation of a
genuine drug

2) A drug which shows the name of another drug, or an expiry date
which is false

3) A drug which shows a name or mark of a producer, or the location of

the produce the drug, which is false
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4) Drugs which falsely show that they are in accordance with a formula
which has been registered

5) Drugs produced with active substances which quantity or strength are
lower than the minimum or higher than the maximum standards prescribed in the
registered formula by more than twenty percent

1.7.3.2 Sub-standard

Definition:

1) Drugs-produced with active substanceswhich quantity or strength are
lower than the minimaum oerhigher than the maximum standards prescribed in the
registered formula to adegree less than twenty percent

2) Drugs produced so that their purity or other characteristics which are
important to their quality differ from the st;anldards preseribed in the registered formula
or drug formulas which the/Minister has onered the drug formula registry

1.7.3.3 Deteriopated J

Definition: |

1) A drug the expiry date of-iivhich as shown on the label has been
reached 22244

2) A drug which has so denatu_rs as to have the characteristics of a fake
drug or a drug differing from trhe standard ol

1.7.3.4 Non=registered

Definition:

A drug which has not been registered

1.7.3.5 Formula registration cancelled

Definition:

Drugs*whose formula-registration has been cancelled for the licensee to
produce drugs and licensee to impart drugs into the Kingdom or drugs which the drug
formiula’ regisicy has been"withdrawn “for mare ‘than 6 months for ‘the lieansee to sell
drugs

1.7.3.6 Withdrawn resulting from the minister’s order
Definition:
Drugs whose formula registration has been ordered cancelled by the

Minister



CHAPTER I
LITERATURE REVIEW

The importing system for madern medicinal products is the processes for
importation of modern medicinal products fremsabread in accordance with all relevant
laws and requirements. Many organizations arc.involved in the importing system for
modern medicinal produets, and their rééponsibilities are different in each step of the
process for importation approval. To achieve the objectives of this study, the
appropriate theorigs; furthermore, should‘ be used as a guide for situation analysis and
as a tool for synthesizing the reasonable Istrategies to improve the performance of the

importing system for modesn medicinal products.

2.1 Organizations involved inthe imporfiing-'system
All organizations involved “in thef.;i_mporting system for modern medicinal
products consist of
2.1.1 Food and Drug Administration“'(ﬁDA)
2.1.1.1 Drug Controt Division (DCD)/
a) TherPrer-marketing Qazn:ffo']_Unit
b) Thé Iﬁépectorate Unit ('Tr-fé P‘ost-marketing Control Unit)
2.1.1.2 The tmport and Export inspection Division
2.1.1.3/The Legal Affairs Group
2.1.2 Customs
2.1.3 Department.of Medical Sciences,(DMSc)
2:1.4"Department of Foreign Trade, the Ministry of'Commerce

2.1.1 The Food and Drug Administration (FDA)

The+0ad and Drug Administration (FDA) is one of the organizations under
control of the Ministry of Public Health. The main role of the Thai FDA is t0 protect
consumers’ health, especially, to ensure safety, quality and efficacy of health products
which include foods, drugs, psychotropic substances, narcotics, medical devices,
volatile substances, cosmetics and hazardous substances available in the country, in

accordance with national legislation and international agreements.
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Mﬁ]
The vision of the Thai FDA focuses on the increasing consumers' confidence
in health products. It states that
“By the year 2007, the FDA will be the principal and most trusted
organization in Thailand in public health protection by ensuring the quality and safety
of health products and premoting proper consumer behavior through reliable scientific
evidence and appropriate technology.”
Mission'®
1. Regulatesand imonitor health products to meet quality and efficacy
standards.
2. Promote GoodsManufacturing Practice in the production and quality

control of health praductsto ensure consurﬁer safety and to encourage exports.

3. Researchfand" dgvelop the effectiveness of the consumer protection
system for health products. :
4. Promote ;and support the capapility of health product consumers and

society to be able to protect themiselves and be self-reliant.

5. Encourage and enabie all stakeholdérs and non-government parties to

share in the consumer protection rale. J Sl S

There arg three maif divisions involving in the importing system for modern
medicinal products-as followed;
2.1.1.1 Drug Control Division (DCD) !

The Drug-Control Division (DCD) has set a vision as an institute with
reliability: and good reputation in consumer protection. The public is thus assured of
accessibility to safe and" efficacious marketed pharmaceutical products of standard
quality, to reliable and adequate information, and to agvance technology. The Division
prorotes theproduction capacity: of lacal pharmaceutical industries to the extent that
they are able to export medicines of standard quality.

The Division carries out its mission in consultation or cooperation with
experts in science, medicine, pharmacy and public health, consumers, manufacturers,
importers, distributors and retailers of drugs. It works closely with several other

organizations (e.g. universities, industries, hospitals, health-care professional groups,



15

consumer groups, other relevant agencies and foreign governments) in the drug
development and review processes.

National Drug Policy

1. Availability and accessibility of quality drugs, in term of therapeutic

efficacy and safety to all at reasonable prices

2. Encouragement on rational-tisesof drugs in such a way that losses,

shortage and over- consumption of drugsare minimizec:

3. Upgrading  and promotion of domestic pharmaceutical industry,
leading toward self=relianee with particular emphasis on research and development as

well as production fer expert.

4. Adwvocatingion locatty mé’hufacturing of raw materials from locally
available resources for local'supply and foF éxp_ort.

5. Support of technical studlri‘es, research and development activities on
disease prevention, general health care-and 'potential therapeutic efficacy, safety and
efficient utilization ofherbs, herbal medicines; and traditional medicines.

6. Campaign on_ Tecognition “,and_,"gdoption of the National Essential
Drug list in both government and private sectors.

7. Improvement - ‘of efficnié".h’éy'i‘ inlegislative  administration,
strengthening “on.enforcement of laws, rules and regulations on drugs in favor of

consumer proteceion.

a) The Pre-marketing Control Unit
The #Fesponsibilities of “this unit consists of to control the
manufacturing, impaorting, and drugstore facilities and to control product qualities
before the production, importation or to launch the product to the market complying
with laws and requirements. Two main activities of thistunit as followed,;
a.1) Licensing
The applications for licenses must be submitted to the licensing
authority, and then the buildings and facilities will be inspected. A license will be
issued after the inspection has confirmed that the applicant has adequate capabilities of
doing such business, and he/she can secure appropriate facilities and personnel for that

purpose.
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a.2) Registration
The registration process is necessary to ensure quality, safety

and efficacy of the drugs being marketed in the country. Only authorized licensees are
qualified to apply for product registration.

b) The Inspectorate Unit (The Pest-marketing Control Unit)

This unit..is respongible for..monitor and/or surveillance the
facilities, product qualities whieh are a\;éilable in the market to comply with the laws
and requirements. Morgever,~the activities concerning the importing system for
modern medicinal produets are composed of;

p'1) To takessample Qf imported medicinal products according to
the annual sampling plan.

0.2) #To askfcompany tB follow the procedure of product recall, if
the results of analysis are failed. |

b.3) /To follow the Drug Act B.E.2510 when the violation occurs,
for example; .‘_W.s_ "

0.3.1) Post-marketing"sg;yeilIance (on-site at the company)
e.g. the retained sample was not kept in the ad?qpa-lte quantity, the reports of medicinal
importation were not prepared-and submitted t'..d-'l':‘BA’regarding the requirement in law
b.3.2) Special cases e.g. the complaints informed by
consumers aboutsthe quality of imported medicinal products which were distributed in
the market
2.1.1.2 The Import and Export Inspection Division
Theslmport and<Exportslnspection Division.is one, of-the organizations
under control of FDA, the Ministry of PublicHealth. Its responsibility is to control the
product quality and the process of importing for health products i.e. drug, food,
narceticy~medical pdevices;cosmeticy and ghazardoeus jsubstanges=from, ahroad to
Thailand regardingito the relevant lawst,

Responsibilities !

1. To control the importation and exportation of health products at the

port(s) of entry, in accordance with the relevant laws and requirements.
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2. To investigate and follow the relevant laws in case of health
products’ smuggling and also to work together with other agencies to solve the
narcotics problems.

3. To consider for approval of importation of health products.

4. To research and develop .the standard for controlling the
importation and exportation of health produets te- comply with the international
standards.

5. To..let"the .consumers understandmore about the necessary
information as well as«the appropriate suggestion for the importation and exportation
of health products. \

6:4To collabgrate with.or encourage the performance of other relevant

agencies.

Current checkpoints of ports”'pf entry [©

To service the importérs to gain more convenience to request for
importing approval, and also to detect the ‘s_@gggling of illegal products, the Import
and Export Inspection Division-has already es,ta*bﬁ,s_hed totally 35 checkpoints (ports of

entry) covering all parts of Thailand. :
Coordination with Other Agen¢ies ™ -

Without good working relationship-among relevant agencies, effective
import control*cannot be achieved. There are many people invelved in the process —
officials from other divisions of the FDA, the Department of Medical Sciences
(DMSc), the Customs, etc.

In addition, inputs fromsprivate.companies are helpfulsin enhancing the
efficiency of the work proacess at the checkpaints. One of the things to keep in mind is
that “procedures taken at the checkpoints or ports of entry should not be too lengthy
anchburdensome tordecent importers”

Strategies ©®!

Furthermore, the Import and Export Inspection Division has the
advance strategies for the importing control system as follows;

1. To check the merchandise (especially health products) packed in
the containers, to ensure that there has no any illegal products hiding in the containers.
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2. To take sample to analyze by DMSc and itself, only at the port(s) of
entry where has the test equipment such as the test kits and IR spectrophotometer.

3. To detect the illegal health products prior to be imported and
distributed in our country, and then do the prosecution according to the relevant laws
respectively.

In conclusien, the activities of this_division concerning the importing
system for modern medicinal products consist of;

1. To.eheck theimported medicinal products at the port(s) of entry

1. L.Physical/ Appearance of the produets
1.2 Relevant documents as required e.g. the license to import the
modern medicinal'produets, invoices, certificate of analysis

2. To'take'sample of the rriecliicinal products being imported according
to the annual samplingplan

2.1.1.3 Thedegal Affairs Group “J

Most ofipersons who werk fdr' this unit are graduated for Bachelor in
law. It is responsible for following the prg'éess of penalty stated in the Drug Act
B.E.2510 if the violation of ‘thelaws was found and detected by the above two

divisions, DCD and the Import and Export Inspection Division.

2.1.2 The Customs

Whenthe medicinal products are imported through-the port of entry, the
Customs’ officer will decide and transfer those products to the port of entry under
control of FDA. After finishing of the approval process at FDA’s port of entry, the
revenue.and taxyrate accordingsto.the standard.customs, tariff, will, be-defined and must
be paid at the customs.

Furthermore, the Customs’. requirement must be thoroughly followed. Each
importerwhowould like te-import allrmerehandises;should-understand the pracess for
importing approval, A standard! customs tariff always defines what kind ‘of imported
merchandises should be paid for the revenue in which rate. A tariff can be changed
according to the agreement among the membership of AFTA 1%,

Regarding to the contents of Customs’ law, there has no any regulation to
prohibit the importation or exportation. If any merchandises; therefore, must be
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prohibited or particularly controlled in accordance with relevant laws, the Customs
requires all importers have to follow those laws absolutely. Besides, some kinds of
imported products must be approved to import or export by the officers who are
responsible for, due to the relevant laws. If anyone does not follow this requirement, it
means that one has already infringed the spegific law for those products and also the
Customs’ law*%,

2.1.3 The Department oi-imedical Srciences (BMSc)

The major respensibility of DMSc concerning the importing system for
modern medicinal produets is to test or analyze all samples of medicinal products
taken by FDA, and then reply its results to FDA, in order to make a decision
complying with the centents of Drug Act B.I:f.2510.

2.1.4 The Department of Foreign Trade,"-the Ministry of Commerce

The importation of all kinds- of "pr,oc_‘lucts should follow the laws of the
Ministry of Commerce. The contents of those:;!lavx(/s mention that each product could be
imported into the Kingdom of Thatland if.iiﬁe' company or the importer completely
follows the specific requiremeénts or laws estaliljshlé‘d to control that product [,

For instance, the-madern- medicinal pro_ducts are required for an allowance
from the FDA, the organization that one of its responsibilities is to control the
importation of those products. Moreover, some Kinds of products such as the
medicinal products, active pharmaceutical ingredients (APIs); salts of APIs, and semi-
finished APIs has been defined in the laws for controlling the importation and
exportation B.E.2522 thatsthose products must-have the product registration issued by
FDA, and the importer should request the confirmation letter from FDA as one of the

importantiddocuments submitted when those products are imported.

2.2 lLaws and requirements
2.2.1 FDA’s lawt 21 (131 [14]
The important laws to control the importation for modern medicinal products
consist of the Drug Act B.E.2510 and other Ministerial Regulations and Ministerial

Notifications in accordance with contents in the Drug Act B.E.2510 as follows:
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1. The Drug Act, Section 12: No person shall produce, sell or import the
modern medicinal products into the Kingdom, unless he has obtained a license from
the competent authority.

2. The Drug Act, Section 13(4) and 13(5): define that there has some
exceptions for importation stated in Section: 12 (the license for importation is not
required) as in case of

2.1) Section 13(4): carrying the medicine for individual with an
adequate amount to use-for 30 days treatment, and also

2.2) Segwion 13(5): the importation by ministries, public bodies and
departments which havea duty.to prevent or treat disease, and by the Thai Red Cross,
and pharmaceutical @rganization, -suech . as the Government Pharmaceutical
Organization. , |

3. The DrugrAct, Section 27: de!fines a duty of persons licensed to import
modern medicinal products. : _

4. The DrugfAct, Section 27-bis: AII"‘imported modern medicinal products
should be thoroughly checked bysthe officersiatieach port of entry.

5. The Drug Act, Section 72: defines that no person shall produce, sell or
import an illegal medicinal products into the nlgiin_gdqm as follows;

5.1"Counterfeit/ fake drugs "

5.2 Sub=standard

5.3 Deteriorated

5.4 Non-registered

5.5 Formula registration cancelled

5.6 Withdrawn'resulting from the minister’s order

6. The Drug Act, Section 79:"Any person-licensed to produce or import
modern medicinal products or traditional medicines-is required first tosapply to the
compeatent auiority for registration of the farmula. Upen receipt of a«Certificate of
formula registration, thoSe products can be produced or imported.

7. The Drug Act, Section 79 bis: defines that there has the exception of
Section 79 for the samples that have received permission to produced or import into
the Kingdom for application to register formula in accordance with the rules,

regulations and conditions prescribed in Ministerial regulations.
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8. The Ministerial Regulation No.14 (B.E.2532): defines the criteria and
conditions for the imported medicinal products without formula registration required
i.e. the importation for research, analysis, exhibition arrangement, and donation
purposes 2,

9. The Ministerial Regulation No.16 (B.E.2525): defines the responsibilities
of the licensee for importation of modern medicinal-products as well as the required
documents e.g. the format of applicatien form and license, the lists of medicinal
products which were imported and sold, the annual reperiwhich must be submitted to
the competent authority®.

10. The MinisterialNotification for establishment of port(s) of entry: defines

the formal port(s)*of entsy ofithe Import and Export Inspection Division 141

Nevertheless, therg are some prolf—giems about an interpretation of the relevant
laws; for instance, the coatents in the Drud;_ACt B.E.2510, Section 13(4): The license
for importation of modern medicinal products has not been required for the person
carrying the medicine for individual with.‘g.piadequate amount to use for 30 days
treatment. Some persons said that the intention qf the Drug Act B.E.2510 should be
thoroughly considered. The Drug Act intenﬁd; t-o strictly control only the modern
medicinal products imported-for sale or fof'..éb'm;rﬁercial benefits, and using for the
majority of pegple. However, the importing of modern medicinal products in the less
quantity, with“the purpose of individual treatment might except to request for the
license approval ™*);

Nonetheless, some patients tried to import the modern medicinal products for
their owngtreatment jout-did, not ,carry. with«them who jneed te-use«those medicinal
products. In some cases;most of people usually tried to carry the modern medicinal
products using for treatment of chronic diseases, and sometimes those medicinal
produets~weresnever ;suppliedn oumcauntry. JAccerdingto sthese=cases, they must
apply‘for approval ‘of importaticn license following the content mentioned'on the Drug
Act, Section 12[*%,

2.2.2 Custom’s law

The main law of the Custom to control the importation and exportation for all

kinds of products including health products is the Customs Act B.E. 2543, and the
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additional procedures for importation and exportation approval must be followed. The
imported products will be identified by the Customs’ officer in accordance with the
specific laws or requirements for those products, and then distributed to the office of
each responsible organization’s office at the port of entry.

2.2.3 Commerce’s law

The Ministry of Commerce requiresthe tmperter who will import all kinds of
products into the Kingdom of Thailand.to follow the specific laws or requirements for
each product issuing.bysthe respensible organization.

Furthermorggall imporiation and exportation should be strictly followed the
requirements stated inghe interpational agreements e.g. Free Trade Agreement (FTA),
ASEAN Free Trade Area (AFTA), Asia-Pacific Economic Cooperation (APEC),
Ayeyawady - Chao Phraya - Mekong Econ;qrjnic Cooperation Strategy (ACMECS).

2.3 Process for importation approval ‘

The procedure for how to check-and eontrol the Importation and exportation of
health products described the workflow how-teiconsider and approve for importing of
the health products, including the modern medicinal products. Furthermore, there are
other procedures that describe in-depth dqt:_éiil_s about the process for approval of
importation of “each health products e.g. mddé—fn Vmedicinal products. The below
diagram is thé Overview-of-workflow-tor-the-approvai=of. importation of health
products, including.modern medicinal products.

The workflow shows each step in the process of impartation approval. The first
process is to identifysthe kind of imported products and issue the relevant documents
by the Customs’ officer. Then those products should be delivered by the shipping, a
representative ‘of “the importer to" the ‘office ‘at"the*port of "entry of the other
organizations responsible to controlkithose imported products. For example; the modern
medicinal products being imparted must be transferred to the ‘port‘of enicy of FDA to
consider for the compliance with FDA'’s law, the Drug Act BE. 2510 and relevant
laws, and also taking sample if needed. After that those medicinal products should
return to the process for tax calculation, punishment if the law violation occurred
and/or other processes as required before the importation approval by the Customs

respectively.



23

Imported goods

Customs
§ - Sample of goods
< - Relevant
v document(s)
Port of entry (FDA)

A 4

Consideration whether those
goeds under icontrol of FDA

v ‘" v

No Yes Not clear
Record in the Check the corrécﬁon Inform licensee
relevant forms related to its.oWwn to contact back

requirements
# ﬂ)-‘ \ 4
Y Prepare the doc.
Keep all doc. o to inform
as database A ~ customs
Correct Incorrect
\4 A\ 4
Stamp - " Return
“Uncontrolled” Conmderapon _ConS|_derat|0n for samples and
with blue in for sampling importing approval relevant doc.
the invoice(s) to customs
Return = ¥
samples ‘and Sample No sample
relevant doc, taken taken v ¥
to ctistoms v Passed Not passed
Following l l
SOP for how
to sample @ @

Figure 2.1 Workflow of importation approval for the health products, including the
modern medicinal products
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Record in the Consideration Record in the
relevant forms for sampling relevant forms
\ 4 A\ 4
A\ 4 {}
Keep all doc. : | Keep all doc.
as database Sample No sample as database
taken taken
\ 4 JV v
Stamp | Quarantine Stamp “Not
“Passed” “| goods Passed” with red
with blue in in the invoice(s)
the invoice(s) ' v
Record in the
! relevant forms A 4
L Prepare the
Return \ doc. to inform
samples and Keep all doc. customs
relevant doc. oS databhsa
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i ¥\ A A\ 4
Stamp “Prosecution Return samples
already & Passed” and relevant doc.
with red in the to customs
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A 4
Prepare the doc. to
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\ 4
Return samples and
releyant doc. to
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A
| = Customs | [¢ @
v
v

Importation approval

Punishment if the law
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Figure 2.1 Workflow of importation approval for the health products, including the
modern medicinal products (cont’d)
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2.4 Theories used in this study
To achieve the objective of this study as to identify and analyze the factors

affecting the importing system for modern medicinal products, the researcher decided

to select the theory that mentions on whi
The main theory that the researchs 0\‘ | ithe Host Tor’s Theory (1997): “The
y L

Organizational Pyramid” Theory (1995): *“Seeing

Organizational PattewT Model v@s the additional theory to

identify the elem the | main the culture and environment

£

actor in the system should be identified.

respectively.

24.1 Host To

Normally, every of é:j;izét?ﬁ'n; consists of ¢

organization usuall the‘ﬂTfe'Pé?l

interdependent, so changing gp{fﬁ‘sunﬁl tions ers. Therefore, the researcher
e .

should concern about the nature and refationship among these elements.

g ) L # 0
= ;‘l'i,;ﬁ-"?,}.r'-{. "?.__ ——

‘“f

Organizational Pyramid
Adapted from Hgst {1997)

Figure 2.2 Host Tor’s Theory (1997): The Organizational Pyramid
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The main elements of the Organizational Pyramid are composed of;

Goals: What the organization aims to achieve

Structure: How elements are brought together

Resources: money plus lots more

Tasks: What is done

Technology: Physical (e.g. drugs, eomputers) and social (e.g. workflow)
Stakeholders: care recipients and participants

PersonnelsWho does.it

Culture;.@Gollective values & beliefs of members

© 0o N o 0 bk~ w DN PE

Environment: Jihe organization’s “sea”

Nevertheless;” the" limitation— of 'iiiost Tor’s Theory (1997) is that the
organizations usually have many elements?“fha_‘t_ interrelate with one another. Managers
and researchers may design the changes \ii{_ithrout clear understand of what elements
have been targeted or how those elements relate'to other elements of the organization.
That means the elements that the researchet_@gst identify may not cover all above in
the Organizational Pyramid. Only. a few elemehgg‘ that have most affectation on the
importing system for modern medicinal pro@gt-s should be mainly concerned and
emphasized on as the first priofity. Y-

In addition, the pattern of the Organizational Pyramid is very useful for the
researcher to identify the importing system for modern medicinal products following
each element mentioned on Host Tor’s Theory (1997) and use this theory as a guide to
consider the system performance in the correct way, in order to achieve the objectives
of this study.

The  researcherrhas to review therswritten materials suchras the standard
operation ‘procedures, records, laws.and requirements, the technical documents, and
thesinformatien, uploaded on-the“website preparedsby-the@rganizations imvolved in the
importing system 1:.¢. FDA, Customs, DMS¢ and the Department of Foreigh Trade, the
Ministry of Commerce. After that the contents which are associated with the
objectives of this study must be selected relating to each element of the Host Tor’s
Theory (1997). Moreover, some issues such as the culture of the organization involved
in the importing system should be identified by using the alternatively additional
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theory as Keidel’s Theory (1995). And then the current situation analysis could be

performed more effectively.

2.4.2 Keidel’s Theory (1995) : “Seeing Organizational Patterns”

This theory emphasizes on the models of relationships within organizations.
There are three basic forms of relationships.«in every organization as control,
cooperation and autonemy. Each of thgse forms-has important implications for an
organization’s structure and.for its fur-l‘ctioning. This theory can help managers to
“see” their world & alternatives: Nonetheless, the different organizations usually focus
on all basic forms of relationshipin differlent degrees.

““Seeing JOrganizational’ Patterns™ was provided by Robert W. Keidel,
Ph.D., the principal of Robert'Keidel Assoéiates, based in Wyncote, Pennsylvania. A
former senior fellow at The Wharton S?.:Jho_p_l, he works with major corporations,
government agencies, and professional ser\fﬁge “firms as a consultant and an educator in
organizational design and change M.

Robert W. Keidel explained that mgsE organizational issues are a balance of
three variables: individual ‘' -autenomy, hjeré}gghical control, and spontaneous
cooperation. It is a new pri‘sm for viewi@?’c}rréanizational design that is neither
simplistic nor__unduly complicated. Morééi}érf'Seeing Organizational Patterns
converts organizational design into an art form of triangular.patterns. It is a set of
conceptual lenses'that enables us to see organizations more clearly, systematically, and
imaginatively than ever before.

In Leade'rship and the New Science, Margaret Wheatley argues that since
nature eensists; essentiallys of srelationships,« ity stands« to-reason that human
organizations do as well.sTo take this idea a step further, organizational design may be
defined as‘the purposeful specification of relationships. Organizations are inherently
triadie’becausesthere are, only threejways in, which peaple; can relateywithout:conflict,
to each other— patterns/that correspand to the threelcore design variables identified

above: autonomy, control, and cooperation *® as presented in figure 2.3.
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TYPES OF HUMAN RELATIONSHIP

o))

Cooperation
(Integration)

¥ W = X
Lontro! Autonomy
(Subordiagtian) {Separation)
/

Figure 2.3 Type of Humanrelationship

BuckminstergFuller argues that né,tur‘e' has an underlying triangular structure:
“Everything that you have ever recognized“iﬂ [the] Universe as a pattern is re-cognited
as the same pattern you have seen hefore. "'Bé'éause only the triangle persists as a
constant pattern, any recognized-patterns aré-"itnherently recognizable only by virtue of
their triangularly structured. pattern integriias:.”-.-"Recognition is as dependent on
triangulation as is original. cognition. Onl&. _‘}Eigngularly structured patterns are
regenerative patterns. Triangurlar structuring 'is.a battern integrity. itself. This is what
we mean by struettire. =

Triangular design applies Fuller’s perspective to-human organization. It
reflects Margaret\Wheatley’s conviction that “If nature uses certain principles to create
her infinite diversity, it.is highly probable: that those principles apply to human
organizations.” Triangular design thus provides a way.to balance —and continuously
rebalance,— any organization across multiple dimensions, each of which incorporates
the autonomy/ control/ cooperationriad 8!,

Organizational Design Profile "

1. Organizational strategy answers three fundamental questions: (1) why
an organization exists, (2) what it is, and (3) how it competes. These respective issues
are prior to those of organizational structure and systems. In other words, structure and

systems are properly regarded as means for realizing organizational strategy.
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Nevertheless, an organization may address issues of strategy, structure, and systems in

any order — depending on its unique needs, opportunities, and inclinations.

Table 2.1 Organizational Design Profile; Strategy

Strategy Autonomy Control Cooperation
Constituencies Customers/ Shareholders/ Employee

(for whose benefit Clients Subsidizers

does this org. exist?)

Character Player-oriented | Coach-oriented Team-oriented
(What is our

essential nature?)

Capabilities Differentiation’ | Cost (affordable) Flexibility
(How do we (special) ‘ (adaptable)
compete?) . &

2. Organizational structure IS‘the hard wiring of design. It — or, more
often, part of it — iswhat ong — varlable Ihlnkers typically have in mind when they
conceive of organizatiopal design, Indeed, _;‘s_,t__ru_(_:_ture for most corporate managers is
typically that which is both concrete and c‘IéarI;/ visible = the boxes and lines (and
levels) that form the organization chart, the physu:al layout and location of various

people and organizational units;-and/or the ac%aal Work flow.

W

Table 2.2 Organizational Desrign Profile: StrUéture

Structure Autonomy Control Cooperation

Organizatioh ehart Flat/ Clear Steep/ Clear Flat/ Amorphous
(What is the form of our
reporting relations?)

Layout Independent Programmed | Spontaneous
(What physicaliinteraction actien intéraction interaction
does our design encourage?)

Interdependence Pooled Sequential Reciprocal

(How does our
work/information flow?)

3. Organizational systems constitute the soft wiring of design. They are
the less visible aspects that nonetheless play a crucial role in determining
organizational behavior and performance. Indeed, given the choice of manipulating
either structure or systems, most experienced organizational consultants would

probably choose the latter.
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Table 2.3 Organizational Design Profile: Systems

Systems Autonomy Control Cooperation

Reward system Individualistic Hierarchic Mutual
(What behaviors are

reinforced financially
and non-financially?)

Meeting system Forum Decision- Team-building
(for what reasons do making

people get together?)

Decision system Decentralized Centralized Shared

(How do we exercise (aelegate) (mandate) (collaborate)
authority?)

The coneept of#triangular desig;n has three features that go to the heart of
management and organization — and Iap‘guage: incompleteness, integration, and
stickiness. Triangular design is forever in(—;omplete because there will always be new
aspects of organization to pattern — as well as other ways to pattern existing aspects.

The situation analysis is very neceég&r_y for the researcher to understand more
about the current situation, background, history, é!geration process, normal practices of
the personnel, strength, weakness and some @stacles affecting the importing system
for modern medicinal products. And then thé"éb_ﬁfjdpfiate tools should be selected and
used to analyze the factors affecting the effectiveness of the current importing system
for modern mediCinal products as well as to synthesize the strategies to improve the
system performance. The SWOT analysis and SWOT matrix (Confrontation matrix)

are suitable to be used.as tools for achieving the goals of this study.

2.4.3'SWOT analysist? 1#1 22
A SWOT analysis is a tool, used in management and strategy formulation. It
can. help.to identify the Strengths(S), Weaknesses. (W), Opportunities (Q) and Threats
(T) of a particular company,?”!
Strengths and weaknesses are internal factors that create value or destroy
value. They can include assets, skills, or resources that a company has at its disposal,
compared to its competitors. They can be measured using internal assessments or

external benchmarking.?”
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Opportunities and threats are external factors that create value or destroy
value. A company cannot control them. But they emerge from either the competitive
dynamics of the industry/market or from demographic, economic, political, technical,
social, legal or cultural.””

SWOT analysis was developed by the middle of the 1960s for large
organizations to determine the strategic' fit“between an organization’s internal,
distinctive capabilities_and external possibilities _and to prioritize actions. SWOT
stands for Strengths, \WWeaknesses, Oppartunities and Threats. In the early 1950s, two
professors of busingss® poliey .at’ Harvard, George Albert Smith and C. Roland
Christensen, began questioning whether a firm's strategy matched its competitive
environment.[?! i

In 1960, a;number of large Amerjcan enterprises commissioned a long range
study at Stanford Research Institute to i‘pvestigate why their long range planning
efforts where was unsuceessful. SRi's resé:ar_ch team -- Marion Dosher, Otis Benepe,
Albert Humphrey, Robert Stewart and-Birger Lie - interviewed 5,000 managers at
1,000 companies over nine years.~They fo'uﬁdf that the difference between what an
organization planned to do and-what they acthéli;i:‘accomplished was about 35%. The
problem was not the management.ieam’s qujitfy'_(’)f information, but their ability to
reach a committed agreement '(‘)n constructive dbjEctiVes rather than settling for feeble
compromises. -

Part of the team's methodology to make strategic. decision making more
explicit was to determine what the interviewees found positive and negative about the
present and the future. . The team developed SWOT for this purpose. The SWOT
framework was first described in detail 'inthe late 1960's'by Edmund P. Learned, C.
Roland Christiansen; Kenneth Andrews, and William D:-*Guth in Business Policy, Text

and Cases.[?!l

Thé-adronym’s définitions are; 1%

1. ‘Strengths: attributes of person or company that is helpful to"achieving the
objective(s).

2. Weaknesses: attributes of person or company that is harmful to

achieving the objective(s).



32

3. Opportunities: external conditions that is helpful to achieving the

objective(s).

4. Threats: external conditions which could do damage to the objective(s).

Table 2.4 Typical examples of factors in a WO Fanalysis diagram %

Strengths

Weaknesses

Specialist.marketing «*
expertise

Exclusivesaccess to natural
resetirces

Lack of marketing expertise
Undifferentiated products
and service

LLocation of your company

Removal of international
trade‘barriers

A market that is'led by a
weak competitor

y o Patenis “. e Competitors have superior
< e New, innovative product or access to distribution
£ servige # channels
|LI_J e | gCation offyour busmess ° POOIf quality of goods or
pd o Cost advantage through services
- proprietary Know-how } e Damaged reputation
o Quality processes-and- - 44
procedures ks
e Strong brand or reputatlon
Opportunities ‘il Threats
e Developing market (Chlna I e Anew competitor in your
the Internet) T own home market
o Mergers;jomntventures ors = [ Price war
strategic alliances e Comgpetitor has a new,
3:' e _Moving Into new attractive innovative substitute
zZ +market segments produci or service
o4 , i : :
L e A new international market e New regulations
; e _Loosening of regulations e Increased trade barriers
L

A potential new taxation on
your product or service

Any.organization.must.try to. create.a fit with its external.environment. The

SWOT diagram is a very good: tool, for analyzing the (internal) strengths and

weaknesses of a corporation and the (external) opportunities and threats. However,

this analysis is just the first step. To really create the fit with the external environment

is often the most difficult work.
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2.4.4 PEST Model
PEST analysis stands for "Political, Economic, Social, and Technological
analysis” and describes a framework of macro-environmental factors used in the

environmental scanning component of strategic management.*!

‘ nodel used to measure a market,
including competitors from the star nt’of a"paiii llar proposition or a business.
When used as a tool, i KS_ e ur mgrowth or decline, such as
potential and direction-fora bt s a '\ 0 measure business, in terms
of (P)olitical, (E)co -n al factors. The analysis uses
four perspectives, in lg format helps the readers
to understand, and ‘During its growth and

conclusion, it is a tg

Figure 2.4 PEST Model


http://en.wikipedia.org/wiki/Environmental_scanning
http://en.wikipedia.org/wiki/Strategic_management
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Composition®!

« Political factors, are how and to what degree a government intervenes in the
economy. Specifically, political factors include areas such as tax policy, labour
law, environmental law, trade restrigtions, tariffs, and political stability.
Political factors may also Include goods.and services which the government
wants to provide or be provided (merit-gooeds)and those that the government
does not want to_be-provided idemerit goods or merit bads). Furthermore,
governments havesgreat tnfluence on the healih, education, and infrastructure

of a nation.

« Economic facters include economic growth, interest rates, exchange rates and
the inflation rate, These factors have major impacts on how businesses operate
and make decisions. For example, ‘}inté-rest rates affect a firm's cost of capital
and therefore togwhat extent a bus‘i"-ness___grows and expands. Exchange rates
affect the costs of exportinggoods anq the supply and price of imported goods
in an economy =

cus dd

» Social factors include the cultural as;iégts’_ and include health consciousness,
population growth raté, age distribUtibn:,! career attitudes and emphasis on
safety. Trends in-social-factors-affect the demandfora company's products and
how that company operates. For example, an aging-population may imply a
smaller and less-willing workforce (thus increasing the cost of labor).
Furthermore, .companies may changesvarious management strategies to adapt

to,these social trends(such-as recruiting older workers).

e Technological factors include technological aspects such as R&D activity,
automation;itechnologysincentives and the, rate. ofi technologicalrehange: They
can determine barriers.'tolentry, minimum ‘efficient.production level and
influence outsourcing decisions. Furthermore, technological shifts can affect
costs, quality, and lead to innovation.

o Environmental factors include ecological and environmental aspects such as

weather, climate, and climate change, which may especially affect industries


http://en.wikipedia.org/wiki/Government
http://en.wikipedia.org/wiki/Tax_policy
http://en.wikipedia.org/wiki/Labour_law
http://en.wikipedia.org/wiki/Labour_law
http://en.wikipedia.org/wiki/Environmental_law
http://en.wikipedia.org/wiki/Trade_restriction
http://en.wikipedia.org/wiki/Tariffs
http://en.wikipedia.org/wiki/Merit_good
http://en.wikipedia.org/wiki/Demerit_good
http://en.wikipedia.org/wiki/Health
http://en.wikipedia.org/wiki/Education
http://en.wikipedia.org/wiki/Infrastructure
http://en.wikipedia.org/wiki/Economic_growth
http://en.wikipedia.org/wiki/Interest_rate
http://en.wikipedia.org/wiki/Exchange_rate
http://en.wikipedia.org/wiki/Inflation_rate
http://en.wikipedia.org/wiki/Cost_of_capital
http://en.wikipedia.org/wiki/R%26D
http://en.wikipedia.org/wiki/Automation
http://en.wikipedia.org/wiki/Technological_change
http://en.wikipedia.org/wiki/Barrier_to_entry
http://en.wikipedia.org/wiki/Outsourcing
http://en.wikipedia.org/wiki/Innovation
http://en.wikipedia.org/wiki/Climate_change
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such as tourism, farming, and insurance. Furthermore, growing awareness of
the potential impacts of climate change is affecting how companies operate and
the products they offer, both creating new markets and diminishing or
destroying existing ones.

Use of PEST analysis with other models'*

The PEST factors, combined with external micro-environmental factors and
internal drivers, can be.elassificd-as opportunities and threats in a SWOT analysis.

|
2.4.5 SWOT matrix (€onfrontation matrix)

A tool to cambine the internal factBrs with the external factors is the SWOT

matrix (Confrontation matrix).

]
i

Table 2.5 SWOT matrix (Confrontation maifj_x)

Opportumtjes (O) Threats (T)
(57, (ST)
Strengths (S) Offensive Adjust
make (e most of these restore strengths
: (WO) (WT)
Weaknesses (W) Defensive Survive
watch competition closely turn around

Often in reality=the two columns @f/the SWOT diagram are pointing in
opposite directions. Strategists must still deal with the-paradox of creating alignment.
This canitbe done via Outside-in strategy formulation (market-driven strategy) or

Inside-out strategy formulation (resource-driven).

The steps in the common three phase SWOT analysis process are: =

Phase 1: Detect strategic issues
1. ldentify external issues relevant to the firm's strategic position in the
industry and the general environment at large with the understanding that

opportunities and threats are factors that management cannot directly influence.


http://en.wikipedia.org/wiki/SWOT_analysis
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2. Identify internal issues relevant to the firm's strategic position.

3. Analyze and rank the external issues according to probability and impact.

4. List the key strategic issues factors inside or outside the organization that
significantly impact the long-term competitive position in the SWOT matrix.

Phase 2: Determine the strategy

1. ldentify firm's strategic fit given .its iaternal capabilities and external
environment.

2. Formulate.alternativesirategies to address keysissues.

3. Place the alternative strategies in one of the four quadrants in the SWOT
matrix. Strategies that.eombine:; \

3.1 Internal strengths with.external opportunities are the most ideal mix,
but require understanding how the intemals:trengths can support weaknesses in other
areas;
3.2 Integnal weaknesses with oﬁp_ortunities must be judged on investment
effectiveness to Determine if the gain is wo"r‘th' the effort to buy or develop the internal
capability; /N

3.3 Internal strengths with external thréats demand knowing the worth of
adapting the Organization to change the threa_lt.f?]_to'_c’)pportunity;

3.4 Internal weaknésses with threa'ts:-éreéte an. organization's worst-case
scenario. Radical.Changes-such-as-divestment-are-required:

4. Develap, additional strategies for any remaining-=blind spots” in SWOT
matrix. Select an appropriate strategy.

Phase 3: Implement and monitor strategy

1.. Develop action plan to implement-strategy;

2. Assign‘responsibilities'and budgets;
3. Monitor progress;
4

Stait review process from beginning.

For this study, SWOT analysis will be used as a tool to analyze each factor
affecting the effectiveness of the importing system for modern medicinal products, in
order to know what the strengths, weaknesses, opportunities, and threats are.

Moreover, the SWOT matrix (Confrontation matrix) will be used to synthesize the
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appropriate strategies to improve the performance of the importing system for modern
medicinal products respectively.

This study will adapt the SWOT analysis following Phase 1: Detect strategic
issues and Phase 2: Determine the strateoy, not include Phase 3: Implement and

monitor strategy.

2.5 Health Sciences Authority (HSA), Singapore °/°71(28]

The government-organization which is the National Regulatory Authority
(NRA) of Singaporg«is the' Health Sciences Authority (HSA). The organization
structure consists of four main groups as |

1. Health"ProductsiRegulation Grpup

The Health PRroducts Regulaﬁon Group (HPRG) ensures that drugs,
innovative therapeutics, medical devices dqd health-related products in Singapore are
wisely regulated to.meet appropriate standa"r-ds of safety, quality and efficacy.

Three divisions dnder this grotip include

1.1) Pre-marketing “'..a't_.‘

1.2) Vigilance, Compliance and Enforcement

1.3) Auditand !Jcensing A& L),:

-

2. Blood,Services Gfoup
The Biood=Services=Group;—as-the-national=biocd service, secures the
nation's blood supply by ensuring a safe and adequate blood supply and providing
specialist transfusion medicine services.
There are two.divisions under this.group. It consists of
2!1) Bload'supply;
2.2)" Patient service
3. Applied Sciences Group
The Applied Sciences Group represents‘the national forensie,medical and
scientific, "analytical “and ‘laboratory” expertise "to “support fegulatory” and other
compliance agencies in the administration of justice and the safeguarding of public
health.
There are six divisions under this group. It consists of

3.1) Forensic Medicine
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3.2) Forensic Science

3.3) Mlicit Drugs and Toxicology
3.4) Pharmaceutical

3.5) Food safety

3.6) Chemical metrology

Membership of PIC/S :

With effect from 1 January 2000:-Singapore has become the first Asian country
to accede to the Pharmageutical Inspection Co-operation Scheme (PIC/S). Accession
to PIC/S (which is'baseddn Geneva, Switzerland), would bring about many benefits to
Singapore and the pharmaceutical rrjanufacturing sector. These include the
enhancement of the status.of Singapore as’a"'.regional pharmaceutical and life sciences
hub, the facilitation ofithe process of mfﬁuql recognition on GMP inspection with
PIC/S countries andithe global acceptance”';_of'the quality of pharmaceutical products
manufactured and exported from Singapore.

WHO Certification on Quality of Pharméégdtical Product

Singapore is a party “tc. the WHO C'-grfi!;‘i.‘cation Scheme on the Quality of
Pharmaceutical Products Meving in InternatibnétCommerce. HSA is the competent
authority for Singapore for the granting of a Certificate of a Pharmaceutical Product
and the Certificatg of Licensing Status of a Pharmaceutical Product in accordance with

the WHO Certification Scheme.

ASEAN Sectoral Mutual Recognition Arrangement for GMP Inspection of
Manufacturers of Medicinal Products

An ASEAN-" Sectoral Mutual " Recognition Arrangement (MRA) on Good
Manufacturing Practice (GMP) Inspéction of manufacturers of medicinal products was
signed on [10-April 2009 “in, Pattaya “Thailand by the Economic Minisiers of the 10
ASEAN Member States.

The scope and coverage of this Sectoral MRA is for medicinal products in
finished dosage forms, and excludes products such as biopharmaceuticals,
radiopharmaceuticals, traditional medicines and investigational medicinal products.

Under this Sectoral MRA, a party whose inspection service is listed under this Sectoral
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MRA will have its inspection reports and GMP certificates, in respect of a facility
manufacturing medicinal products in its territory, recognized and accepted by other
ASEAN member states. In order for an inspection service to be listed under this
Sectoral MRA, the inspection service shall operate a Pharmaceutical Inspection
Cooperation Scheme (PIC/S) GMP inspection system, as demonstrated by PIC/S
membership or adherence to any other equivalent standard. As Singapore is already a
PIC/S member, it would mean that Singapore HSA would become one of the Listed
Inspection Service underthe Sectoral MRA. As such, ether ASEAN Member States
would therefore recognize and accept HSA's GMP certificates and inspection reports
of the local manufacturers of medicinal products, without the need to conduct another

audit on those local manufacturers.

Regulatory Guidelings and Standards
Licensing

Manufacturer’s license for medicinal product

All medicinal products«are regulatéd- under the Medicines Act and its
subsidiary legislations. ‘Under the Medicines Ac't all local manufacturing facilities
engaged in the manufacture or assembly of (6§Qicjpal products must be licensed with
Health Sciences*Authority (HSA). Thus, no pefséﬁ shall manufacture or assemble any
medicinal product-except-tn-accordance-with-a-hicense-grant-for the specific purposes
(referred to in the Medicines Act as a Manufacturer's License).

The GMP.Audit and Licensing Unit of Audit & Licensing Division (A&L) in
Health Sciences Authority is responsible for the audit and licensing of medicinal
product! manufacturers ‘and assemblers in accordance with current international Good
Manufacturing “Practice (GMP) standard. A" manufacturer's license” would only be
granted when the manufacturing facilities has been-assessed, audited and found to
comply with e Pharmaceutical Inspection Convention/Co-operation Scheme (PIC/S)
Guide'to Good Manufacturing Practice (GMP) for Medicinal Products. The holder of a
manufacturer's license shall comply with all the standard provisions and licensing

conditions for a manufacturer's license under the Medicines Act.
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Import’s license for medicinal product

Under the Medicines Act, importers of medicinal products who do not hold the
relevant product licenses may apply for an import license to import registered
medicinal products. The import license can be separated into two kinds as followed;

(1) Import license (for authorized agent) for medicinal products will only be
issued to local importers who have been authorized.ay the product license holders to
import licensed products on their behalf. The Importers must demonstrate their
compliance with HSA's«GDP standard before the granting.of the Import License would
be considered. The preductsauthorized for importation would be listed in the license.

(2) Import license (@n/Consignment Basis) for medicinal products is issued
to importers whe are not product license holders or authorized agents. The license
allows the import of a registered mediciné] 'product on a per consignment basis after
the importer has satisfied the licensing auf!pority that the product to be imported is in

all respects the same as the medicinal prodﬁe_t registered in Singapore.

Wholesale Dealer's license for medicinal ﬁf@ducts

Wholesale dealing is defined under thg;l\éggicines Act as selling (a product) to
a person who buys it for thé purpose of sciﬁr’{gior supplying it in the course of a
business carried on by that person except that it does not.include any such sale by the
person who . manufactured it. Therefore, any person .(except for licensed
manufacturers)who intends to sell registered medicinal produets‘to others for purpose
of resale will have to apply for a Wholesale Dealer's license for medicinal products.

The grantihg of the Wholesale Dealer's license would be considered when the
company-hassbeensaudiied and,found to.comply-with-HSA's GBP standard. Licensed
wholesale dealers can only deal in registered medicinal products and are not allowed
to deal in‘'medicinal products of which the product licenses are no longer valid.

Mareover, rapplicants for ally kindssof+licensey should submit, the jonline
application forms ‘through ithe ‘e=service system namely Pharmaceutical. Regulatory
Information System (PRISM).
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Product license (Product registration)

All medicinal products imported or sold in Singapore are required to be
licensed by the Health Products Regulation Group, Health Sciences Authority. A
medicinal product is defined in the Medigines Act as "any substance which is to be
used for administration to human beings and anumals for the diagnosis, prevention or
treatment of ailments including preparations-iniended for the promotion of health, for
anesthesia or for contraception™. The onus of applying for.a product license rests with
the license holder, i.e«a‘locally registered company that is responsible for the safety,
quality and efficacy ofithe preduct.

The Therapeutie Products Division (TPD) Is responsible for the registration of
medicines and the continual ‘review of approved medicinal products. TPD will
facilitate the timely intgoduction and a\;/ailability of new and innovative quality
medicines in Singapore and the' region, jncluding medicines targeted for diseases
prevalent in the region. ; _

The main activities relating to the control of medicinal products include:

« Evaluation and" appreval of apf;lications for new product licenses,
amendment and renewal of existing product :[jééﬁé‘es, as well as the continual review
of registered medicinal products. v, e

« Evaluation and approval for import df u—hregistered miedicinal products on a
named patient basts:

o Approvals: for the import of medicinal producis for the purpose of
re-export.

« Evaluation g@and. approval of appligations for licenses for the purpose of
importation of registered medicinal productsen a per consignment basis.

« Evaluation, approval and monitoring of clinical trials on medicinal products.

o Secretariat support for the Medicines Advisory Committee (MAC) and the
Medlical Clinreal Research Committee’ (MCRC).

Furthermore, the ASEAN registration of pharmaceuticals for human use has
required the licensee to submit the documents in compliance with the ASEAN
Common Technical Dossier (ACTD) and also the ASEAN Common Technical
Requirements (ACTR).
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Good Distribution Practice (GDP) Standard

Good Distribution Practice is a quality system which ensures that medicinal
products are stored and handled consistently under appropriate conditions as required
by the marketing authorization or.product specification so that the quality of the
products will be maintained during storage and distribution.

Importers and Whelesale Dealers of Medicinal Products are required to comply
with the HSA GDP_standard. The Regulatory Inspectors of HSA will audit the
company in accordance:with the HSA Guidance Notes en Good Distribution Practice.
This guidance has already prepared by referring to the Geod Distribution Practices for
Pharmaceutical Produets of World Health Organization (WHO) 2006, EU Guidelines
on Good Distribution Practice of Medicinal Products for Human Use (94/C 63/03) and
the Pharmaceutical® Inspection Co—oper;a,tion Scheme (PIC/S) Guide to Good
Manufacturing Practice (GMP) for Medicihlal Products.

The scope of the auditwill cover thé;—following area where applicable:

- Personnel =S

- Premise and facilities 7/ -

- Stock handling and stéekcontrol = !
- Disposal of products
- Documentation :
- Product-Comptaints
- Product regall
- Returned materials
- Counterfeit products
£ Self-ingpection
= Contract activities

Centifications
1. ‘The Good Manufacturing Practice{(GMP) certificate

The GMP certificate issued by HSA is a certificate relating to the manufacture
of a medicinal product, an active pharmaceutical ingredient or a cosmetic product

attesting to its conformity with the relevant GMP Standard as appropriate.
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The GMP certificate is granted when the manufacturing facility has been
audited and found to demonstrate satisfactory compliance with the required GMP
standard. The name and address of the manufacturing site and the scope of the
certification will be defined on the GMP certificate. The scope of certification would
normally be determined by the scope of thes/aciual audit that was performed at the
manufacturing facility and the types of dosage.forms/range of products being
manufactured. A GMP _certificate wouldnormally be valid for 2 years for a medicinal
product manufacturer.and 3 Vears for a cosmetic product- manufacturer.

The certificateswould be issued in the name of the local firm/company
registered with the Ageounting and Corporate Regulatory Authority, Singapore. The
person making the application should be.authorized by the company to do so as the
person responsible (.. managing director; QA/QC manager, production manager).

2. Good Distribution Practice (GDP) certification

This is a voluntary -scheme - for interested companies to seek official
certification from HSA. A'GDP certificate is a certificate relating to the storage and
distribution of medicinal producis. or active pharm.aceutical ingredients attesting to its
conformity with the HSA's GDP Siandard. A éDP certificate is issued when the
company's quality system has been audited éhd found-to comply with HSA's GDP
Standard.

3. The Certificate for Exporter of Medicinal Product (Certificate of
Pharmaceutical Product, CPP)

The CPP certificate issued in the format as recommend by the WHO is a
document that is internationally reeagnized by national drug regulatory authorities for
establishing the status of medicinal product under a national drug product licensing
system. The medicinal product has to be produced under a comprehensive system of
quality assurance,'conforming to GMP.standards as mandated by WHO.

The certificate is specific for one product as well as one country of import.
Among other information, the certificate specifies whether or not a product is sold in
Singapore. Where a product is limited to export, a standard comment would be
included in the certificate to define the reason. Product details, such as the

formulation, are also provided in the certificate.
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The certificate can be issued for medicinal products controlled under the
Medicines Act of Singapore as well as those that are exempted from licensing control.
The certificate will be prepared in English and transmitted to the requesting authority
through the applicant. The applicant will be responsible for providing a notarized
translation that may be required by the requesting authority. The competent authority
in the requesting country eould request a copy of the.eertificate directly from HSA for
the purpose of verifying its authenticity,

The certificateawill normally expire 24 months er.6 months from the date of
issuance for licensedemedieinal products and medicinal products exempted from
licensing control respgetively. Upon expiry, a new applieation must be submitted. The

certificate cannot'be renewed or re-issued.

GMP Conformity Assessment of Oversegs Manufacturers of Medicinal Product

With effect from 1 April 2004, all new overseas manufacturers who intend to
register their "western"/medicinal products in Singapore will be subjected to a GMP
Conformity Assessment by HSA. .‘_W.s_ "

Manufacturers which have been previo*us!ly audited and found to conform to
GMP standards by a PIC/S member authorit;?o;r .-any of the HSA's benchmark GMP
inspection authgrities may submit GMP ev'i(:.i.é'ri‘cé’e’.g. a valid GMP Certificate, for
evaluation. Such.manufacturers need not be audited by HSAif.the submitted evidence
is found to be aceeptable.

Manufacturers who do not meet the above criteria will be subjected to an on-
site audit by HSA's GMP auditors to assess their compliance to the PIC/S GMP
standard=Ansapplication-to request for.an overseasaudit has to-be filed together with
the submission” of a quality system daossier, which Is essentially a collation of
documents’ and information that. provides a comprehensive overview of the

manufacturingrsitesfacilities-and-the quality,system ofitheymanufactusing-eperations.

Service Charges

GMP Evidence Evaluation $600
per manufacturing site
Quality System Dossier (QSD) Evaluation $4500

per manufacturing site
(one time payment)
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On-site GMP audit of a manufacturer
located in*:
(@) an ASEAN country $18,000

per manufacturing site
(b) an Asia country (other than ASEAN) $20,000

per manufacturing site
(c) a country outside of Asia $24,000

per manufacturing site

*Service charges varies. aeeording to the geographieal location of manufacturer
Note:

1. Payment should pe made payable to Health Sciences Authority by either

chequeor GIRO

All servicecharges paid will not be refundable

3. Please refer tothe Guidance Notes on GMP Conformity Assessment of an
Overseas Mafufacturer for furthek information.

4. The GMP eonformity assessment of overseas manufacturer will be
implemented with effect from 1 April 2004.

N

r
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Safety Information & Recalls

Guidance for industry and apphicants -2 4

Guidance for Industry: Safety Reporting Requ_ij:Fements for Reqistered Medicinal
Products (October 2008) ‘ : ’

This document.applies.to.license.holders.who. are responsible for introducing

registered western medicinal products into Singapore. It provides guidance to license
holders on the submission of relevant safety information relating to registered western
medicinal products to.the Vigilance Branch. It addresses the types of documents to be
submitted; the timelines and the reguirements-forreporting.drug:Safety-information.

Guidelines on product defect reporting and recall procedures
Objective

Whensproducts are suspected of.being potentially harmful to users due to their
defective quality, safety or efficacy, they may be subjected to a recall and all related
information must be reported to the Enforcement Branch of HSA.

The following guidelines are intended to ensure that in the event of a necessary
recall, the recall operations are effectively and efficiently carried out by the product



http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/safety_information/files_-_consumer_advisories.Par.75003.File.tmp/PV_safety_guidance_for_industry_Oct08.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/safety_information/files_-_consumer_advisories.Par.75003.File.tmp/PV_safety_guidance_for_industry_Oct08.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/safety_information/files_-_consumer_advisories.Par.75003.File.tmp/PV_safety_guidance_for_industry_Oct08.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/safety_information/files_-_consumer_advisories.Par.75003.File.tmp/PV_safety_guidance_for_industry_Oct08.pdf
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owner/license holder, manufacturer or importer (hereinafter known as the "company")

responsible in order to safeguard public health.

Definitions
Product defect

A suspected deficiency which may preduce-an impact, whether directly or
indirectly, on the continuing safety, quality and efficacy of a product.

Product recall

A permanent removalof the affected products from the market OR a temporary
removal for product correction, after which the corrected products may be returned to
the market for sale: _

A specified gimeline will be given byl HSA to a Company to recall the affected
product from the market. ;

The classifigation‘and level of recalﬁlrswill depend on the potential hazard of the
defective product and the extent of produét’-diéfribution. These are determined after

consultation between the Company-and HS AL

Assessment of recall
(a) Classification of Recall YTE

A recall will be classified as a Class 1 recall-or Class-2.recall depending on the
potential hazard-af the defective product.
Class 1 Recall

Initiated when the product defect poses a life-threatening situation to users.
Some examples;ofydefects that, will result in.Class,1 recallsare-non-sterile injections,
contamination.with toxicrsubstances and products with major labelingerrors.
Class 2 Recall

Initiated, whenithe preblem or defect is,unlikely tescause serious harmeto users.
Some examples of ‘defects that will'result in Class 2 recall include products with minor
labeling errors or products which fail to meet product specification or pharmacopoeia

standards but are likely to cause minimal hazard to users.
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(b) Level of recall

There are 3 levels of recall, namely: Wholesale, Retail and Consumer. Each
recall will be assigned the appropriate level of recall depending on the nature of
defect, the distribution networks of the product and the extent of distribution.

Recall to wholesale level includes

All parties involved in wholesale sale and may include wholesalers and retail
pharmacies
Recall to retail levelineludes

- All restructured andsprivaie hospital pharmacies

- Retail pharmaeies

- Medical; dentaland other healthcar_e: practitioners' establishments
- Nursing homes and other related i;nstitutions

- Clinical trial géntres \

- Other retail outlets e.0. health foods_tores, supermarkets

- Wholesale level g

Recall to consumer levelincludes F /N

- Patients 2 ‘
- Other consumers

- Wholesale and retail levels

Initiation of recall
(a) Recall initiated by company

Recall may be initiated by the Company as a result of defective reports from
various ,sQurees; such as-manufacturers,-whelesalers,retailers,-medical practitioners,
hospital and retail pharmacists, end-users and-members of the public.
(b) Recallinitiated by HSA

Recall=may also, be-initiated sbyy HSA .as, a~resultyofsadverse sdrugreaction
monitoring, product qualitysurveillancesor defective reports from reputable sources.
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Responsibilities of the company
(@) Informing HSA's Enforcement Branch

It is the prime responsibility of the company to inform HSA's Enforcement
Branch on receipt of any product defect information, regardless of whether the
surfaced information may, or may not lead to'a subsequent recall of the product. On
receipt of such information, the company has.te undertake to inform HSA's
Enforcement Branch recall officer within 24 hours.

The company.is-also fully responsible for recalling the defective products and
notifying all customers; and*if.-necessary, healthcare professionals and the general
public, to alert them abeut the recall. \

(b) Maintenance of salgs regords :

The Company must maintain an(i keep proper wholesale records for each
product for a minimum period of.two yearél from the date of the last entry. All records
should be readily available soas to expedité;—a recall when necessary.

(c) Establishment of Standard Operating Procedures (SOP) for product recall

The company should establish prope‘r—*é@P for effective recall of product in the
event that such action becomes: necessary. All staff likely to be involved in a product
recall should be trained in the relevant proqe'_::df_u_re_s’ and have access to a copy of the
Company's SOPwhenever they are required to éc:tf ;

(d) Implementation-of-recati

The following flowchart acts as a guide for the campany when it receives
product defect information.

Company receives product defect infermation. Company to alert enforcement
branch Imust: recall to‘the vecall officer within 24 ‘hours. Classification, level and
strategy’ of recall to-be finalized after discussion with HSA.

In the event that a recall is deemed necessary, the. coampany has to:

1. Ceaseall sales of defective products immediately
2. 'Quarantine all defective stocks
3. Inform all affected wholesalers/ distributors/ retailers to do likewise first

through verbal communication and followed by the recall letter
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Arrangement for collection of defective stocks from affected wholesalers/
distributors/ retailers for collation and quarantine in warehouse

1. Complete the recall and submit full recall report using RR2/007 to HSA's
Enforcement Branch recall officer within 3 weeks from the date of initiation of recall

2. Submit proof of action taken on recalled stocks (re-export documents or
certificate of destruction) within 3 months from.the date of completion of recall

3. Submit proposal of correctiveraction(s) for approval (if any)

4. Institute corrective aetion(s) on approval (ifany)
(e) Maintenance of up=to-Date contact detalils

Contact detailsgfor the company sﬁJouId be maintained up-to-date at all times. It
is the responsibility of the company to c-or;'lract HSA proactively whenever there are
any changes in the gontagt details, ‘such aithe person responsible, telephone number,

fax number, address and email address. ,'

Contact HSA's Enforcement Branch 4

All enquiries or necessary}informatibﬁ, pertaining to a product defect or recall
should be forwarded to:-’Enforeement Branch, ;Eﬁfprcement Division, Health Products
Regulation Group, Health Sciénces Authorit;(.ff

When there is a risk of Significant hazard to consumers and the distribution has
been extensive, the Company responsible is required to-employ all possible mass
communication media available including newspaper, radio and-iélevision broadcast to
disseminate the recall information to the consumers.

In circumsfénces when a media release is required, éompanies are to consult
HSA priertosrelease of any recall information.

For the’ canclusion, companies aregresponsible for the! quality, safety and
efficacy of their products. All efforts must be made to ensure that recall operations are
camied out as-efficiently and effectively aspassibles, Appropriate~follew-up, actions

must also be'taken'to prevent future recurrence of similar prablems.
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2.6 Conceptualization and operationalization of concepts

Imported modern medicinal
Goal products should have high
quality, safety and efficacy

Importing system for modern
medicinal products in Thailand
(cooperation among FDA,
Customs, and Ministry of

Laws/ Requirements == > | Structure

- Drug Act B.E.2510 A
- Custom’s laws Commerce.)
- etc.

Technology

Resources _
- - Recording system
- Budget Tasks > Data transfer
- NSW(National Single

- Human resources

- Transportation Window)

- Consideration

(cars & fuel)
for-approval «
- Sample taking
- ‘Prosecution/+ Culture
Stakeholders Recall/ Rapid
> FDA = Q'Pelrt e T
- Drug Control Division § S o o / Keidel’s
- The Importand Export 0 !
Inspection Division Rorsonnel { Theorv
- grsu:egal 2L - Qualification > o kr!ow what the
= Involved organization = Training and evaluation re ationship among
- gla?éns - Leadership / Decision organizations
- o Making
— Customersy/ shipping/ (Responsibilities]
agency Pawer, Interpretation
of relevant laws)
Environment = Policies of eachlinvalved organizations, Agreements

with other countries affecting the importing system for

@ modern medicinal products
¢ PEST Model

~o -

Figure 2.5 Conceptual framework of study (developed from Host Tor’s Theory

(1997): The Organizational Pyramid)
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Conceptual framework = Goal
Imported modern medicinal products should have high quality, safety and efficacy

Conceptualization and Operationalization of concepts
= Structure |
Importing system for modern me

Cult :

Structure

S = Social/ cultural
T = Technology

N&INT

e 2,

u8Angnst

iR

Figure 2.6 Conceptual framework of study



CHAPTER Il1
RESEARCH METHODOLOGY

Since this study would be separated. into two mainly different steps in
accordance with the objectives as to analyze the importing system for modern
medicinal products and to synthesize strategies.io improve the system performance,

the research methodologies were selected to be appropriate for each step.

Strategies to impireve thedamporting

system for modern medicinal products | [* Synihesize appropriat_e strategies
(SWOT matrix)

Situation analysis &
SWOT analysis

Performances
- Host Tor’s theor
Sub-standard of some < Y
) ted mod dicinal > - Keidel’s theory
imported modern medicina - PEST Model
products ;
. (To analyze all elements

concerning the importing system
| fer modern medicinal products)

Figure 3.1 Reseaich process for this study

3.1 Study Design
This study comprised'2 steps with different.study designs as followed:
3.1.1'Step I': to analyze the eurrent importing system for modern medicinal
products (Situation analysis)

All factors affecting the  effectiveness of “current importing“system for
modern medicinalpraducts were analyzed by using the combination of three theories
including Host Tor’s Theory (1997) as the main theory and Keidel’s Theory (1995)
and PEST Model as the supplementary theory.
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Data collection
Situation analysis was considered and performed following each element stated
in Host Tor’s Theory (1997) as the first step by using all below methods to collect data
as much as possible.
1) Content analysis
All relevant written documents were reviewed and analyzed, in order to
understand more about the background, history, operation process, normal practices of
the personnel, strengthy-weakness as well as some obstacles affecting the current
importing system for.modera medicinal products. The example of written documents
that were reviewed as jollowed; |
1. Laws andfrequirements. —
2. Stangdard gperation proceduies
3. Records \
4. Technical doguments prep;ir_ed by the officers or experts of each
involving organizationg.g. the Import and E}(’bOff Inspection Division, the Customs
5. An information uploeaded oh‘tﬁie website of organizations involved in

the importing system for modern medicinal pr'{'):dlitt.fs

In addition, the importing system r'(!.)f"m;dd’ern medicipal products of Health
Sciences Authority (HSA), the national regulatory authority of Singapore was
reviewed and selected some parts as data to adapt in some proposed strategies to
improve current importing system of our country respectively.

2) Key informant interview

Key personnel, involved insorresponsible for, each issue-were observed at
the operation site ‘and interviewed with the @pened questions, in order to gain more
details of‘each issue in-depth, and then the current situation could be extracted. The
persans who were selected torbe-interviewed as the participantsfor this study gnclude

1.3 The directoriand 9'key persons of the Impaort.and Export Ihspection
Division of FDA

2. The director and 4 key persons of DCD of FDA

3. The Customs’ officer - the expert who had been operated at the airport

and pier for more than 10 years
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The research spent approximately 8 hours in the office to observe the
operation and then interview the key persons following the approved topic for key
informant interview. Moreover, their opinion about what the factors most affecting the
system performance of the importing system, of modern medicinal products was used
in the process of prioritization for strategies respeetively.

3) Case study

From data of recall and rapid alert of medicinal products presented on the
FDA’s website as_“Safety Alert”, to publicize as the safety information for the
consumer, some of these daia were selected to be the case study in order to recheck
the activities following the current process of importation of modern medicinal
products from beginning'to the end.

A modegn medicinal jproduct iimlnorted from abroad shown in the “Safety
Alert” was selected. And then its history i‘/yaS'freviewed from the process of approval
for its registration, eing Imported, samplé:{_)e taken, the failure in quality of product
found until the process to punish the importe’f regarding the contents of penalty stated
in the Drug Act B.E.2510 and also @ther addit‘;on,al measurement.

The study selected 2 imported medicinal products that had been presented
in the “Safety Alert” webpage as (1) EN\TAS 5 Reg.no.1C 235/44 (Each tablet
contains: Enalapril Maleate USP 5 mg) and (.2):-ZEPTOL CR#400 Reg.no.1C 99/45
(Each film coated-controtied-release-tablet-contains:Carbamazepine BP 400 mg).

Data analysis

To analyze all data collected by the above methods, SWOT analysis was
selected;

All collected data following each element of Host Tor’s Theery (1997) should
be identified to conclude what the strengths (S), weaknesses (W), Opportunities (O),
angd threats (), of stheseurrent impartingysystem~for-modern mediginal s,products. The
internal factars and external factors that could affectthe imparting system of modern
medicinal products were identified. The internal factors included the strengths (S) and
weaknesses (W), and the external factors consisted of the Opportunities (O) and
threats (T).
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3.1.2 Step 11 : purpose to synthesize strategies to improve performance of the
importing system for modern medicinal products

After finishing of step I, all elements of the main theory, the Host Tor’s Theory

(1997) consisting of resources, tasks, technology, stakeholders, personnel, culture,

environment, and laws/requirements were sanalyzed. The next processes were

composed of 2 processes, prioritizing and preposing the strategies to improve the
system performance.

1) Prioritizesstrategies

The SWOT degved from step | were selected based on key informants’
opinion. These selected \ere  proposed for the expert review to prioritize. The
prioritization was condueted using weighing and rating for each selected factor.

In thisgprocess, all selected S;WIOT was separated into 2 tables including
the table of Internal Factor Analysis Sumrhgry,‘(lFAS) and the table of External Factor
Analysis Summary (EFAS). The internalﬂfactor consisted of the strengths (S) and
weaknesses (W) must pe identified by using" IFAS, and the external factor consisted of
the Opportunities (O) and threats:(T) must bef%hown iIn EFAS respectively. Both IFAS
and EFAS must define the weight and rating for each selected factor.

The weight stands for.the feasibi[:fty of success of each factor. The factor
that could be performed easi'ér and had the bozs-'sibrility to reach a goal faster than
another factor must-be-weighed-with-higher-number=fotalweight of each table, IFAS
and EFAS must be 100 absolutely. However, the total weight-of S must be 50 and total
weight of W must be 50 in the table of IFAS. It was the same for factor O and T in the
table of EFAS.

For the rating, the expert must-consider for the ‘Impeortance of selected
factor and ‘then“prieritize by ‘using-the ‘number 1'to 5.°The no.1 means that the factor
was the least important factor affecting the importing system of modern smedicinal
products and-te«na.5 means that thefactor was the most important facior that could
mainly affect'the performance of the importing system.

Furthermore, the current situation of the importing system of modern
medicinal products could be identified by using the result of totally weight scored of

SWOT. The cut point between the total weight scored of internal factors and those of
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external factors in one of the four quadrants of the SWOT matrix was used for
assuming the current importing system.

In addition, the experts who reviewed and prioritized the selected factors
consisted of the expert from each organization concerning the importing system of
modern medicinal products as the DCD and the lmport and Export Inspection Division
of FDA, and the Customs.

2) Propose strategies o

From IEASand EFAS, SWOT with the rating of 5 and 4 were selected.
However, some SWOwith.he rating of 3 was selected under the decision making by
the focus group. |

The€omponents of the focus.group included

- 5 key petsonnel frdm the [m;:)ort and Export Inspection Division
- The Chief of the |nspectorhite Unit, DCD of FDA
- 1 expert from'the Customs< =

After that/all selected SWOT j'/;yéire‘énalyzed through the Strategic Factor
Analysis Summary (SFAS). In thettable of éFAS, the rating of each selected factor
should be the same as mentiohed‘in 1FAS and EFAS Moreover, the duration as the

expected time to reach the achievement W&_SE-I_!_SQ identified as S = short time, M =

J el

medium time, and L= long time.

FroM=SEAS=the=SWOF=matrix=(Confrontation Jnatrix) was used as a
tool for developing the strategies for improving the importinﬁ system for modern
medicinal products. The members of focus group had widely discussed and then
considered for the feasible specific strategies. that would be used to improve the
system performance of the imparting system-of moderi medicinal/products.



CHAPTER IV
RESULTS

This study was separated in 5\ l ps following Step 1, the situation analysis

(to analyze the current impo i *-..H medicinal products) and Step I,

synthesize strategies (to prioritize d prop ' .
of the importing system-for modern medicinal products). Therefore, the results would

ies to improve performance

be chronological dese design as followed,;
4.1 Results of Step | v
4.1.1 Data colleci .
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4.1 Results of Step I : The situation analysis
4.1.1 Data collection

To understand the current situation of the importing system for modern
medicinal products, the process of the content analysis and key informant interview
were performed. Each factor eoncerning the dmporting system for modern medicinal
product was identified and collected its relevant daia'regarding the element of the Host
Tor’s Theory (1997).as-a-main guide;and also-Keidel’s Theory (1995) and PEST
Model was used -as*the supplementary theory. Furthermore, a case study was
conducted to recheckethe real activities following the process for the importation of
modern medicinal products;

Moreover, the reviewing of the importing system of modern medicinal
products of Health:Sciences Authority (I;lSA), the national regulatory authority of
Singapore was performed, and selected dgta 'was presented in Chapter IlI: Literature
review.

41.1.1 Content analysis :

The resultsfrom- the re'vijewin"g of all relevant written documents
e.g. laws and requirements, ‘standard operation "ﬁf‘ocedures, records, the information
uploaded on the website, and the: technical _~dquments prepared by the officers or
experts of each Organization involved in the irﬁpdrting system for modern medicinal
products suchi as: the Import and EXxport Inspection Division, the Drug Control
Division, and the-€ustoms had been collected relating to each element of the Host
Tor’s Theory (1997). Besides, the element of culture had been‘considered according to
the concept of the Keidel’s Theory (1995) and the element of environment was
considered through PEST Model.

4.1.1.2  Key informant interview

Before the beginning of the interviewing key personiel involved
in each issuey the researcher would inform him/her' and to know more about the
objectives, the study design, and to understand the reason why he/she was selected as a
participant in this study. Moreover, the researcher would request him/her to sign the
consent form and ask him/her for permission to interview first as he/she had to lose
some times for the interview. All participants were interviewed with the opened

questions following the attached interview document. The persons who were selected
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as the participants for this study include the director and nine key persons of the
Import and Export Inspection Division, the director and four key persons of the Drug
Control Division as well as at least two key persons of the Customs.

4.1.1.3 Case study

To recheck all activities following the current processes of the
importing system for medern medicinal ‘preducis including the post-marketing
surveillance as well as the prosecution_if the law violation occurred, some imported
medicinal products whiehwere recalled from the market because of the quality defects
and also published onsihe FDA’s website as “Safety Alert” was selected to follow up.
It consisted of (1) ENVAS 5 Reg.no.1C 235/44 (Each tablet contains: Enalapril
Maleate USP 5 m@) and (2) ZERTOL CR,|.400 Reg.n0.1C 99/45 (Each film coated
controlled release tablet contains: Carbamé_zepine BP 400 mg)

FDA has already estaiqlished “Procedure of consideration for the
testing result analyzed by DMSc”. The crit;er_ia to identify the type of illegal medicinal
products in this procedre were stated as follow;
1. Sub-standard dia

Category no. 1 st s h4

Example :- A3 il A

1) Drugs producéd;\:/vith active subs'ta-r;ceé which quantity or strength are
lower than the @mmimum=or-higher-than-the-maximums=standards prescribed in the
registered formulato a degree less than twenty percent

2) Sterile’medicinal product which its testing results presented a failure on
sterility test, Pyrogenstest, and toxicity

3) 'High quantity of degradation praduct which could be harmful for human
use

Category no. 2

Example =

1) Drugs produced so that their purity or other characteristics which are
important to their quality differ from the standards prescribed in the registered formula

or drug formulas which the Minister has ordered the drug formula registry
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2) Drugs which its testing results presented the out-of-specification in any
item stated in its finished product specification e.g. weight variation, disintegration,

dissolution, pH, etc.

2. Counterfeit/ fake drugs

Example :-

1) Drugs produced with active substances which guantity or strength are lower
than the minimum or higher than the maximum standards prescribed in the registered
formula by more thagawentyspercent

2) Drugs which show that'it has already been registered, but its testing result
presented the incorrect active ingredient

3. Deteriorated

Example :- !

1) A drug whigh has'so denatured as t(;=have the characteristics of a fake drug or a
drug differing from the standard e
el

Moreover, thiS proeedure mentions ihrgt i the testing result of sampled
medicinal product could be idéntiﬁed as one-type 6f illegal medicinal products,

1) For the first time; the licensee must be-asked to_meet the authorized
officer to get the.warning and also ordered by FDA 1o recall those products from the
market and then<report the result of recall in timely manner (15 days or 30 days).
Finally the recalled products would be destroyed through the appropriate methods,
under control of the authorized person who was appointed by FDA.

2)+ Forsthe next time, the licensee.must besprosecuted. in.case of importing
of the Sub-standard drugs into Thailand according to the content gdn the Drug Act
B.E.2510."Besides, the licensee will be ordered by FDA to recall the product from the

manket, and fellowthe-proeess.of,product recall respectively:
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Example 1 : ENVAS 5 Reg.no.1C 235/44
(Each tablet contains: Enalapril Maleate USP 5 mg)
The importer: Pharmaland (1982) Co.,Ltd. License no. a. 14/2526

Dosage form: Coimpressed tab

Characteristics e, dlatgrol d coated tablets with the

Indication: Hypeiténsion, Heart failure (comk , ! igitalis and/or Diuretics)
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Table 4.1 Summary data of the imported medici

date

1 |1AUGO07 E7007 MAY 07 Sub-standard Warning & Recall

- (Category no. 2)

Sampling/ . 7 w\\
No. | Importation Lot Mfg RaC a \ c Deficiencies Punishment

2 12 DEC 07 | E7022 OCT 07 Sub-standard Prosecution

(Category no. 2) | regarding the Drug

Act B.E.2510
3 |10JANO8 | E7028 NOV 07 Sub-standard Warning & Recall
(Category no. 2)
4 |20 MARO08 | Y57E8001 | JAN B 09 |19 - -standard Prosecution

ategory no. 2) | regarding the Drug

il Act B.E.2510

ailed

ﬂﬂﬂ?'ﬂﬁlﬂ‘ﬁﬂﬂﬂﬂ‘i
Q‘W’Waﬂﬂ‘im UAIINYA Y

a9



63

Example 2 : ZEPTOL CR 400 Reg.no.1C 99/45
(Each film coated controlled release tablet contains: Carbamazepine 400 mg)
The importer: Pharmaland (1982) Co.,Ltd.
License no. . 14/2526

Product register no. 1C 99/ | '
Manufacturer: SUN P UTICAINDUSTRIES LTD., INDIA
Type: Dangerous diug- - ——

Dosage form: fi 7 ‘ '
Characteristicsis “brown _colore: i ar t film coated tablets having

7 Slde

hift \Vide rp
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Table 4.2 Summary data of the imported medicina -s,:.‘.., ct - ZEPTOL ﬁo 1C 99/45

Punishment

///% AR

Sampling/
No. | Importation Lot
date
1 |4DECO7 SK71740
2 | 10 MAR09 | SK80723 | 04/2008

10/2007 / "' \ ¢ *\ h-standard Warning & Recall
jtegory no. 2
| L\\ gory no. 2)

Act B.E.2510

*s, Sub-standard Prosecution
@\\ ategory no. 2) | regarding the Drug

ﬂ‘lJEl’J‘VIEWl‘iWEI']ﬂ‘i

ammnimum'mmaa
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79
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Conclusion

Thai FDA has been developed and followed the specific procedure to
consider for the suitable methods that should be performed after the issuing of testing
result from DMSc. Nevertheless, there are some problems that should be identified
and solved respectively.

1) In case of the licensee who infrnges-the law repeatedly, there has no
any law or measurement to adopt for this case. The penalty according to the Drug Act
B.E. 2510 could be periormed case by case only. That means this procedure should be
revised and mentioned”thatshow to cansider for the prosecution according to the
repeated failure on testing results of the sample taken by FDA.

2) Some licensees gould rnot reggH their products which must be recalled
from the market in time, or did not reporf_lhe progress of recall to FDA. That means
the products with low.quality stilf be distfiibuted In the market, and it could be a risk
for any person whe used those products.flilfherefore, the system for monitoring and

follow-up the result of product recall should be strengthened.
¥
ol ol

4.1.2 Data analysis 22444

To complete thﬂer current situatiq?énalxsis of the importing system for
modern medicinal products, ;t:he collected data -From above should be analyzed by
using the SWOT-analysis=to=identify=the=mternal=tactors=as-the strengths (S) and
weaknesses (W), and also the external factors as the opportunities (O) and threats (T)

of the current importing system for modern medicinal products.

Internal factors

For the“internal factors; the researcher had-considered through 6 elements
of the Host Tor’s Theory (1997) as laws/requirements, resources, tasksgtechnology,
stakeholders,-and, personnel: Moreaver, the structure and, culture of Imperting System
for 'modern medicinal products has been ‘analyzed by the concept of the Keidel’s
Theory (1995). So the totally 8 issues that were thoroughly considered as the internal
factors according to SWOT analysis consist of

1) Laws/ Requirements

2) Resources
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3) Tasks
3.1) Licensing
3.2) Registration
3.3)
3.4)

Approval process fol '/orted modern medicinal products

ing the imported medicinal

e imported medicinal

External factors ,
Accordingm “environment” which is one of elementmf the Host Tor’s Theory
(1997), the researcher m considered this e&rjent through the concept of the PEST

AN
IR AN A

factors as Table 4.3 and Table 4.4. In addition, the summary table to identify the
resource of data for each factor i.e. content analysis, key informant interview, and case
study was presented in Table 4.5.
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4.1.2.1 SWOT analysis: Internal factors
Host Tor’s Theory (1997)

Element 1: Laws/ Requirements
From content analysis
The main organization involving in the‘importing system for modern medicinal

products has been established and performed-itssown.responsibility following the laws
and requirement of each organization. Therefore, the importation for modern
medicinal products shouldfollow the laws of relevant erganizations including;

The Food andeDrug: Administration (FDA) : is the National Regulatory

Authority (NRA) respensible for contralling the importation of modern medicinal
products from abroad.

The Drug Act B.E. 2510 mentionlg Ithat any persons who wish to import the
medicinal products into the Kingdom ":lmust obtain a license and the product
registration of eachsproduct from the Iicenging authority as the Drug Control Division
(DCD), one of the divisions under control of FDA. In addition, the licensee to import
the modern medicinal products .into Thaila‘hti is required to submit an annual report
concerning the importation “in:the form préSbEibted in the Ministerial Regulations
within the 31* March of the following year. : e

Moreover, the modern medicinal pl’OdU.C-t:S! irhported from abroad are required
that all those producis-musi-be-checked-by-ine-officer-ai-the-port of entry of the Import
and Export Inspection Division, FDA.

The Customs : establishes the Customs” law as the Customs Act B.E. 2543 and
procedure for controlling the importation and exportation for all kinds of products,
including health products. However, the other organizations that respansible to control
each productshould inform*the ‘Customs to- know mere about the“relevant laws or
requirements. The imported produgets will be identified by the Customs? officer and
then distributed to-the: office of each respansible organization’s| office.at the port of
entry.

In case of the modern medicinal products, the Customs’ officer will inform the
officer at the port of entry of the Import and Export Inspection Division, FDA to check
those products complying with the procedure for importation approval and the relevant
law as the Drug Act B.E. 2510. After that those modern medicinal products must be
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returned to the Customs’ officer in order to consider for tax calculation related to a
customs tariff for each product following the customs protocol.

The Department of Medical Sciences (DMSc) : is the National Control

Laboratory (NCL) responsible for testing the sample of modern medicinal products
which were taken a sample by FDA and othegagencies such as the regional offices of
DMSc. The test results would be informed directly toFDA, in order to consider for the
violation and penalty according to the Drug Act B.E. 2510 respectively.

The Ministry.ofs€ommerce : requires the importers who will import all kinds

of products into thesKingdom of Thailand should follow the specific laws or
requirements for each produet issuing by the responsible organization.

Furthermore, thesagreement among many countries e.g. Free Trade Agreement
(FTA), ASEAN FEree Trade Area (AFi[A), Asla-Pacific Economic Cooperation
(APEC), Ayeyawadys= Chao Phraya -"‘~‘II\/Iekong Economic Cooperation Strategy
(ACMECS) shouldsbe thoroughly conside;e_d. The Department of Foreign Trade, the
Ministry of Commerce must cooperate with all relevant organizations, in order to set
up the appropriate policies for‘each agr%ﬁnt. Finally, each organization must
establish or improve its policy and laws to co@ly:With those agreements.

From key informant interview and case study .
There are.some issues concerning the importing system for modern medicinal

products that should be thoroughly considered and improved as-followed,;

1. In case of the importer who infringes the law repeatedly, there has no any
law or measurement to adopt for this case. The penalty according to the Customs Act
B.E. 2543/and Drug Act-B.E« 2510, could-be perfermed,case-by case.only.

Forsinstance, df the testing results of imported modern medicinal products
show that'those medicinal products were failed or out-of-specification, the importer X
must-bespunished regarding-the=content ofypenalty statedyin the Drug Aet BeEy 2510.
The Import and Export Inspection:Division will record the details ofi operation’as the
history of importer X, and then add the group of medicinal products and the name of
importer X into the annual sampling plan for special case. After that the modern
medicinal products imported by importer X, particularly the same product which there
is the problem about its quality must be taken sample for all shipments. If the test
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results show that its quality was failed, the importer X should be punished according
to the Drug Act B.E. 2510 again. However, there has no particular measurement for
the importer who has violated the law repeatedly.

2. The laws used in the importing. system for modern medicinal products
could not be promptly implemented or up-to-date.

For instance, the e-service with paperless.system is new trend that many
organizations should be adapted to use for its own activities. However, the Drug’s law
did not allow Thai EBDA"t0 consider and issue the license or the certificate through
electronic system. Therefore, .the ‘information network among the government
organizations e.g. Customs, FDA could not be effectively performed in the present
time. #

3. There has nogthesspecific meésurement with the cooperation among all
relevant organization g.g. the Customs, Fi?A-'and product owner, when the violation
could be detected ai'the port of entry. Nowéldays, the Customs and FDA will follow its
laws and requirement if the violation occU’rfédﬁ"'However, the product owner should
have more activities together with the of‘fic‘@?&of the Customs and FDA to establish
the appropriate measurement,.in order to decfgééé:-'the number of cases of violation at
the port of entry respectively. 7 |

4. The full enforcemerr‘lt of the laws and r:gqurirement concerning the importing
system for modefa=medicimnal=products=usuatiy-coula=not=pbe=performed. For example,
the importer who-has a history of many times of violation of the FDA’s laws as the
Drug Act B.E. 2510 will be punished only case by case. The content defined in the
Drug Act B.E.2510 about the suspension and.withdrawal of the license for importation
of the medern medicinal product ‘could not'be used efiectively and immediately. FDA
must follow "the ‘recommendation~of"the Drug Committee. "The Drug Committee
always take more times to handling the consideration, interpretation of the content in
law and then«conclusion Whether that importer will be“suspended or withdrawn its
license. Therefore, FDA could not fully implement of this"isste regarding the Drug
Act B.E. 2510.
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Result of SWOT analysis

Strengths (S)

S1) Each relevant organization has already established and had full power to

implement its laws.

Weakness (W)

W1) There has no law or measurement in case of the.repeated violation.

W?2) The laws used in the importing system for modern medicinal products could not
be promptly implemented.er up-to-date €.9. In case of e-paperless service.

W3) There has no the.specifie measurement to adopt by all relevant organizations
when the violation detected at the port of entry.

W4) The full enforcement of the laws and. reguirements usually could not be
performed e.g«#Suspension and Withdiawal of the license for importation of the
modern medicinal product. .- ';i

Element 2: Resources ' o
The main resources that mfluence the |mport|ng system for modern medicinal
products consist of budget, human resources and number of port of entry.

‘.IJ

2.1) Budget : ——

From content analysis , o
All organizations mvolvmg in the |mport|ng system had already encouraged

the fiscal budgei-for—each—year-—Nevertheless;~the—addittcnal budget should be
thoroughly considered in order to be used for improving the importing system for
necessary issues €.g. the employment for recruited officers; the expenses to develop
the new logistics system.

From key informant interview
For [instance, the 'Import and Export ‘Inspection [Division had already

proposed the new project to the board of Ministry of Public Health in the beginning of
a yean'2010.,Fhe projeet was about to increase~thesnumber of, ports, of-entry; at least
equal’to those of ‘the Customs!within“five years. Thus the budget for the building
construction as well as for officer’s monthly salary must be supported. For this case,
the board of Ministry of Public Health decided to approve the project, and in the

process of budget arrangement.



71

2.2) Human resources

From content analysis
Since the relevant organizations in the importing system include the Ministry

of Commerce, the Customs, FDA, and DMSc, the total number of officers involving in
the importing system could not be absolutely summarized. However, the information

which the researcher had already collected and-@nalyzed showed that

2.2.1) The Ministry of Commerce

The Department of For:eign Trade is the department under control of
the Ministry of Commeree that was appointed to be responsible for the commercial
cooperation between Thalland and other countries including the importation and
exportation.

Mosi* of #their, responsib"iilities always coordinate with among
organizations to follow,the policies regardfﬁg the international agreements, and control
the overview of commercial situation of TH'z}iIénd. So the number of officers might not
be the cause of resources’ problem in this department.

2.2.2) The Customs ¥/

The number of Customs’ ofﬁceif!jp each port is quite sufficient based
on the workload of that port. If there are so many éounds of importation per day e.g. at
the airport or pier, the Customs will support appropriate number of officers for those
ports. :

2.2.3)"-The Department of Medical Sciences (DMSc)
Normally, most of samples must be queued for testing e.g. samples

regarding the annual sampling plan; however, some emergency or crucial cases e.g.
the sample taken hy;FDA in case of the violation; of, Drug. Act, B.E: 2510 could be
requested to dorthe testing first.

This organization . has many scientists who expertise in their
respansibilities; especiallyperformingall testing-forymodern medicinal preduets. Each
person will be ‘appainted to.do.only some specific tests, not all.tests asirequired. For
example, they are separated into two groups. One is responsible for chemical testing
and another is responsible for microbiological testing. The time management of this
organization is quite effective, so there may not have the problem of inadequate
operators.
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From key informant interview
2.2.4) The Food and Drug Administration (FDA)

The officers of FDA who involve in the importing system could be

separated into two major groups as followed,;
2.2.4.1) The officers working for the Drug Control Division (DCD),
both in Pre-marketing Control Unit and the Inspegtorate Unit

There was thelproblem ofinsufficient human resources. In
Pre-marketing Control Unit;—each offiZ:er must be responsible for reviewing and
considering all data submitted by the llicensees, in order to follow the process of
approval for the produgt registration. One officer must have many the requests for
product registration in his hands. Moreoyer, the recruitment for new pharmacists or
educational persons as the government off'rciétls could not be now performed according
to the government poligy on the Iimitation?)f the officer recruitment, so it is necessary
to hire too many temporary employees to”';_heip the formal officers for some works,
especially to record all relevantlinformati'on Jnto the database. Nonetheless, the
significantly important prablem about curre‘rF_ situation is that the possibility of some
mistake during the process for product regisiggtion approval could be occurred
resulting from the human error,-especially from .-the temporary employees since the
pharmacist working in the Pre-marketing thﬂt‘r'dl'ﬂriit eould not recheck all activities
assigned them-to.perform.

Besides, the officers working at the“inspectorate Unit have
got the same problem. They must do the post-marketing surveillance as well as
conducting GMP inspection in parallel, with only 15 pharmacists. Overload is the
main problem that-may.be a-cause.of an inadequate;controlling.and.monitoring for the
imported modern medicinal products distributed in the market.

2.2.4.2) The officers working for the Import and Export Inspection
Division

Only: 8570f 43 gavernment.officers in this division.are the
educational officers as pharmacists and persons who graduated for Bachelor in other
fields such as in science. They were distributed to work at the ports of entry and at the

central office as well.



73

Because of the limitation of officer recruitment, the number
of officers who have to work at the port of entry was inadequate. So there has no the
officers of the Import and Export Inspection Division of FDA working at some port(s)
of entry. Nowadays, there are only 15 ports of entry where FDA can support its own
officers, while the 20 remaining ports of entsy must request the provincial offices to
arrange for.

Although FDA supports the budget for employment, the
officers who work at.20-ports_of entry are recruited by the provincial offices and it is
difficult for FDA to_gentrol.heir operation. In faet, the officers who will work at all
ports of entry should e under control and supported by FDA because it will ease to
monitor and evaluate their weork following thje procedures.as required.

2.3) Number of port of entry

From key informant intgrview
In the present, the number of Customs port and the ports of entry of FDA in

Thailand consist of 62 and 35 ports-respectively. However, the importation of health
products, including modern medicinal products 'cqg_ld be done at all 62 Customs’ ports.
At the port of entry without FDA; the Customs will take action to check and approve
the importation of modern medicinal product“s".iﬁs;tééd of EDA. So the ports of entry of
FDA should be increased at least equal to the number of Custams’ ports in the near
future, in orderto ensure that all imported medicinal productswill be clearly checked
regarding the Drug Act B.E. 2510.

Besides, the boundary line of Thailand is too long and there has a chance that
the importation at the informalsport(s).can be-done. However, the port.of entry of both
the Customs and FDA dees not cover the route that any goods cauld be imported and

also smuggled into Thailand.

2.4) Materials and Equipment

From key informant interview
The Customs has already arranged the high technology equipment such as

the mobile scanner that used to scan the container which contains several kinds of

imported product. The illegal products that were smuggled could be detected by this
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process. However, the competency, expertise and experience of the Customs’ officers
are the most important to achieve a goal of the detection of the illegal products.

The port of entry of FDA has already prepared the specific and high
technology instruments e.g. IR spectrophotometer, RAMAN Spectrophotometer, in
order to check the correction of the active mgredients compared with a detail of the
label of the imported medicinal product. It 1s'the first step to ensure the quality of the
imported medicinal product before beingdistributed into the market.

Result of SWOT analysis

Strengths (S)

S2) Each organization shasbeen - encouraged the fiscal budget to conduct their
activities. 7 |

S3) Each organization‘has arranged its owin officers to do all activities at the port of
entry. _

S4) Both the Customs and FDA' has already 'érranged high technology instrument
using at the port of entry e.g+mobile scanner of the Customs used for scanning of
the container, and RAMAN Spectrophoforﬁéiér of FDA used for checking the
active ingredients without opening the coﬂn‘tai‘ner_.

Weakness (W) e

W5) The boundafy-tme-of-Fhartand-is-too-tong-and-thereshas=a chance that the

importation.atithe informal port(s) may occur.

W6) The number.of port of entry of FDA is not sufficient, and.-not equal to the number

of port of entry.of the Customs.

W?7) Because of the limitation'of FEDA’s officers; there has'na the officers of the

Import and Export Inspection"Division of FDA working at some-port(s) of entry.

Elernant 3: Tasks
The importing system for:modern medicinal products should include.the step

of approval for the license as well as the product registration, and then the control
processes when the modern medicinal products are imported. Moreover, the control
system after those imported medicinal products were distributed in the market should

be a part of the importing system.
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From the reviewing of relevant data and also interviewing key persons, the
researcher has analyzed and concluded the results in each part of the importing system
as followed;

3.1) Licensing

From content analysis
The requirement defined in the DrugsAct B.E. 2510 for the person or

company who want to import.the medicipal productinto Thailand is that those must be
licensed by Thai FDA first..Fhe Pre-m;rketing Control Unit, under control of DCD,
FDA acts as the licensing authority and responsible for consideration and issue the
license for importation ef medern medicinal product. After submit the applications,
the pre-approval inspection should be p?rformed by the authorized officers and its
requirement is that the buildings and facHiEies of the applicant must be inspected to
ensure that the applicant has adequate ééquilities of doing its business, and the
storage area will be appropriate for keepiﬁ_g the imported medicinal products in the

condition as required.

: 7
ol i

From key informant interview =,
Nevertheless, the ‘pre-approval inspection has not yet covered some

important activities e.g. the. temperature/ h_qfn_idi_ty control devices, the cold chain
management system for the tefhperature sensiti\}e:Fhedicinal products and vaccines, the
sanitary systen, {ie-traceabieinventory-system:

In addition, there has no the requirement to do the additional on-site
inspection when the licensee(s) request FDA to add other types of medicinal products
that would be imported.in their existing license for importation of modern medicinal
product. .Forexample, the licensee who would like to import'some-kinds of vaccine
should prepare ‘thestorage area with appropriate condition e.g. cold foom (2 — 8 °C),
and then inform the FDA to consider for approvak. Nevertheless, theson-site pre-
approval inspection for this case would "not be' done."Nowadays, the, applicant is
required to submit only the photograph of its buildings and facilities for Consideration.
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Result of SWOT analysis

Strengths (S)

S5) License for import of modern medicinal products has required by FDA regarding

to the Drug Act B.E. 2510.

Weakness (W)

W8) Pre-approval inspection has not yet covered seme important activities e.g. the
cold chain management system farithe temperature sensitive medicinal products
and vaccines, thedtraceable-inventory system.

W9) There has no the'requirement o do the on-site inspection before adding other
types of medicipal products in existing license for importation of modern
medicinal product.

3.2) Registration

From content analysis
Only authorized licensees are qualified to apply for product registration. The

licensee who has already had the ficense fo‘r_wi_rrilportation of medicinal product should
request the Thai FDA to/consider and issue the‘Q(g_duct registration for each medicinal
product that would be imported and distributed i-nto Thailand according to the Drug
Act B.E. 2510. g Y-

At the present time, all licensees who want to request.for product registration
should follow*the: ASEAN Common Technical Dossiers (ACTD) and the ASEAN
Common Technical Requirement (ACTR).

The ACTD consists of

(1) Organization ofithe Dossier,

(2) Glossary used for the ACTD and ACTR

(3) Part II: Quality

(4) Part IH: Non-elinical Doecument

(5) ‘Part IV: Clinical Document

(6) Clinical Check List for Product Classification

In addition, the ACTR includes relevant ASEAN guidelines as

(1) ASEAN Guideline on Submission of Manufacturing Process Validation
Data for Drug Registration


http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.22449.File.dat/ACTD_OrganizationofDossier.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.19321.File.dat/ACTD_ACTR_Glossary_Nov05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.28201.File.dat/ACTD_PartIIQuality_Apr05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.59468.File.dat/ACTD_PartIIINonClinical_Nov05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.54671.File.dat/ACTD_PartIVClinical_Nov05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.41066.File.dat/ACTD_ClinicalCheckList_Nov05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.8495.File.dat/ACTR_GuidelineonProcessValidationDataforDrugRegistration_Jan05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.8495.File.dat/ACTR_GuidelineonProcessValidationDataforDrugRegistration_Jan05.pdf

7

(2) ASEAN Guidelines for Validation of Analytical Procedures

(3) ASEAN Guideline on Stability Study of Drug Product

(4) ASEAN Guidelines for the Conduct of Bioavailability and
Bioequivalence Studies

(5) ASEAN Guideline on Process Validation Q&A

Besides, the important information_as well as relevant forms could be
available through the.website of-the Drug Control Division of the FDA.

Reviewing of product registra‘*ion

From content analysis _
The reviewin@ of product registration of the modern medicinal product

would be routinely performed by the-authorized officers of the Pre-marketing Control
Unit of the Drug Cantrol Diyision. Jhe &atafBase used for the reviewing of product
registration consists of the result of the prdjé;qt for study the quality of some kinds of
medicinal product sueh as Tolperisone Whlgh has always had a problem about the

ol ol
related substances, the report of quality defect and product recall from the Inspectorate

« A
L

Unit and the Import and Expart inspection Division.

From key informant interview
However.the reviewing of product registration could.not be done up to date

and spent more-iimes to finish all processes because of the large number of product

registration and the limitation of human resource.

Sample analysis

From content.analysis
When the licensee(s) would like to apply for the product registration of each

medicinal product, they would be asked for submission of the sample of those
medicinal products and 'then the FDA will 'send ithose samples to DMSc 1o test its

guality as required.

From key informant interview
Nonetheless, the sample analysis for some kinds of medicinal product,

especially anticancer could not be done since the DMSc’s laboratory is not ready in a


http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.25302.File.dat/ACTR_GuidelinesforValidationofAnalyticalProcedures.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.61592.File.dat/ACTR_GuidelineforDrugProductStabilityStudy_Apr05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.59188.File.dat/ACTR_GuidelinesforConductofBioavailabilityandBioequivalenceStudies_Nov05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.59188.File.dat/ACTR_GuidelinesforConductofBioavailabilityandBioequivalenceStudies_Nov05.pdf
http://www.hsa.gov.sg/publish/etc/medialib/hsa_library/health_products_regulation/western_medicines/files_guidelines.Par.88912.File.dat/ASEAN%20Guideline%20on%20Process%20Validation%20-%20Q&A.pdf
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part of facilities and instrument to do the analysis for hazardous medicinal products.
So the consideration for approval of the product registration of anticancer requires

only the documents e.g. COA, process validation, stability study, etc.

Result of SWOT analysis

Strengths (S)

S6) Product registration for each medicinal product has required by FDA regarding to

the Drug Act B.E..2510.

Weakness (W)

W10) Reviewing of preduciregistration could not be done up to date and spent more
times to finish all'processes. because _gf the large number of product registration
and the limitation of human resourée.

W11) Sample analysis for some: kinds d]f medicinal product, especially anticancer
could not be done since the DMé@:’s laboratory is not ready in a part of

facilities and instrument to do the analysis for hazardous medicinal products.

F

ol il

3.3) Approval process forimported moﬁeifﬁ"medicinal products

From content analysis 7
The import _inspection process has ‘been defined for the importation of all

products into«Thailand. The Customs is the organization that.responsible to both
facilitate and alse control the import and export of all kinds of-product. Furthermore,
the taxation for the import and export products should be performed correctly. On the
other hand, the FDA is the organization that responsible to monitor and control the
quality efrimported health preducts, ineluding the, modern, medicinal products. The
importer should be licensed by FDA, and itsown imported products should have more
quality, safety and efficacy according to the requirement for each product.

When, theymedern=medicinalyproducts are smperted at the=port-of entry, the
Customs’ officers“are responsible far“consideration_of ‘the type of products being
imported as followed,;

1. The goods that must be prohibited to import into Thailand such as the

narcotic drugs
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2. The goods that must be controlled by some organizations with the
relevant laws

All organizations responsible to control each product should inform the
Customs to know more about the relevant laws or requirements. If the imported
products could be identified as the first type, the.dmportation of those products should
be rejected immediately and the importer will_be punished according to the Custom’s
law. If; moreover, those imported products were identified as the second type, they
will be calculated thestax With a rate that defined in.the customs tariff of those
products, and then distributed to the office of each responsible organization’s office at
the port of entry. For the modern medicinal products, they are identified as the second
type and the importer should contact the po_rlt of entry of FDA to request for checking
their medicinal preduct: being importe(iL according to the Drug Act B.E.2510
respectively. \ 4
The shipping/ ageney, the represientative of the importer should coordinate
with the Customs and FDA’s officers in order to follow the process for the customs
clearance and the importation approval pro'eéss., If there has no any violation of the
laws, the Customs will check the submitted d(ﬁu'n{énts and consider for tax calculation

related to a customs tariff for.each product fi_rsi "y
The Custems must folibw the internatic.)n:z;l-i réquirement notified by the World
Customs Organizatton-(WCO)-for-the-customs-ciearance-and alSo how to identify the
customs tariff for-each product. A customs tariff Is a tool for product identification.
Each product is identified as the code related to its customs tariff and the tax rate will

be different for each product.

From key. informant interview
However, some kinds of products could not be identified its customs tariff

because,the definitionmatified by, the Gustems usuallysnat comply with the contents in
the relevant "laws. “Therefore, the“Custems have to Coordinate.with amang.relevant
organization to verify that all products under control of each organization have already
been correctly stated in the list of the customs tariff. Moreover, the Customs always

communicate with all organization through the training programme that will be held
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particularly, in order to clarify and harmonize the information on the customs tariff
together.

Besides, the additional measurement in case of the product which could not be
identified its customs tariff has been established by the Customs as followed:;

1) The importer could inquire what the customs tariff of its own product
through the website of the Customs as well as telephene to the responsible officers

2) The Customs has already. ‘appointed the working group to do the
consideration and analysis for the product that could notbe clearly identified

3) The imporier(s) gould argue the result of the customs tariff identification

done by the Customs iiithey.disagree

In case ofgthe impaorted modern;mjedicinal products, they will be identified
and concluded as onegof the health prodUgts ‘which under control of FDA. After the
taxation has already done, the Customs Wil_l issue the documents for importation as
(1) Import Entry and/for Notificationto Collect International Postal Items, and
(2) Invoices, and ask the shipping/ agency tostransfer all documents as well as the
sample of all items and all lots-ofthe modern}irﬁéd"icinal products which was imported

in each shipment, to the officers at the port of Qngry‘of FDA.

At the pertofentry-of-FDA I thessampie-otmported products could not be
identified as the .modern medicinal products, the officer will contact the relevant
division of FDA such as the Drug Control Division (DCD), the Food Control Division
(FCD) to get more details about those products. If each division could not identify
what those imparted products are, the ‘officer-at the part of entry will-ask the shipping/
agency to.contact the licensee to know'the problem, and‘then the licensee should go to
the FDA, In order to seek for the conclusion.

If there has no the“problem about'the product identification, thesofficer at the
port of entry of FDA must thoroughly consider the imported medicCinal products
according to the Drug Act B.E. 2510 and relevant laws. Furthermore, all documents
related to the importation as required must be submitted to the officers at the port of
entry of FDA as followed,

(1) Request form for modern medicinal importation
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(2) The license for modern medicinal importation

(3) The product registration

(4) Import Entry and/or Notification to Collect International Postal ltems
(5) Invoices

(6) Airway Bill (AWB) or Bill of Lading (BL)

(7) Packing list

(8) Certificate of Analysis (fram the manufacturer)

(9) GMP Cetiificate

(10) Certificate of frecsale

The deeision making /of the of‘fxicejrs at the port of entry of FDA could be
done as followed; ,

1. The imported medicinal prodycts‘ comply with the Drug Act B.E. 2510
and relevant laws : _

The officer at the port of entry should make a decision for taking a
sample of all items and all lots ofi the import'ec‘i medicinal products in each shipment, in
order to do the visual inspection by Checkingn:t;hé-‘borrection of the labeling according
to its product registration and the requiremqri_ltfrjqefi‘ned in the Drug Act B.E. 2510. If
any items of imported modern medicinal prod'uéfs ére stated in the annual sampling
plan, it must be.laken-sampie-and-1ts-testing-resuits-must-be used for evaluating the
current situation of the quality of those medicinal products distributed in the market.
Besides, the relevant documents for importation request must be reviewed and then
approved when there:has.no any violation of the laws.

After that'the shipping/ agency-must retuin to the Customs together with
the approved importation documents. “The Customs will recheck all documents and
then release those modern medicinal products to be<imported and distributed in our
country respeetively.

2. The imported medicinal products do not comply with the Drug Act B.E.
2510 and relevant laws

If the violation of the law defined the penalty as the civil suit (only pay a
fine) e.g. the improper details on label, the officer at the port of entry of FDA would
prepare the letter to inform the Customs about the violation occurred, in order to
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follow the procedure for punishment according to the Customs’ law. The importer
who infringed the FDA’s laws in this case must pay a fine in the rate defined by the
Customs. Moreover, all imported medicinal products with improper details on label
should be sequestered at the store of importer until the label has been corrected and
then the importer must inform the officer at'the lmport and Export Inspection Division
in order to re-check the new label and allow. ihe importer to distribute its imported
medicinal products respectively. Besides,; the officer at the port of entry may decide to
take sample if necessay:

If the vielation.of the law defined the penalty as the criminal case which
includes the imprisonment e.g. importing of counterfeit or non-registered, all those
medicinal produets must not be allowed to import into Thailand and the importer
should be punished according to,the Drug Act B.E. 2510 and also the Custom’s law.

After the imported medicinal prodl_Jcts had been sampled and having no any
violation of the Drug /Act B.E. 2510 and other relevant laws, the importer will be
allowed to import its products inte-Thailand and keep those products at the store, with
the appropriate storage condition. 244

Since the analysis. usually takes nr:_n"(r)_re‘_ time, all the imported medicinal
products taken sample at the port of entry of FDK cduld be.maved from the Customs’
cargo to its own Siorage-area-because-the-expenses-to-rent-the:Customs’ cargo are quite
expensive. Those. products could be distributed In the market immediately.
Nevertheless, the importer must strictly foliow the procedure for product recall and
also be punished accerding to the Drug Act B.E. 2510 if the testing result analyzed by
DMSc showed thai the quality of its imported.medicinal products was-failed.

Nevertheless, there are some limitations which can be the causes of error in
the importiinsgaction system,for madern medicinal produets as followed;

1. All kinds of products imported from abroad should be Categorized or
filtered by the Customs before informing the other organizations to check those
products regarding the relevant laws or requirements. Nevertheless, the import
inspection system of the Customs could not be completely performed in some cases.

For instance, some kinds of product that were declared as only a sample, not the
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finished product, the importer can import those products without the license for
importation. However, if those imported products are the modern medicinal product,
the importer should be strictly followed the procedure that required by FDA.
Furthermore, it is difficult to detect if the passenger intend to smuggle some products
by packing together with their own luggage. Fhat means it is possible that some
imported medicinal produets will be passed without transfer to the port of entry of
FDA.

2. The offigersat the.port of entry of FDA have to approve the importation
of modern medicinalproduets before the issuing of testing results by DMSc. If the
testing results showedsthat the dmported: modern medicinal products taken sample at
the port of entry-are failed or out-of-specifigation, the importer must promptly recall
its products from the market: However, those failed medicinal products had already
distributed in the market for a fong timq before issuing the conclusion of testing
results. That means there has a risk for the consumer or patients who access those
medicinal products at that time: s

3. The required documents in thé-'i;mcess of the importation approval that
the importer presented to the' FDA’s officers ét;thé" port of entry might not be reliable.
For example, the copy of Certificate of anaﬂliysr.j_s (COA) issued by the manufacturer;

sometimes, could, not prove whether it is the real one.

Result of SWOT analysis

Strengths (S)

S7) The process for the importation approval has been performed following the written
procedure(s). The duty ‘and responsibility of ‘'each organization-has been clearly
identified.

S8) The additional measurement t@ clarify the custems tariff of unclearlyyidentified
product has been established and operated by the Customs.

Weakness (W)

W12) After taking sample, FDA must approve the importation of modern medicinal

products before the issuing of testing results by DMSc.
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W13) The import inspection system of the Customs could not be completely
performed in some cases e.g. products declared as a sample only, smuggled
products by packing with passenger’s luggage.

W14) Some required documents to consider for importation approval might not be
reliable e.g. copy of COA.

3.4) Sample taking
The importede=modern medicinal products must be taken sample as an
important step in the importing system.
3.4.1) Sampling plan

From content analysis L
Thegannual sampling plan emphasized on the sampling of modern

medicinal produetS being distabuted; in txhé market among those produced by local
manufacturers, sold at the pharmacy, and ifnported from abroad has been prepared by
the involved divisions of FDA as the DCD, the Import and Export Inspection Division,
the Technical and Planning Division; and DMSc. The objective of the annual sampling
plan is to monitor the quality-0f .modern medieinal products before and after being
imported and distributed into the market. Mo’r’éovér, the criteria for setting the annual
sampling plan_based on scientific and/or bﬁéfr’rfécblogical information include the
collective data.of.each medicinal product about the quality-defect.and the adverse drug
reaction (ADR)-<occurred In the past time, and the stability-tata. The sample of
finished medicinal products being distributed in the market must be taken from the
warehouse used as finished product stock, and also from the retained sample if
necessary.'Nevertheless;-the-annual sampling-plan; could; net, define.eovering all kinds
of medicinal product being distributed in the market because of ithe limitation of
budget and the high expenses for sample analysis.

The smodern ;medicinab preducts swillsbe sampled following the
sampling plan by the responsible erganizations. Far the central part, the officers of the
Inspectorate Unit must do the sample taking of the medicinal products being
distributed in the market at the local manufacturers, the importer, and the pharmacy
located in Bangkok, while the officers of the Import and Export Inspection Division
have to take samples the imported modern medicinal products at the port(s) of entry).
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For the regional part, the Rural and Local Consumer Health Products Protection
Promotion Division, the organization under control of FDA is appointed to contact the
provincial offices to request them to take samples following the sampling plan at the
pharmacy located in their provinces. After all samples are sent back to the Rural and
Local Consumer Health Products Protections/Premotion Division, they will be sent
continuously to the Inspectorate Unit to pass.through them to the DMSc to do the
testing following its specification respectively.

Moreover, there are two types of the sampling plan for the imported
modern medicinal preducts«Firstly, ‘a sampling plan aims to collect data and then
evaluate the current situation for some kinds of produets including the imported
medicinal produets, butsto ot concern about the violation of the law. Secondly, a
sampling plan for special casgs, particularfy fhe medicinal products of the “Hot issues”
that may affect the consumer protection policy: will be set up based on the situation at
that time, and the violation of law must-be‘prosecuted regarding the content of penalty
in the Drug Act B.E. 2510. o

In addition, the Inspectora’te':Unit has established the year plan for
routine inspection with sample taking if né"ces;sa‘ry for post-marketing surveillance
purpose at the importer and/or distributor as We‘II]as the sample taking in case of the

violation of the taws:

From key informant interview
In fact, the FDA could not completely follow the number of sample

stated defined in the _annual sampling plan since it depends on the frequency and
quantity.of impartation for thesmodernsmedieinal, products.during,a fiscal year by each
importer. Furthermore, the Drug Act B.E. 2510, section 85 defined that any medicinal
product which has been registered but not imported into Thailand for two consecutive
years;'the, preducty registration=shallibe withdrawns, Therefere; /most=af importers
usually import some items af modern medicinal products which.were not'quite.popular
In the market in the small amount every year. Those medicinal products will be kept as
the retained sample only but not distributed into the market. If those medicinal
products are one of products required in the sampling plan, they will not be sampled as
its objective of importation was not to distribute into the market for patient treatments.
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That means the number of sample. Finally, the kind and number of sample(s) of
imported modern medicinal products taken by all involved organization cannot

achieve a goal.

Result of SWOT analysis

Strengths (S)

S9) The annual sampling plan has tbeen defined based on scientific and/or
pharmacologicalinformation.

Weakness (W)

W15) FDA could not.eompletely follow the number of sample defined in the annual
sampling plan. 1t.depends on the frqu,{ency and guantity of importation for the

modern mediginal products during 5_ fiscal year by each importer.

W16) Annual sampling plan could not defi'ne covering all kinds of medicinal product
being distributed in the market becal;se of the limitation of budget and the high

expenses for sample analysis. =
TR

3.4.2) Persons who'ffakésample =

From key informant interview - 7 R
The FDA’s officers at the port of entry-who responsible for taking a

sample were graduated for Bachelor in science, and well-trained following the written
procedure.

For sampling process of the modern medicinal products, the shipping/
agency must carry' the samples to the port of entry of FDA, and then submit those
medicinaljpreducts.to the,officerssHowever,the-officers\who werk at.the port of entry
of FDA da natsgo to thegontainers or shipment to take sample by themselves because
of the limitation of the number of officers, the workload based on the frequency of
importation and alsocthe «difficulty to distinguishsthe fimported smodern medicinal

products from ather items in.the 'same/container.
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Result of SWOT analysis

Strengths (S)

S10) The officer responsible for taking sample at the port of entry of FDA were
graduated for Bachelor in science, and well-trained following the written
procedure.

Weakness (W)

W17) The officers who work at the portof entry of EDA do not go to the containers or
shipment to takes.sample by themselves because of the limitation of the number
of officers.

“
3.4.3) JAnstruments/ Laboratorie_sl.

From key informant Interview _

Nowadaysy same ports Qf entry of FDA e.g. the Suvarnnabhum
airport (cargo), Bangkok Pier have alréa_dy established the laboratory and also
sampling boot used for testing of some item's' of imported medicinal products. Those
laboratories have been already-passed thé-*'éecreditation and then certified by the
DMSc, the National Control Laboratories (NCE)':df Thailand.

Furthermore, all poris of ent&_of FDA have been supported the test
kits for some health products. 'in addition, the s.pe:Eifib and highrtechnology instrument
has been arranged=m-some-ports-of-entry-e:g--RAMAN=Spectrophotometer which
could be used to-identify the active ingredients of the madern medicinal products
without opening the container. It will be useful for rapid identification at the port of
entry, and the officer'can use the result from this rapid identification to consider for
importation approval respectively.

Nonetheless, the=“number “of * laboratories "and ‘high technology

instrument as RAMAN spectrophotemeter are still inadequate at the present time.

Result of SWOT analysis

Strengths (S)

S11) The quality control laboratories at the port(s) of entry have been accredited by
DMSc.
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Weakness (W)
W18) The number of laboratories and high technology instrument as RAMAN
spectrophotometer are still inadequate at the present time.

3.5) Storage area and condition for keeping the imported medicinal products
From content analysis

When the modern medicinal products.aresimported, the importer will be
allowed to move those products to k;ep in the store after the consideration for
importation approval. The'licensee always provides the storage area with appropriate
condition, in order to_keep and maintain the quality of those medicinal products
according to its sterage condition and shl‘elf-life defined in the product registration of
each imported modera medicinal product.

Nowadays, the importers alwaysiémp_loy other company as the distributor in
order to distribute their imported modern”';_médicinal products into the market. The
responsibility of distributor is to keep the imported medicinal products at the store as
well as deliver those produ€ts under.the storagpicondition as required for each product.

Moreover, the ‘environmental control igyring the transportation should be
concerned, in order to ensure that the imported médicinal products will be kept under
the suitable condition always-and then the q'u'.z.ail'i'tyj of these medicinal products can be
maintained until fransferring to the consumer.

The Good Distribution Practices (GDP) and Good Sterage Practices (GSP)
are the useful principle to control, monitor, and assess the effectiveness of the
operation of transportation and storage for modern medicinal products. At the present
time, the-guide for,GDP-and, GSP. had.already prepared;as-a draft version, and in the

process of simulation test of the possibility and effectiveness ofi thoserguides.

Fromukeysinformant interview

Since'the'GDP and GSP<are.not now required as the.laws, and there.has no
the penalty regarding the Drug Act B.E. 2510 in case of transportation and storage the
medicinal products under inappropriate condition, some importers and distributors did
not strictly concern about those issues. If the testing results of the modern medicinal
products taken sample following the annual sampling plan or special cases show that
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the quality of those medicinal products still be in specification, FDA cannot punish the
importer or distributor although they did not keep their medicinal products under the

condition as required.

Result of SWOT analysis

Strengths (S)

S12) Normally the licensee of medicinal product importation always provides the
storage area with-appropriate condition, to maintain.the quality of their imported
medicinal produetS accerding to its product registration.

Weakness (W)

W19) There has'no the penalty regarding the Drug Act B.E. 2510 in case of
transportation.and storage the medicinal products under inappropriate condition;
therefore, some importers and distri‘kgutors did not strictly concern about those

issues.

3.6) Post-marketing surveillance systér‘ri\ for the imported medicinal products
From content analysis 244

According to the postmarketing ?sju_rv‘_e‘illance system for the imported
medicinal produets, both the Customs and FD:A ére established its own system.
Moreover, the officers-responsibie-for-conducting-the-post=marketing surveillance of
both the Customs.and FDA are well-trained and very skillful in their field.

The Customs not only provide the facilitation far-import and export any
goods but also contral the correction of goods.in compliance with the relevant law and
requirement §or each product, The inspection system for imparted products has been
established based™on a ‘principle~of risk management. Furthermore, the post-audit
system is another system that the Customs has~defined as the paest-marketing
surveillance system toensuring the effectiveness of the customs clearante and also the
correction of releasing process for the imported products.

The FDA by the Inspectorate Unit of DCD is responsible for controlling and
monitoring the quality of medicinal products being distributed in the market to ensure
that the consumer will access any medicinal product with high quality, safety, and

efficacy. Moreover, if there has any violation of the Drug Act B.E.2510, the officers of
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the Inspectorate Unit will strictly take action in order to collect all data as the evidence
or witness. After that the licensee should be punished regarding the Drug Act

B.E.2510 and following the procedure for product recall as well.

From key informant interview

However, the FDA has no policy for.the abroad on-site GMP inspection at
the modern medicinal_product manufacturers_located in the origin countries where
produce those producisssupplied-into the market in Thailand. The objective of abroad
on-site GMP inspection is.t0 ensure that those manufacturers could produce the
modern medicinal productsscomplying with the reliably international standard, and
more quality and safetysfor human used.-NgnetheIess, the Ministerial Notification of
GMP for modern smedieinal products does not define the responsibility of the
competent authorities as the abroad GMP i"qspe'ctors.

In addition; there has no effectivély systematic measurement that should be
established by both the Customs' and FDA-"to""investigate and promptly detect the
illegal medicinal products whichawere smug‘gl’ed and distributed in the market, without

i

passing through the port of entry of FDA. psldd

Result of SWOT analysis

Strengths (S)

S13) The officers-responsible for conducting the post-marketing surveillance of both
the Customs.and FDA are well-trained and very skillful.in their field.

S14) The inspectionssystem and post-audit system for imported products based on a
principle of risk management has been-established by the Custems to ensure the
effectiveness-of the'Customs clearance.

Weakness (W)

W20) There has no policy for the abroad on-site GMP inspection at the menufacturers
located'in the origin countries.

W21) There has no effectively systematic measurement established by both the
Customs and FDA to investigate and promptly detect the illegal medicinal

products which were not passed through the port of entry of FDA.



91

3.7) Prosecution/ Recall/ Rapid Alert
In the importing system for the modern medicinal products, there has the
measurement for prosecution the importer who infringe the relevant laws as followed,
From content analysis
3.7.1) The Customs’ law
Any imperters who violate the.Cusitems’ law as well as other relevant
laws must be punished according to the penalty mentioned in the laws. For example,
the importer who imperted the.modern medicinal produeis with wrong labels should
be punished by payings@ fingsat ihe rate defined in the Customs’ law since the fine rate
for this case stated in.the Custors® law Is more than in the Drug Act B.E.2510. The
importer should be punished following the most powerful law.
3.7.2) FDA’s law and'the addiﬁpnal measurements
3.7.24) The Dtug Act B~3E.2510 and relevant laws

The importer WHQ_ wishes to import the modern medicinal
products into Thailand should know itS’\ responsibility. regarding the Drug Act
B.E.2510. '-‘{*,

Any/ violation' of Dyg’Act B.E.2510 should be considered
for prosecution according to.the conient of _p&lglt_y defined in this law. Furthermore,
the testing results, related to thé annual sampling [;Tanror the violation of the laws show
that the quality ef-imported-medicinal-products-was-tared-or out-of-specification, the
importer must be punished regarding the Drug Act B.E.2510.

3.7.2.2) Recall system

This system has been required for all local manufacturers
and importers whose moderi ‘medicinal products 'were failed or having a risk for the
patients use. It consists of two main-options as followed;

(1) Recall with FDA’s order

If*there“has ‘any data’ shown as the serious cases that
affect or might be risk for the patient use, the working group to consider for quality
defect and recall of medicinal products should thoroughly consider for those cases
immediately. If the resolution is to require the company to recall its medicinal
products from the market, the secretariat of the working group must prepare and

submit the formal recall letter to the Secretary General of FDA to sign in the letter.
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And then the recall letter should be sent to the company rapidly. The company should
follow the recall procedure in order to ask its clients to return the recalled medicinal
products and the company is finally required to report the conclusion of recall to FDA.
After that FDA will appoint the responsible officers at least two persons to observe
and control the operation for destroying the recalled medicinal products. All recalled
medicinal products should be destroyed with-the.appropriate methods in order to
ensure that those medicinal products cannot be returned for use.

Eor example, the testing result of product Z, aseptically
prepared sterile produet whieh was taken sample regarding the annual sampling plan
shows that there has the visible‘particle and the microbiologists of DMSc had already
tested and confirmed that it was the fiber of,lmold. The data would be transferred from
DMSc to FDA promptly, and proposed intilthe working group meeting first. After that
FDA will send the fopmal recall letter to fbe company related to the resolution of the
meeting of the werking group. MoreO\/é{, the company must follow the recall
procedure strictly, and thoge recalled medi‘pi'r'\al'"products should be destroyed under
control of the officers appointed oy FDA resjpécii,vely.

(2)'Notdntary recaﬂ 244

{f-the companyﬁgs got the information shown that the
quality of its medicinal prodUéts has a possibiezjtrehd to be qut-of-specification, the
company can take=action=foliowing=tis=own=recati=procedure.if order to protect the
consumer as soof. as possible from any risk resulting from using its medicinal
products.

For example, the,company had already updated the details
of insert.in part of precaution for product Y-the pediatric‘drops for ehildren imported
from abroad and the“formal insert'must be changed. However, the'company found that
the new version of insert still remaifs about 300 pieces. That means the insert of some
packages of pioduct Y didwnot be changed.. So the company. informs«its ‘clients to
return'product Y, and send the new one with new version of insert instead. In this case,
the company may inform FDA about the reason why product Y must be recalled, and

all recall processes that the company followed.
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From key informant interview

Although there has penalty stated in the Drug’s law for the company
that could not recall its products in time or ignore to follow the recall procedure as
FDA required, the effectiveness of recall system should be thoroughly concerned,
particularly the monitoring system for produci recall. After the FDA asked the
company to recall its products from the market.n time as required, the FDA must only
wait for the report of product recall from the company, without any more effective
system to monitor thesresult of-preduct recall. In the present time, the FDA’s officer
has to stimulate the company by phone. However, the limitation of this method is that
the phone number maybe net available and the change of responsible person could be
a cause of the slowness of monitoring of the_.jresult of product recall.
From content analysis

3.42.3), Rapid Alert _

The FDA has alre‘z{dy" established the webpage as “Safety
Alert” published through the website of FESA, www.fda.moph.go.th to inform the
consumer to know more and.beware of the égdl-ify of health products, including the
imported modern medicinal products distribﬂti_tég_j in the market. In case of medicinal
products, the Inspectorate Unit is the organizati.oﬁ!apbointed from FDA to prepare and
update the information-on-the-webpage-of-**Safety-Adlert*:

“Safety Alert” will be always updated and mentioned on
recall and rapid alert for each health product, including madern medicinal products.
There has the specific webpage for modern medicinal products as well. Database of
“Safety/ Alert” comes from'the test results of the modern megicinal, products which
were taken sample~from the local*manufacturer, importer as well ‘as the pharmacy
according to the annual sampling plan and some special cases with vialation of the
Drug Act B.E«2510.

The published information shown'in“Safety Alert” Consists
of the details of medicinal products (e.g. lot, Mfg. date, expiry date, name of
manufacturer and importer), the causes of recall or rapid alert (e.g. out-of-

specification, sub-standard, non-registration), the status or results (e.g. recalled



94

already, in-process of recall, withdrawal of product registration), the organization who
taking sample (the Import and Export Inspection Division, the Inspectorate Unit).

In addition, some items of the recalled medicinal products
presented in “Safety Alert” were the Imported medicinal products with approved
product registration. Most of people usually believe that the medicinal products
produced and imported frem other countrieswetld.have more quality and safety than
the medicinal products produced by logal manufacturers. However, the information
indicated that the imperted medieinal producis may notbe the best one.

3.7.24) Waerking group

(1) The Committee to consider for prosecution in case of
the violation of the Drug Act B.E.2510 -

This Workin;q group has been established by FDA. It
consists of many experts in'the field of ph"a}rm'aceuticals such as the Secretary General
of FDA, the experts working for the Minis;tr_y of Public Health, and the lawyer of the
Legal Affairs Group of FDA. The fesponsib’il’i’ty'bf this working group is to thoroughly
consider for the prosecution and: penalty o'ﬂ"-the violator who infringed the law for
health products, including the.Drug Act B.E. 231()‘

(2)-The,ADR wor_lg?ng group

fhis working grdu; hés peen established by FDA and
the Technical and=Pianning=Pivision-is=the=dvision=act=as the focal point and
responsible to perform the activities of this working group. ln-case of the adverse drug
reaction (ADR) occurred in the patient who used the health® products including the
medicinal products, this.working group would consider and conclude the resolution for
each case. And then they inform the ‘inspectoraie Unit of the"Drug-Control Division
(DCD) to.follow the“process for recall as wellas rapid alert respectively.

(3) The Quality Defect working group

This working group! has been established 6y FDA. The
member of this'working group is composed of the experts and the officers of the Drug
Control Division who have more knowledge and experience such as the lead
inspectors and head of the compilation group of the Inspectorate Unit, and the head of

the Licensing Unit.
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If there has any data shown the risk for patient use
resulting from the quality defect of the medicinal products, this working group should
thoroughly consider for those cases immediately. If the resolution is to require the
company to recall its medicinal produets from the market, the process of recall would
be done step by step according to the procedure for recall prepared and published by
the FDA. Moreover, the rapid alert could be performed in parallel if needed.

From key informant.interview

Nevertheless; the Quality. Defect working. group has not had the
experts or specialistsgin several fields of expertise or from other organizations,
particularly from"DMSe. The cooperation,l.among all involved persons who have
different expertise is Very negessary and u;c,eful for issuing the appropriate and correct
conclusion.
Ingthe present time; hovx/éyer, there has no the specific criteria to
distinguish the difference between'the quality"défect and adverse drug reaction (ADR)
issues. If details of the problem*of medie’ina,l products were transferred into an
incorrect channel, it would take more times fdﬂ él‘iénge the channel for consideration.
For instance, the problem comes to FDA in the ADR channel and the resolution from
the ADR working group shows that a cause of problem IS the quality defect issue. This
issue must be Sefig-back-to-the-Quality-Defect-workimng-group.io do the consideration
respectively. During this long processes, the consumer -might get a risk from
accessibility of those low quality medicinal products which still be distributed in the
market at that time.

Nonetheless, ‘the FDA has-already established- this=specific working
group in_year 2010, but not ready to work out now-since it Is in the process of

discussion for its responsibilities and action plan.

Result of SWOT analysis

Strengths (S)

S15) The penalty and prosecution was defined in all relevant laws. Moreover, recall
and rapid alert system has been established and strictly followed regarding its

procedure.
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Weakness (W)

W22) The measurement to monitor the result of product recall is not effective.

W23) Members of the Quality Defect working group do not cover the experts or
specialists in several fields of @ expertise or from other organizations,
particularly from DMSc.

W24) There has no the specific criteria to” distinguish the difference between the
quality defect and adverse drug reaction (ADR) issues.

3.8) KPIs
Key Performance ladicators (KPIs) defined by each organization concerning
the importing system_#or medern medicinal products should be considered based on
the appropriateness and its function thatj. should represent the overview of all
responsible works of the @rganization. KPL& should be used as a tool for controlling all
involved persons to perform their.own actiYitie‘s effectively and for achieving a goal of

the organization related to the importing syétem for modern medicinal products.

From key informant interview T/A
3.8.1) The Custorns

The major KPI defined byuti_h’é_ Customs is that the taxation for the
products being beth.imported and exported mu'st:t—ie éomplete and correct. In addition,
the detection and-prosecution-for-the-violation-ot-copyrightypaient and also trademark
should be absolutely performed.

The result of KPIs in year 2009 presented that the Customs’ officers
could reach a goal of each KPI. And then the,result of KPIs will be considered the
improvement of a system for/ taxation and“also. measurement to detect any violation

respectively.

From conteneanalysis
3.8.2)" Food and Drug Administration (FDA)

The FDA is the main organization that must be directly responsible for

monitoring and controlling the imported medicinal products to comply with the Drug
Act B.E.2510. Therefore, the KPIs of each organization under control of FDA should

be suitable defined, in order to achieve a goal of consumer protection.
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3.8.2.1) The Drug Control Division

The result from reviewing the KPIs of the Pre-marketing
Unit as well as the Inspectorate Unit in the fiscal year of 2010 shows as followed,;

3.8.2.1.1). The application for issuing the license that was
considered and approved in timely manner shoutldnot be less than 92%

3.8.2.1.2) The applicatien for issuing the product
registration that was considered and approved in timely manner should not be less than
91%

3.812.1:3) The number of medicinal products both being
imported and distributed in the market that were taken sample should not be less than
85% )

5.82.84) The ;number of licensees that were inspected
following the year plan should not be less tban' 85%

3.8:2.1.5)+The ﬁu_mber of any complaints from consumer

that were inspected regarding relevant laws in time should not be less than 80%

From key informant interview 244

From 3.8.2.1.1) and 3.8.2.;[?_2)1 both of KPIs were represented the
performance of'the FDA’s officers that could f.oliz)wrthe Written procedure for issuing
the license and .product=registration=t=timely=manner=However, there had no the
evaluation of thase result of KPIs related to the importing system for medicinal
products. For instance, If a number of the application far. issuing the license for
importation of modern medicinal product or,a,number of the application for issuing
the product registration has:significantly increased, it could be assumed whether the
importation forrmodern medicinal*product was activated and it would affect the local
market of modern medicinal produet or not.

krom*3.8.2:1.3) to/3.8.2.1:5), all KPIs could'be used te,imprave the
importing system for modern medicinal products. The testing Tesult of the sample of
imported medicinal product in 3.8.2.1.3) could be used as the raw data of
consideration for setting of the annual sampling plan for the medicinal products in
next fiscal year. The result of 3.8.2.1.4) and 3.8.2.1.5) could inform the FDA to know
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more about the behavior of each licensee, and then the post-marketing surveillance

plan will be prepared based on the history of licensees.

From content analysis
3.8.2.2) The Import and Export Inspection Division
The result from reviewing the KPIs in year 2008 — 2010
shows that the KPIs were separated intgitwo types L.e. the guantitative and qualitative
KPIs respectively as. followed;
3.812.211) / The quantitative KPis
(1) The number  of the consideration for
importation appreval fopthe health products__§hould not be less than 50,000 items
(2) T;he number of the imported health products
that were sampled for inspection according‘!to the relevant laws should not be less than
500,000 items 4
318.2:2.2) The qualitative KPIs
(1) The-"'!-imported health products that were
sampled for inspection having-more quality ;jegéi‘ﬁing Its specification should not be
less than 95% >
From key informantmterview
Some KPI was not appropriate and could not.be the representative of
the achievement of the organization. For instance, the KPI in.3.8.2.2.2) mentioned that
“the imported healthsproducts that were sampled for inspection having more quality
regarding. its'specitication should not be less-than'95%” might not be, reasonable. The
limitation, was that'the FDA’s officers ‘could not control whether thetesting results of
all products that were taken samplesfollowing the annual sampling plan weuld comply
with the speciiication statedyin each product registration. Since the samgling plan for
the Tmport'and Export Inspection Division could not defined the'name of importer, just
only the list of medicinal products being taken sample stated in the sampling plan;
therefore, in order to pass the KPI as required, the officers working at the port of entry
may make biased decision to take sample of imported medicinal products which was

the products of the reliable importer who had no the history of violation of the FDA’s
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law such as the Drug act B.E. 2510. That means the sampling of imported medicinal
products at the port of entry could not be the real representative and not achieved a

goal of sample taken.

Result of SWOT analysis

Strengths (S)

S16) Each organization has defined the KPIs, in order to control and monitor the
officers whetherihey could follow the procedures-and do their works effectively.

S17) The result of KPIS isqusually evaluated and used for improving the previous
activities.

Weakness (W) ’

W25) Some KPI was net appropriate afjd‘ could not be the representative of the

achievement ofithe @rganization.

Element 4: Technology
From content analysis e

Nowadays, both" the Customs and FDA has published and transferred the
information that the consumer should know ahq do understand by using the modern
technology and“media, particularly through the i;iternet e.g. website of the Customs
(Www.customs.gostiand=FRA=(wwyv-fda-moph:go:th):

Furthermare, the data recording system has already gstablished for collecting
the important data.concerning the importing system for medicinal products e.g. The
DCD of FDA has already used the data recording system to prepare the database of all
licensees.and product régistratians:

Besides, the~data“recording-system through"the“specific programme has been
provided for the officers of the Customs and also.the FDA working at the port of
entry. The rtecording” system of the Customs can collect and evaluate data of
importation and exportation'in the real'time.

On the other hand, the FDA has established the data recording system through
the intranet, in order to achieve the campaign of paperless. In parallel, the ports of
entry in Bangkok and also in the other provinces must transfer all hard copies which

are the evidences for importation approval to the central office every month.



100

From key informant interview

Nevertheless, because of the increasing of quantity and frequency of
importation of the medicinal product, the officer working at the port of entry of FDA
could not record all data of imported medicinal products completely in the real time.
Therefore, the evaluation for the current situation of the imported health products,

including modern medicinal products could not.be performed immediately.

Result of SWOT analysis

Strengths (S)

S18) Both the Customsand FDA has published the important information through the
modern technology and media e.g. Web§ite of each organization.

S19) The data recording System has alreagy setup for collecting the data concerning
the importing system for medicinal ‘products e.g. the data recording system of
DCD prepared as database of all Iiceriéees and product registrations.

Weakness (W) g

W26) Data record of FDA could:not perform"'!as the real time so the evaluation for the
current situation ‘of the* imported m:?gdibﬁﬁal products could not be done
immediately. On the other hand, the Cﬂ:iJS:[oms can collect and evaluate data of

importatiomand exportation in the real time.

Element 5: Stakeholders
From content analysis

All stakeholders in the importing system for modern medicinal products have
to follow: their ewn .dutys andsresponsibilities; aceording .te, the. relevant laws,
requirement, and procedures of each arganization. The invalved organization and/or
personnel‘consists of

9%) ,Customs

lts responsibility is to'facilitate the importer and exporter and also.follow

the procedure for customs clearance regarding a guide or requirement issued by World
Customs Organization (WCO). Moreover, a system to check up and control the

imported products has been established and strictly performed.
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5.2) Food and Drug Administration (FDA)
- Drug Control Division (Pre-marketing Unit and Inspectorate Unit)
- The Import and Export Inspection Division
- The Legal Affairs Group
This organization is the National Regulatory Authority (NRA) of
Thailand. For the modern medicinal producis being imported and distributed in
Thailand, FDA is the_main organization to ensure the quality of imported medicinal
products by setting a.system to.control and monitor all-activities of the licensees and
also the quality of theirowngproducts in'.compliance with the Drug Act B.E. 2510 and
other relevant laws. |
5.3) Provincial Health Office :
For the™pout(s)foffentry at;pther provinces, EDA has requested the
Provincial Health Office(s) to conduct th"g importation approval for health products
including modern medicinal products. Tha:i:-_FDA supports them the budgetary for all
activities. ~ g
5.4) Department of Medical Sciencés'kDMSc)
This organizatiop is-the Nationa@bﬁtrol Laboratory (NCL) of Thailand.
Its responsibility is to do the samiple analy_s?_in'_prder to ensure that the medicinal
products taken sample at the p‘ort(s) of entry'ahd:?rofn the market still have a quality,
safety and efficaCy-compiying-to=its=own=product=registration.approved by FDA. The
testing result from-DMSc will be used as the important evidence that FDA can use it to
consider any prosecution or punishment of the violator who.infringed the Drug Act
B.E. 2510.
5:5) “Shipping/‘/Agency
This 'organization actsas the representative of the'importer and exporter.
The operator from the company forghipping/ agency.will coordinate with;the Customs
and FDA’s aiiicers at the port of entry, in‘order to follow the'pracess foi the customs
clearance and the importation approval process. Their responsibility is that they must
do all processes as the Customs and FDA required until finishing the process of

releasing the products.
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From key informant interview
5.6) Forwarder

This organization is the company who was employed by the importer to
carry out the products from the origin eountries to Thailand. It has not been controlled
by FDA.

Nevertheless, when they carry out _the product being imported into
Thailand, there are many Kinds of products contained in the same containers.
Sometimes, the small.amount of medicinal products may.be overlooked or identified
as only a sample ofproduet. The Customs may make a decision to release them
without transferring tosthe port'of entry of FDA to check its correction regarding the
Drug Act B.E. 2510 before releasing by the Qustoms respectively.
Result of SWOT analysis
Strengths (S) _
S20) Each organization has prepared the pr‘(‘)(:édh're for its activities, regarding the

]
i

P

laws and other relevant requirements. =+
Weakness (W) 7 244
W27) Forwarder who was employed by th; importer to carry out many kinds of
product from the origih‘ countries to Théilzz;ndrhas not begen controlled by FDA.
Sometimes;=the=smat=amount-of=medicmal=products-fay be overlooked and

released without the approval by FDA.

Element 6: Personnel
From content analysis

This study focused on the persons who work for the Customs and FDA only.
The results from the key informant interview could be summarized as followed;

6:1) ,Qualification

6.1.1)+ The Customs*officers
The person who could work as the government official at the

Customs should be graduated at least in Bachelor’s Degree. However, the person who

could be selected to work at the Customs in the other positions e.g. the secretariat, the
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temporary employees for doing some works such as record data in the computerized
system.
6.1.2) The FDA'’s officers

The person who could work as the government official in the
position of pharmacists and scientists at the Impost and Export Inspection Division and
the Drug Control Division should be graduated«in _Bachelor’s Degree in Pharmacy or
in Science. For the employees working in other positions, the degree of education
might be varied e.g..Baehelor’s-degree in other field, high school education, depends

on the responsibility oi*each.position.

From key informant inierview
6.2) Competency and training
6.2.1) The Customs? officers,

The jofficers who wbr_k for the Customs, particularly at the
customs port must be well-trained, to-do understand and be able to do their own
activities effectively. They always improve their competency regularly and also expert
in their field based on the experiences on thei ?déition that they were responsible for.
Moreover, skill for investigation and detectiqri. of the abnormal products is very strong,
and lead the officers” Customs to reject all inéo}—fecf products/before being imported
into Thailand.

6.2.2).. The FDA'’s officers

The persons working at the Import_and Export Inspection
Division (both at thegport(s) of entry and at the central) and the Drug Control Division
(both at.the "Pre-marketing ‘Control Uait and, the Inspectorate Unit)-always be well-
trained.”In addition; the internal and external*training were defined in‘the annual plan.
There are always the experts from other organizations in Thailand and jalso from
abroad to be-iesinstructors:for Some training ‘courses. They'have mote competency
and expertise in their field and own activities.

6.3) Work improvement
In the present time, the officers of the Customs and FDA at the port of
entry have already been accessed all relevant information including the procedure(s)

for any activity, the update main laws and additional requirement through the
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communication system. However, the current communication system to provide the
necessary knowledge and update laws to the officers or employee is now not effective
and must be re-considered and improved. There are some technical difficulties that
affect the accessibility of the information stated in this communication system.
Besides, the interpretation of the laws and requirements by each officer should be
thoroughly considered.

The international agreements could be a cause of dramatically increasing of
quantity and frequeney~of the-importation for health-products including modern
medicinal products int0 Thatland. Therefore, the officers have no more time to

improve their own expertiseiand also develop their own activities

Result of SWOT analysis
Strengths (S) ‘
S21) The officers had been well-trained. Th_ey have the expertise in their field as the

specialists based On their experiences. =

Weakness (W) T/ '

W28) Although there was communication sysém' 10 provide the necessary knowledge
and update laws to the officers working i'ghe’port of entry, the interpretation of
the laws by.each officer éﬁll be thoroughly éanéidered.

W29) The officeis-have-no-more-time-toimprove-therr-ownexpertise and also develop
their own activities because of dramatically increasing of quantity and frequency

of the importation resulting from the international agreements.

Element-7: Structure and Element;8: Culture
From key informant interview

In“order to know what the structure and relationship among relevant
organizations~eongerning ,the Jimporting; system=ofsmodern mediemalsproducts, the
researcher | separated the consideratian~following the principle of Keidel’s..Theory
(1995) into two sessions consisting of 1) the Customs and FDA and 2) FDA and the

Provincial Health Offices as followed;
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(1) The Customs and FDA

Strateqy
Strategy Type of organization Characteristics
1. | Constituencies Autanomy Customers/ Clients
2. | Character Autonomy Player-oriented
3. | Capabilities Autonomy Differentiation (special)

1. Constituencies= Customers/ Clients
Consumerssand the amport-export business owners are the main group of
persons who get thesmost.benefit from all organizations concerning the importing
system of the medicinal products. |
2. Character = ,Player-oriented = &
Each organization pushes its onk by itself, regarding to its responsibilities.
3. Capabilities = Differentiation (épe‘c?ial)
The officers working for' each organization has more competency and

expertise in their field. g

'

Structure *" * |
Structure 2 Type of orgﬁiéﬁon Characteristics
1. | Organization chart |-Autonomy — = Flat/ Clear
2. | Layout | Autbnomy Independent action
3. Interdép‘é’ndence Autonomy + Cooperation Pobiegfl + Reciprocal

1. Orgaﬁization chart = Flat/ Clear
Each organization has its own clear organization chart and job description of
the officers who must woark concerning the importation approval. The officers in each
organization must directly report to its' top management, but wouldinot report their
work to amother organization.
2. Layout = Independent action
The vactivities performed by the officers 'of each organization are
independently distinguished. The officers of each organization always work
independent and having no closely relation with the others.
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3. Interdependence = Pooled + Reciprocal
3.1 Pooled
The information flow for the importation approval of the modern
medicinal products has to be pooled at the Custom, in order to consider and make a
decision to finish the importation approval.
3.2 Reciprocal
The work flow for the importation approval of the modern medicinal
products must be follewed to-the procedures and requirements of each relevant
organization. The Custom and Thai FDA have to exchange or transfer the relevant
documents with another before the finalization of the importation approval process.
However, duringthe process for importationl.approval, the shipping usually acts as the

messenger to transfer the relevant documeﬂts between the Custom and FDA.

Systems Type of olr‘ganization Characteristics
1. | Reward system Autonomy P Individualistic
2. | Meeting system Autenomy +“'€:)0peration Forum + Team-building
3. | Decision system ' Autenomy 7zl Decentralized (delegate)

1. Reward system = individualistic: 3_. \
Reward for the officers should bé -paid by using the budgetary of each
organization based ofi the evaluation of the effectiveness of their work.
2. Meetihg system = Forum + Team-building (partial)
2.1 Forum
Normally when the representatives of each organization participate in the
meeting,they, can share the idea, inform the necessary data to the others and finally get
the conclusion together. Nevertheless, some resolutions from the forum meeting could
not be practically done, and the representatives from:each organization could not lead
or ask anotherito follow those resolutions.
2.2 Team-building
The team-building between the Customs and FDA could be set up for

specific purpose or case by case only e.g. to combat the counterfeit products.
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3. Decision system = Decentralized (delegate)
Each organization has the individual authority, the power and responsibility

defined in its own laws.

(2) FDA and the Provincial Health Offiges

Strateqy
Strategy. Typeof organization Characteristics
1. | Constituencies® ! Autenomy Custoemers/ Clients
2. | Character Autonomy , Player-oriented
3. | Capabilities Autonomy T Differentiation (special)

1. Constituencies = Customers/ Clients

Consumers and the import—expzwt business owners are the main group of
persons who get the imost benefit from éll organizations concerning the importing
system of the mediginal products. - -

2. Character = Player- 6riénted

Each organization pUSl’TeS‘ItS Work l‘5y1tse|f regarding to its responsibilities.

3. Capabilities = leferentlatlon (spECIaL‘j-

The officers wo_r[_q_r_]g for. each opgamlz_agion has more competency and
expertise in their field. Thai FDA has request‘ed the Provincial office(s) to conduct the
importation appfoﬁﬁ_ﬁmdwmm medlcmal products.
Therefore, the officers of the Provincial Health Office(s) must be improved their
competency in compliance with the procedure for importation-approval.

Structure

Structure Type of organization Characteristics

1. | @rganization chart | Autonomy + Cooperation | Flat/Clear
+ Flat/Amorphous

24\ | Layoui Autonomy + Control Independent action

+ Programmed interaction

3. | Interdependence Autonomy + Cooperation | Pooled + Reciprocal
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1. Organization chart = Flat/ Clear + Flat/ Amorphous
1.1 Flat/ Clear
Each organization has its own clear organization chart and job
description of the officers who must work concerning the importation approval. The
officers in each organization must directly report.to its top management, but would not
report their work to another organization.
1.2 Flat/ Amorphous
The pori(s) of entry at other provinces; particular at the border of
Thailand, the Provincial" Office(s) would be responsible for conducting the importation
approval for health pgeducis including modern medicinal products as requested by
Thai FDA. Thai FDA supports them the budgetary; however, Thai FDA does not have
the authority to conirol, standardize and ev;a,luate their works at the port of entry.
2. Layout = Independentiaction +"‘~‘|Pr0'grammed Interaction
2.1 Independent action j _
The activities: performed by the officers of each organization are

F

independently distinguished. A
2.2 Programmed ifiteraction 7 244
Any health policy ot campaign_,ic_m'e’ by the Provincial offices must be
periodically follewed-up thrdUgh the annualnsij-pefvision conducted by the health
expert team from.the-mimistry:
3. Interdependence = Pooled + Reciprocal
3.1 Poaled
The information flow for the importation approval of the modern
medicinal praducts'would be poaoied at the“tmpert and Expart Inspection Division of
Thai FDA, in order+to conclude the overall ‘of the importation for modern medicinal
products.
3.2-Reciprocal
The work flow for the importation approval of the modern medicinal
products at the provincial port(s) of entry is that the Provincial offices must be
followed the procedures and requirements of Thai FDA. And then they could finish
the importation approval by themselves, together with the Custom. Only in some cases

that the Provincial offices could not make a decision by themselves for the importation
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approval, they usually contact to the Thai FDA to share the information and ask for the

conclusion.
Systems
Systems Type of arganization Characteristics
1. | Reward system Autonomy Individualistic
2. | Meeting system Autonomy + Coeperation | Forum + Team-building
3. | Decision system Autonomy Decentralized (delegate)

1. Reward system = ladividualistic
Reward for‘the officers shouﬂld be paid by using the budgetary of each
organization based onsthe evaluation of tﬁ,e effectiveness of their work.
2. Meeting system ='Forum + Team-building
2.1 Forum - :_,
Normally the represéntatives::;,frdm Thal FDA and the Provincial offices
would participate in the meeting to share the idea, inform the necessary data and get

the conclusion together. Howev'ér,"some resbi'Utibns from the forum meeting could not
' lI-

be practically done. aid ‘dda

2.2 Team-building-~ e

Sometimes, the t_eam-building:t?éﬂmégq FDA and the Provincial Health
Office(s) could be set up for specific purpose in case by case.

3. Decision system = Decentralized (delegate)
Each 6rganization has the individual authority, the b6wer and responsibility

defined in its own-aws.

Result ohSWOT analysis

Element7; Structure

Strengths (S)

$22) Each organization has its own clear organization chart and job description of the
officers who work concerning the importation approval.

S23) The cooperation among relevant organizations has been established in some

cases e.g. smuggling of illegal medicinal products.
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Weakness (W)

W30) Work flow for the importation approval of the modern medicinal products
requires the shipping/agency to carry out the relevant documents between the
Customs’ office and the port of entry of FDA. The releasing process of those
products may take more times.

W31) FDA has supported the budgetary to-the.Provincial Health Office(s) for
conducting the_importation approval for health products but FDA does not
have the authorityto conirol, standardize and evaluate their works at the port of

entry.

Element 8: Culture

Strengths (S)

S24) The officers of each organization perform their work by themselves, regarding to
the duty and responsibilities oftheir organization.

S25) Reward system /has been established in"“each organization to motivate their
officers. .

S26) Each organization has’the individual authority, the power and responsibility
defined in its own laws.

Weakness (W)

W32) The officers-of-each-organization-atways-weork-tndepencently and having no

closely relation with the others.

4.1.2.2 SWOT analysis: External factors
PEST Model

Element 1: Policy
From content analysis
The top management of each organization inyelved in the importing.system for

moclern medieinal” products: aims 'to" encaourage ‘any palicy that can“improve and
develop the importing system to get more effective.

Besides, the government always supports the budgetary for using in the project
which has been established to develop the system of importation and exportation of
our country. So the additional budget will be thoroughly considered for the important

project only.
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Furthermore, the Ministry of Public Health has conducted the periodic
programme to follow-up the achievement of any health policy or campaign, under

responsibility of the Provincial Health Office(s).

From key informant interview

For example, the new project proposed by.ithe Import and Export Inspection
Division of FDA to the board of Ministry of Public Health, in order to increase the
number of ports of eniryof EDA.at least equal to those of the Customs within five
years, to set up the.mew laboratories as well as to purchase new instrument e.g.
RAMAN spectrophotemetes” in'an ‘adequate quantity. This project has already been
approved, and in‘the process.of budget arrangement.

On the otheghand, the result of ag:reements used as the non-tariff barrier such
as the Free Trade Agreement (ETA), ASEIAN Free Trade Area (AFTA) is that any
products from thesother countries coulduj:-_be imported nto Thailand without tax
calculation. The quantity ;and fr‘equency"‘()f the importation for health products
including modern medicinal produets into Tﬁa-iland would be dramatically increased.
Moreover, the policy of government 1o encouég'e’bur country to be “Hub of logistics”
as well as the international requirement fo_ﬁhe'_ customs clearance notified by the
World Customs ©@rganization (WCO) that requi.re:g a beriod of time for releasing of the
goods within 1/2-hours-couid-affect-the-personal-performance .and the effectiveness of
the consideration-for importation approval by the officers-of the Customs and the

FDA, especially at the port of entry.

Result of, SWOT analysis

Opportunities (O)

0O1) The top management of each a@rganization encourages any policy togdmprove and
develop-thesimporting system for modern medicinalproduct.

02) The government always supports the budgetary used for developing of the
importation and exportation system.

03) The Ministry of Public Health has conducted the periodic programme to follow-
up the achievement of any health policy or campaign, under responsibility of the
Provincial Health Office(s).
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Threats (T)

T1) The result of agreements used as the non-tariff barrier e.g. FTA, AFTA is that any
products from the other countries could be imported into Thailand without tax
calculation. Therefore, the quantity and frequency of the importation for health
products including modern medicinal jproducts would be dramatically increased,
and then it could affect the personal performance and the effectiveness of the

consideration for importation approval.

Element 2: Economics
From key informant interview :

To get more market sharing during currently economic situation, the medicinal
product owners should compete with the"',others by improving their capacity and
reliability e.g. using more effective IogTsti(_;s’ system that can keep the modern
medicinal products under the appropriate épndition and transport in shorter time and
also providing the better customerservices; with the lower prices. And then the
customers will have 'more alternative way' to select the most cost-effectiveness
medicinal products for use. Fy ,

Nevertheless, the government notified a p(ilicy for limitation of the number of
officers in each governmental"organization.'fﬁé:b’erSonnel recruitment as the govern
officers could.ngt be done. Therefore, all organization invalving in the importing
system for modern medicinal products must encounter to a eircumstance of lack of

qualified officers.

Result ofsSWOT analysis

Opportunitiesi(O)

0O4) The product owners would improve their capacity and reliability e.g. using more
effective~logisties?, system=tojreducerastime, for, transpaortation, apdyprovide the
Detter customer Services, t0 get more market share.

Threats (T)

T2) The government notified a policy for limitation of the number of officers in each
governmental organization. So the lack of qualified officers in each organization
might affect the operation.
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Element 3: Social/ cultural
From key informant interview

Nowadays, the consumers have,more knowledge and always concern about
their health. Therefore, the quality, safety and efficacy of the medicinal products are
the main issues that the consumers consider.

However, some consumers still believe that'the modern medicinal products
produced and imported from-ether countries would have more quality and safety than
the medicinal products.produced by local manufacturers. In fact, the medicinal
products produced by lecal ./manufacturer where follows the requirement of Good
Manufacturing Praetice (GMP): should also have a quality, safety, and efficacy in

compliance with its product registration.

Result of SWOT analysis

Opportunities (O)

05) Nowadays, the consumers have-more knowledge and always concern about their
health. il J4

Threats (T) _

T3) Attitude on the imported medicinal prodﬁcf of some.consumers still presents that
medicinal products imported from abroad have more guality and safety than

those produced by local manufacturers.

Element 4: Technology
From content analysis

The government pravided- the policy for: all~ organizations' concerning the
importation and exportation to establish and use the Logistics & National Single
Window (NSW) as one of the export promotion campaign, in order to reduce the steps
and times for.the importation approval process. Moreover, the top management of the
Customs and FDA had already signed the MOU about the policy for development of
the logistics system for all health products including modern medicinal products. In
the present time, it is in the process of establishment for data network system among

all organizations involving in the importing system, especially for medicinal products.
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In order to improve the importing system of Thailand to get more effectiveness
and can compete with other countries, the Customs has already developed the single
window e-logistics (National Single Window: NSW) which is the e-paperless system
to link the data used for consideration of importation approval in the same window. It
is the data network system used for exchanging.the information among international
levels. The World Customs Organization (WE€O).notified that the ASEAN single
window (ASW) should be established and completely performed by 2015.

The cabinet has already .thoraughly considered. and concluded that both
importation and exportationsmust be done by using the NSW, and appointed the
Customs as a focal paint for this issue. IiA\II government agencies must develop their
own database about the dicensing and/or éer;!.ﬂcation of produets under control of each
organization, and then link those da_ta vv:n;h the e-licensing system of the Customs.
Moreover, each goverament agency mustf‘;recheck a custom tariff for products under
control of its law, and send Pack the confirmation to the Customs, in order to set up
the customs tariff system. Ther'NSV\Z/ to deii;_éi‘bp“"the control system of the license and
certificate through e-logistic systerﬁ‘was shawl;ﬁsqs figure 4.2

e o |
atd ‘e
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——CA Provider—

&

Approved v J -
License il -
3=Approved Llceﬁﬁse ) o3

-ThaiFDA ;.-'_Gﬁ
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> DCD 2. Forward License__{'y § NSW 4 Declarat T Info.
= . rward Declaration i
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v ) ! (paperless)
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Figure 4.1 The National Single Window (NSW), to develop the control system
of the license and certificate through e-logistic system
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From key informant interview

The advantage of National Single Window (NSW) is to reduce the steps of
logistics, to decrease the investment as well as to finish the approval process in the
short time. When the importers plan to import the products into Thailand, they must
fill out all relevant data in the webpage of Customs (single window entry) first. After
that all data will be shown at the computer oF oiner relevant organization such as at the
port of entry of FDA. The officers of those organizations should review all data
according to its own.laws and.reguirement, and also the.sampling plan if necessary,
and then reply the result gfrconsideration to the Customs. That means all relevant
organization can do the copsideration for importation of the products in advance. In
parallel, the recorded data will also be trans_flerred to the e-licensing system to recheck
with the database oflicensingand certificaiion of each product.

At the day thatthe products are deliyered to the port of the Customs; moreover,
the Customs will isSue the import entry a[ﬁd invoices through an e-paperless system
after data matching with e-licensing system'T The tax calculation will be done through
an e-banking system. After thai the proceSs"-for releasing of the imported products
should be performed by the Customs within 27 minlites. However, the officers of each
organization can go to check the imported prp@pt's_ in the container or ask the importer
to submit the real documents |f there are any Suér;gcté, and alsorequest the importer or
shipping for takihg=sample=accoraing-to=the=sampiing=plan= If these processes have
been requested by other government agencies, the Customs.can extend the period of
time for releasing.the imported products from 2 minutes to 30 minutes.

The Import and Export Inspection Division of FDA is the main organization of
FDA to coordinate with the'Customs, ‘in order to complete the data‘network system as
NSW. FDA had already“tested the"NSW system since” October 2008. However, the
system has not been absolutely operated yet. The.database of the health products
including thesmodern medicinal praducts should be ‘completely reviewessand-updated.
Now all involved divisions of FDA"are in the process of data development.

Furthermore, the modern and high technology have always been applied to use
in the routine activities of all organizations, in order to help the officers to finish their

works rapidly as well as to decrease the quantity of used paper as the paperless system.
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In the present time, there are many channels for communication and
publication from the government organization e.g. the FDA, the Customs to the
consumer; for example, through the internet, handbill or poster. Nevertheless, using of
technology in the incorrect way is usually the problem for consumer protection
campaign. The advertisement through the internet of modern medicinal products
without the scientific infermation or safety data_support could make the customer
believe and then purchase those products for use. That is a risk for consumer to get
low-quality of medieimal™ producis or counterfeit one..Besides, more demand of
consumer can lead to.more supply in the market, through the wrong channel such as
by smuggling the medieinalproducts inte Thailand without any inspection at the port

of entry.

Result of SWOT analysis
Opportunities (O)

]
i

06) The government provided the policy td"és'taBIish and use the Logistics & National
Single Window (NSW) for import-expo’ifbpromotion campaign purpose, in order
to reduce the steps and times for the app@v'a{:‘process.

O7) The modern and high.technology e.gfe__—paperless system have always been
applied in‘the routine act'i‘vities of all orgahi:zzltibns.

08) There are Mahy-channeis-for-communication-and-publication from the government
organization.te the consumer e.g. internet, handbill, poster.

Threats (T)

T4) NSW could notsbe effectively used as the database of health products, including
the.motiern medicinal products has not-been reviewed and updated yet.

T5) Using of technology in the “incorrect way e.g. advertising of modern medicinal
products through the internetiwithout the scientific information or. safety data
support-eauld be-a risk.for consumerto-get low-quality of medicinal preducts or

counterfeit one.
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Table 4.3 Summary table of internal factors, using Host Tor’s Theery (1997) and Keidel’s Theory (1995)

ltem

Elements

Strengths (S)

Weakness (W)

1

Laws/ Requirements
- Drug Act B.E.2510
- Custom’s laws

- etc.

S1) Eaehrrelevant.organization has already
established®andehad full power to implement its
laws.

W1) There has no law or measurement in
case of the repeated violation.

W2) The laws used in the importing system
for modern medicinal products could not be
promptly implemented or up-to-date e.g. in
case of e-paperless service.

W3) There has no the specific measurement
to adopt by all relevant organizations when
the violation detected at the port of entry.

W4) The full enforcement of the laws and
requirements usually could not be
performed e.g. suspension and withdrawal
of the license for importation of the modern
medicinal product.

Resources

- Budget

-> Human resources
- No. of port of entry

S2).Each organization has been encouraged the
fiscal budget to conduct their activities.

S3) Each organization has arranged its own officers
to'doall activities at'the port of‘entry.

WS5) The boundary line of Thailand is too
long and there has a chance that the
importation at the informal port(s) may
occur.

W®6) The number of port of entry of FDA is
not sufficient, and not equal to the number
of port of entry of the Customs.

LTT
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Item Elements Strengths (S) Weakness (W)
S4) Both the Customs and|FDA has-already W?7) Because of the limitation of FDA’s
arranged high.iechatlogy instrument using atthe officers, there has no the officers of the
port of entry e.g. mobile scanner of the Customs IEID of FDA working at some port(s) of
used for scanning of the colilltainer, and RAMAN entry.
Spectraphotometer 0f FDAused for checking the
active inggedientswithout opening the container:
3 | Tasks . :
3.1 Licensing S5) Micense for import'of madern medicinal W8) Pre-approval inspection has not yet

productsihas fequired by FD}‘} regarding to the
Drug Act B:E. 2510.

covered some important activities e.g. the
cold chain management system for the
temperature sensitive medicinal products
and vaccines, the traceable inventory
system.

W9) There has no the requirement to do the
on-site inspection before adding other types
of medicinal products in existing license for
importation of modern medicinal product.

3.2 Registration

S6).Product registration for each medicinal 7produ‘(':_t, :

has required by FDA regarding to the Drug Act-—
B.E. 2510.

W10) Reviewing of product registration
could not be done up to date and spent more
times to finish all processes because of the
large number of product registration and the
limitation of human resource.

W11) Sample analysis for some kinds of
medicinal product, especially anticancer
could not be done since the DMSc’s
laboratory is not ready in a part of facilities

81T
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ltem

Elements

Strengths (S)

Weakness (W)

and instrument to do the analysis for
hazardous medicinal products.

3.3 Approval process for
imported modern

medicinal products

S7) The precessifor the importation approval has

been performed following the written procedure(s).

The'duty and responsipility of each organization
has been clearlyidentified. =

S8) The additional measurementto clarify the
custorms tariff of unclearly id_éptified product has
been‘established and.operated by the Customs.

o -

W12) After taking sample, FDA must
approve the importation of modern
medicinal products before the issuing of
testing results by DMSc.

W13) The import inspection system of the
Customs could not be completely performed
in some cases e.g. products declared as a
sample only, smuggled products by packing
with passenger’s luggage.

W14) Some required documents to consider
for importation approval might not be
reliable e.g. copy of COA.

3.4 Sample taking

3.4.1 Sampling plan

S9)-The annual sampling plan has been defined
based on scientific and/or pharmacological
information.

| W15) FDA could not completely follow the

number of sample defined in the annual
sampling plan. It depends on the frequency
and quantity of importation for the modern
medicinal products during a fiscal year by
each importer.

W16) Annual sampling plan could not
define covering all kinds of medicinal
produet being distributed in the market

6TT



120

ltem

Elements

Strengths (S)

Weakness (W)

because of the limitation of budget and the
high expenses for sample analysis.

3.4.2 Persons who take

sample

S10) The afficerresponsible for taking sample at
the pout*of entry of FDA were graduated for
Bachelor in'scienge, and-well-trained following the
writtengorocedure. &

W17) The officers who work at the port of
entry of FDA do not go to the containers or
shipment to take sample by themselves
because of the limitation of the number of
officers.

3.4.3 Instruments/

Laboratories

S11) The quality control Iabofatories at the port(s)
of entry have been accredited by DMSe.

W18) The number of laboratories and high
technology instrument as RAMAN
spectrophotometer are still inadequate at the
present time.

3.5 Storage area and
condition for keeping the
imported medicinal

products

S12) Normally the licensee of medicinal product
importation always provides the storage area with
appropriate cendition; to maintain the quality of
their imported medicinal products according to its
product registration.

W19) There has no the penalty regarding
the Drug Act B.E. 2510 in case of
transportation and storage the medicinal
products under inappropriate condition;

<| therefore, some importers and distributors

did not strictly concern about those issues.

3.6 Post-marketing
surveillance system for the
imported medicinal

products

S13).The officers responsible for conducting the
post-marketing surveillance of both the Customs
and FDAare well-trained and very skillful in their
field.

W20) There has no policy for the abroad on-
site GMP inspection at the manufacturers
located in the origin countries.

0cT
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ltem

Elements

Strengths (S)

Weakness (W)

S14) The inspeetton system and posi-audit system
for imported preduets based on a principle of risk
management has been established by the Customs
to ensure the effeciiveness of the customs
clearance.

W21) There has no effectively systematic
measurement established by both the
Customs and FDA to investigate and
promptly detect the illegal medicinal
products which were not passed through the
port of entry of FDA.

3.7 Prosecution/ Recall/
Rapid Alert

S15)iThe penalty and prosecution was defined in
all relevant laws fMoreover, recall and rapid alert
systemthas peen established and strictly followed
regarding its procedure;

W22) The measurement to monitor the
result of product recall is not effective.

W23) Members of the Quality Defect
working group do not cover the experts or
specialists in several fields of expertise or
from other organizations, particularly from
DMSc.

W24) There has no the specific criteria to
distinguish the difference between the
quality defect and adverse drug reaction
(ADR) issues.

3.8 Key Performance
Indicators (KPIs)

S16) Each organization has defined the KPls, in
order to control and monitor the officers whether
they could-follow the procedures and do their
works effectively:

S17) The result of KPIs is usually evaluated and
used for improving the previous activities.

W25) Some KPI was not appropriate and
could not be the representative of the
achievement of the organization.

T¢T
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Item Elements Strengths (S) Weakness (W)
4 Technology S18) Both the Customs and FDA has published the | W26) Data record of FDA could not
- Recording system important infosmation through the modern perform as the real time so the evaluation
-> Data transfer technolegy anddmedia e.g. \website of each for the current situation of the imported
organization. \ medicinal products could not be done
] immediately. On the other hand, the
S19) The data recording system has already setup | Customs can collect and evaluate data of
for collecting the data concerning the importing importation and exportation in the real time.
system forymedicinal products e.g. the data
recording systemof‘DCD prepared as database of
all licensees:and product registrations.
5 | Stakeholders S20) Eagh organization has prepared the procedure | W27) Forwarder who was employed by the

- FDA
- Drug Control
Division
- The Import and
Export Inspection
Division
- The Legal Affairs
Group
-> Involved organization
- Customs
- DMSC
- Provincial Health
Offices
-> Shipping / agency

for its activities, regarding the. Ijle and other

relevant reqmrements = P
e —'j.l
i’ |

o -

importer to carry out many kinds of product
from the origin countries to Thailand has
not been controlled by FDA. Sometimes, the
small amount of medicinal products may be
overlooked and released without the
approval by FDA.

¢cl
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Item Elements Strengths (S) Weakness (W)

6 Personnel
-> Qualification

S21) The officers*had been well-trained. They
expertintheirfielde@s the specialists based on'their

W28) Although there was communication
system to provide the necessary knowledge

—> Training and evaluation

-> Leadership / Decision
Making
(Responsibilities,
Power, Interpretation of
relevant laws)

expericees.

and update laws to the officers working at
the port of entry, the interpretation of the
laws by each officer still be thoroughly
considered.

W29) The officers have no more time to
improve their own expertise and also
develop their own activities because of
dramatically increasing of quantity and
frequency of the importation resulting from
the international agreements.

Structure

—> Importing system for
modern medicinal products
in Thailand.

(Cooperation among FDA,
Customs, and Ministry of
Commerce.)

S22) Each organization has its own clear
organization chart and job description of the
officers who work concerning the importation
approval.

S23) The cooperation among relevant

organizations has been established in some cases

e.g. smuggling of illegal medicinal products.

W30) Work flow for the importation
approval of the modern medicinal products
requires the shipping/agency to carry out the
relevant documents between the Customs’
office and the port of entry of FDA. The
releasing process of those products may take
more times.

W31) FDA has supported the budgetary to
the Provincial Health Office(s) for
coenducting the importation approval for
health products but FDA does not have the
authority to control, standardize and
evaluate their works at the port of entry.

ecl
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Item Elements Weakness (W)

8 Culture S24) The office
-> to know what the their wo
relationship among relevant | respo

organizations

W32) The officers of each organization
always work independently and having no
closely relation with the others.

S25) &
organizati

S26 ac
authorit
its own laws

ﬂ‘lJEl’JVIEW]‘iWEI’]ﬂ‘i
ammﬂ‘imumfswmaa
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Item Elements

1. Policy
programme to fo w-lﬂnﬁejaa{ ve
anyhealth pOlI orcaaq:argn-, =
Office(s).

2. Economics O4) The productsmef,f JOU

Threats (T)

The result of agreements used as the non-tariff
re.g. FTA, AFTA is that any products from the
countries could be imported into Thailand

t tax calculation. Therefore, the quantity and
uency of the importation for health products

T2) The government notified a policy for limitation of
nber of officers in each governmental

e logistics” system to reduce a ::r.;:-=.-;'.==; aization. So the lack of qualified officers in each

'?]-

.;-Lg ion might affect the operation.

0

Gc1
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Item Elements Opportunities (@) Threats (T)

3. Social/ cultural 0O5) Nowadays, the-eonsumers have - T3) Attitude on the imported medicinal product of
knowledge a cern about the ome consumers still presents that medicinal products
health. // \ mported from abroad have more quality and safety

an those produced by local manufacturers.

4, Technology 06) The gavernmengprovided t )lic s 4) NSW could not be effectively used as the
establish'and use the r%tle database of health products, including the modern
Single Windo

promotig .,,, DUrpose
reduce the steps and »u aj al \

process. n j Gy
O7) The modern d"f"lk‘ig\‘g‘f k

the routine acti

|E§I e-—---no e" _,,,—_
l'l_:g- EREREr e !

0O8) There are many channeis

communication and publication from vthe
goverhment organization to the cons

e e F\' NA N NN NN a
Y. LIC L, LICALIVAMEEE, VU ODLU |

.

5) Using of technology in the incorrect way e.g.
advertising of modern medicinal products through the
ernet without the scientific information or safety
paperless system have a W ays o en 2 I|ed in | data support could be a risk for consumer to get low-
| quality of medicinal products or counterfeit one.

icinal products has not been reviewed and updated
e

g
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Table 4.5 Summary table to identify the resource of data for each factor

Item Elements gontent analysis Key informant Case study
_ interview
Host Tor’s Theory B |
1 | Laws/ Requirements ¥ ¥ W1, W2, W3, W4 S1, Wl
2 | Resources SE - d S3, S4, W5, W6, W7 | -
3 | Tasks /
3.1 Licensing Be A J W8, W9 -
3.2 Registration S6 ) W10, W1l -
d = [
3.3 Approval process for imported modern [.S7 = 3 ) S8, W12, W13, W14 | -
medicinal products - =
3.4 Sample taking T
3.4.1 Sampling plan BES " | Wi5,\W16 -
3.4.2 Persons who take sample=- 510 W17 -
3.4.3 Instruments/ Laboratories_ S W18 -
3.5 Storage area and condition for Keeping | S12 W19 -
the imported medicinal products
3.6 Post-marketing surveillance systemfor | S13, S14 W20, W21 -
the imported medicinal products
3.7 Prosecution/ Recall/ Rapid Alert S15 W22, W23, W24 S15, W22
3.8 Key Performance Indicators (KPIs) S16, S17 W25 -
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Table 4.5 Summary table to identify the resour

Item

Elements

Host Tor’s Theory (cont’d)

Technology

Stakeholders

Personnel

Structure

| N o o &~

Culture

PEST Model
(identify “environment” of Host Tor’s

Theory)

Polic
y )

Economics

Social/ cultural

Al W N

Technology

Wz
-3

nformant

rview

Case study

S

28, W29

, W30, W31

25, §26, W32

8, T

5

AULINENTNEINS

ARIAN TN INGINY
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4.2 Results of Step 11 : Synthesize strategies

After finishing of step I, all elements of the main theory, the Host Tor’s Theory
(1997) were analyzed. The next processes were composed of 2 processes, prioritizing
and proposing the strategies to improve the system performance.

4.2.1 Prioritize strategies

The SWOT derived from step lweresselected based on key informants’
opinion. These selectedwere proposed for the expert review to prioritize. The
prioritization was cenducted usingweighing and rating foreach selected factor.

In thissprocess, all selected SWOT was separated into 2 tables including
the table of Internal Factor/Analysis Summary (IFAS) as Table 4.6 and the table of
External Factor Analysis Summary  (EFAS) as Table 4.8 The internal factors
consisted of the strengths (S) and Weakneéses (W) must be identified by using IFAS,
and the external factor consisted of the Qpﬁbrtunities (O) and threats (T) must be
shown in EFAS respectively. Both IFAS and EFAS must define the weight and rating
for each selected factor. Besides, the summa?y féble to compare between the selected
internal factors and elements of Host Tor’s ;Fheory was shown as Table 4.7, while the
summary table to compare beiween the selected external factors and elements of PEST
Model was presented as Table 4.9: | _ '

The weight stands for the feas.ibilrity of suecess of each factor. The
factor that could+he performed easier and had the possibility tosreach a goal faster than
another factor must be weighed with higher number. Total weight of each table, IFAS
and EFAS must be-100 absolutely. However, the total weight-ef S must be 50 and total
weight of W must be'50+in the table of IFASgltiwas the same for factor O and T in the
table of EFAS.

For the rating, the expert must consider for the importance of selected
factor and then prioritize by using the number 1 to SxThe no.1 means that'the factor
was ;the least™important factor affecting the importing system- of moderh medicinal
products and the no.5 means that the factor was the most important factor that could
mainly affect the performance of the importing system.

Furthermore, the current situation of the importing system of modern
medicinal products could be identified by using the result of totally weight scored of

SWOT. The cut point between the total weight scored of internal factors and those of
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external factors in one of the four quadrants of the SWOT matrix was used for
assuming the current importing system. It was shown in Table 4.10.

In addition, the experts who reviewed and prioritized the selected
factors consisted of the expert from each organization concerning the importing
system of modern medicinal products as the .DCD and the Import and Export
Inspection Division of FDA, and the Customs.

4.2.2 Propose strategies

From IFASand EFAS, SWOT with the rating of 5 and 4 were selected.
However, some SWOwith.the rating of 3 was selected under the decision making by
the focus group. |

The'components ofithe focus group included

- 5 key personpel from the Iiml)ort and Export Inspection Division

- The Ctief of the Inspectorate Unit, DED of FDA

- 1 expert from the Customsf';-;

In addition, the summary table of'selected factors was shown as Table
4.11. After that all selected SWOT weréa!'%\nalyzed through the Strategic Factor
Analysis Summary (SFAS) as-presented in Table 4.12, Summary table to compare
between the selected factors and glements QﬁéQ(y used in the study was shown as
Table 4.13. In the table of SFAS the rating of éa;;h sélected fagtor should be the same
as mentioned in [FASand-EFAS:-Ivioreover; the duration-as the €xpected time to reach
the achievement was identified as S = short time, M = medium time, and L = long
time.

From SFAS, the SWOT matrix (Confrontation matrix) was used as a
tool for .developing the strategies for improving the importing) system for modern
medicinal products:Those strategies were separated into four strategies as followed;

1) SO strategy: Use the internal strengths (S) and the external
opportunities{Q)to developtheradvantage

2) ST strategy: Use the internal strengths (S) to avoid the external
threats (T)

3) WO strategy: Use the external opportunities (O) to conquer the

internal weaknesses (W)
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4) WT strategy: attempt to reduce the internal weaknesses (W) and also

to avoid the external threats (T)
The members of focus group had widely discussed and then considered for
the feasible specific strategies as presented in Table 4.14 that would be used to

improve the system performs of ‘ porting system of modern medicinal
products. - L

]
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Table 4.6 Internal Factor Analysis Summary (IFAS)

132

Internal Strategic Factors Weight Rating Wg::%ﬁzed Comments
Strengths (S)

S1) Each relevant organization has already established andhad ful % 5 35
power to implement its laws.
S5) License for import of modern medicinal preducts has required by 6 5 30
FDA regarding to the Drug Act B.E. 2510. ;
S6) Product registration for each medicinal product has required by 6 5 30
FDA regarding to the Drug Act B.E. 2510.
S8) The additional measurement to clarify the customs tariff of ar 3 3 9
unclearly identified product has been established andopératéd by the
Customs. y
S9) The annual sampling plan has been defined based on scientific 4 3 12
and/or pharmacological information.
S14) The inspection system and post-audit system for imported 5 4 20
products based on a principle of risk management has been established =~
by the Customs to ensure the effectiveness of the customs clearance.
S18) Both the Customs and FDA has published-the-important 3 4 12
information through the modern technology and media e.g. website of
each organization.
S19) The data recording system has already setup for collecting the 3 4 12

data concerning the importing system for medicinal products e.g. the
data recording system of DCD prepared as database.of all licensees and
product registrations.

49
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Internal Strategic Factors 4 Weight Rating W;:(l:%r;téed Comments
Strengths (S)

S21) The officers had been well-trained. They.expert in'their fieldas vy 4 28
the specialists based on their experiences. ,
S25) Reward system has been established in gach organization to 6 4 24
motivate their officers. s

Total (S) 50 212

Weakness (W) ,

W1) There has no law or measurement in casg of the repeated wolaﬂqn g 3 9
W2) The laws used in the importing system for modern medicinal i 3 3 9
products could not be promptly implemented or up-te-date e.g. in case
of e-paperless service.  Jil
W3) There has no the specific measurement to adopt by-alf-relevant 4 7, 3 3 9
organizations when the violation detected at the port ofentry. i el
W4) The full enforcement of the laws and requirements usuatly could . 3 3 9
not be performed e.g. suspension and withdrawal of the-ficense for -
importation of the modern medicinal product
WS5) The boundary line of Thailand is too long-and-there-has-a-chanee 3 2 6
that the importation at the informal port(s).may occur.
W6) The number of port of entry of FDA is not sufficient, and not 5 4 20
equal to the number of port of entry of the Customs.
W?7) Because of the limitation of FDA’s officers, there has no the 3 3 9
officers of the IEID of FDA working at some port(s) of entry.
W12) After taking sample, FDA must ‘apprave the importation of 3 3 9
modern medicinal products before the issuing of testing results by
DMSc.

€eT
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Internal Strategic Factors 4 Weight Rating W;:(l:%r;téed Comments
Weakness (W)

W14) Some required documents to consider foramporiation approval %) 3 9
might not be reliable e.g. copy of COA. .
W17) The officers who work at the port of entry offFDA do not go to 3 3 9
the containers or shipment to take sample by themselvesbecause of the
limitation of the number of officers. -
W18) The number of laboratories and high technelogy instrument as, 5 4 20
RAMAN spectrophotometer are still inadequaié at the present.time.
W20) There has no policy for the abroad on-site GMP mspectlon at t‘rfe 3 3 9
manufacturers located in the origin countries. :
W22) The measurement to monitor the result of product recall is not« / | 3 9
effective. — -
W?29) The officers have no more time to improve theirown expertise Wy 4 4 16
and also develop their own activities because of dramaticalty increasing | .
of quantity and frequency of the importation resulting from the T
international agreements.
W31) FDA has supported the budgetary.to.the Provincial Health 3 3 9
Office(s) for conducting the importation approval for health products
but FDA does not have the authority to control, standardize and
evaluate their works at the port of entry.

Total (W) 50 161
Total (S +W) 100 212+161 =

373

vET



he selected inter facwnts of Host Tor’s Theory

Table 4.7 Summary table to compare betwee

Element no. Strengths (S) Weighted Score
1 S1 - W3, 9+9+9+9=36
2 - - Wr , 6+20+9=35
3.1 S5 i : -
3.2 S6 ) -
3.3 S8 -, Vo ) 9+9=18
3.4.1 S9 il -
3.4.2 - s . 9
3.4.3 - - - 20
3.6 S14 0 e W 9
3.7 - ST F AT = 2 9
4 S18, S19 2 == - -
6 S21 70 4 9 16
7 - ’ - 9
8 S25 -
Total 10 ; : 161

—
AULINENTNEINS
RN TUNRINYINY
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Table 4.8 External Factor Analysis Summary (EFAS) 3
External Strategic Factors Weight Rating Wg(l:%r:’zed Comments
Opportunities (O) 1
O1) The top management of each organizatiop€ncouragesany - 10 5 50
policy to improve and develop the importing system for modern- — « |
medicinal product. : 2
02) The government always supports the hudgetary used for 4 9 4 36
developing of the importation and exportation system. r \
03) The MOPH has conducted the periodic programme to follow-up. | K 3 21
the achievement of any health policy or campaign, under 1
responsibility of the Provincial Health Office(s). 4
06) The government provided the policy to establish and usé. the J 9 4 36
Logistics & National Single Window (NSW) for import-export =
promotion campaign purpose, in order to reduce the stéps and times |
for the approval process. — -
07) The modern and high technology e.g. e-paperless system have e b 3 21
always been applied in the routine activities of all organizations. [
08) There are many channels for communication.and-publication - o & 24
from the government organization to the.consumer e.g. internet, L
handbill, poster.
Total (O) 50 188

9eT



External Strategic Factors

Weight

Rating

Weighted
Score

Comments

Threats (T)

T1) The result of agreements used as the non-tariff baeriere.qg. FTA,
AFTA is that any products from the other countries could be \
imported into Thailand without tax calculation: Thegefore, the .

quantity and frequency of the importation for health products .

=

including modern medicinal products would he'dramatically
increased, and then it could affect the personal pegformance and the

effectiveness of the consideration for importation approval.: '}

e

48

T2) The government notified a policy for limitation of the number of
officers in each governmental organization. So the lack of qualified
officers in each organization might affect the operation. !

33

T3) Attitude on the imported medicinal product of some Cdnsumers
still presents that medicinal products imported from abroad have
more quality and safety than those produced by local manufacturers.

24

T4) NSW could not be effectively used as the database of health
products, including the modern medicinal products has not been

reviewed and updated yet. —~

40

T5) Using of technology in the incorrect'way e.g. advertising of
modern medicinal products through the internet without the scientific
information or safety data support could be-arisk for consumer to get
low-quality of medicinal products or counterfeit one.

27

Total (T)

50

172

Total (O+T)

100

188+172 =
360

LET
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Table 4.9 Summary table to compare between the selected exterr fac@nts of PEST model

esses (W) Weighted Score

Element no. Opportunities _‘M}ﬁ ﬁ\\{:h

Policy 01, 02, 48

| 27/ ERL
I//.?"‘.; -\ ‘\\ >

Social/ cultural lv Be’ ’_; \\\ 24
i F% PN

Technology 40 + 27 = 67

Total 172

ﬂ‘IJEI’J‘VIEWlﬁWEI’lﬂ‘i
ammﬂimum'zwmaa
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Table 4.10 SWOT matrix used for assuming the

139

Weaknesses (W)
1
5
Opportunities (O)
360 k————+—+———— - ——— — — — — — — —— — — — — —
3
Threats (T)
1 ]
. S+W (S + W)/100
1y 373 3.73
(O +T)/100
3.60

Remark: The current sﬂuaﬂor@ i
Internal situation = strengths (S) > weakn

) ﬁ@fﬁ‘iﬁﬁzﬁwqwm 1

6ET
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From IFAS and EFAS, SWOT with the rating of 5 and 4 were selected to be
analyzed through the Strategic Factor Analysis Summary (SFAS). However, some
SWOT with the rating of 3 was selected under the decision making by the focus group.

Selected
factors
(for SFAS)
-5
Internal . 6
J} r
factors <) 8
External : I~ ' 4
factors Threat§fT) fZzs 0|0 2 3

r s i ¥
i ’*. R,
Py

U7

]
AU INENTNGINS
QRININIUNRINYIAE




Table 4.12 Strategic Factor Analysis Summary (SEAS)

141

Key Strategic Factors Vel RatngoNmelicC Duration Comments
Score \ M |
Strengths (S) \
S1) Each relevant organization has already 5 5 4
established and had full power to implement Pe
its laws. &
S21) The officers had been well-trained. 3 = 20
They expert in their field as the specialists ';,
based on their experiences. /)
S14) The inspection system and post-audit 3 4 e 4 1% /
system for imported products based on a '
principle of risk management has been b
established by the Customs to ensure the =
effectiveness of the customs clearance. ruld
S25) Reward system has been established in 3 4 4= =12
each organization to motivate their officers. e i
S18) Both the Customs and FDA has 5 4 20
published the important information through
the modern technology and media e.g.
website of each organization. .
S19) The data recording system has already 3 4 12 /

setup for collecting the data concerning the

importing system for medicinal products e.g.

the data recording system of DCD preparéd
as database of all licensees and product
registrations.

14"



Table 4.12 Strategic Factor Analysis Summary (SFAS) (cont’d) )
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Key Strategic Factors

Weight

Rating

Weighted
Score

Duration

M

Comments

Weaknesses (W)

W29) The officers have no more time to
improve their own expertise and also develop
their own activities because of dramatically
increasing of quantity and frequency of the
importation resulting from the international
agreements.

16

/

W18) The number of laboratories and high
technology instrument as RAMAN
spectrophotometer are still inadequate at the
present time.

24

W12) After taking sample, FDA must
approve the importation of modern medicinal
products before the issuing of testing results
by DMSc.

W31) FDA has supported the budgetary. to-

the Provincial Health Office(s) for e

conducting the importation approval for
health products but FDA does not have the
authority to control, standardize and evaluaie’
their works at the port of entry.

W1) There has no law or measurement. in
case of the repeated violation.

W6) The number of port of entry of FDA:Is
not sufficient, and not equal to the number of

port of entry of the Customs.

20

474"



Table 4.12 Strategic Factor Analysis Summary (SFAS) (cont’d)
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Key Strategic Factors

Weight

Rating

Weighted
Score

Duration

M

Comments

W3) There has no the specific measurement
to adopt by all relevant organizations when
the violation detected at the port of entry.

S

3

4D

/

W4) The full enforcement of the laws and
requirements usually could not be performed
e.g. suspension and withdrawal of the license
for importation of the modern medicinal
product.

12

Opportunities (O)

O1) The top management of each
organization encourages any policy to
improve and develop the importing system
for modern medicinal product.

o

e z_j.g

02) The government always supports the
budgetary used for developing of the
importation and exportation system.

=24

06) The government provided the policy to;
establish and use the Logistics & Nationak
Single Window (NSW) for import-export
promotion campaign purpose, in order to
reduce the steps and times for the approval
process.

32

03) The MOPH has conducted theyperiodic
program to follow-up the achievement of any.
health policy or campaign, under
responsibility of Provincial Health Office(s).

21

evt



Table 4.12 Strategic Factor Analysis Summary (SEAS) (cont’d)
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Key Strategic Factors

Weight

Rating

Weighted
Score

Duration

M

Comments

Threats (T)

T1) The result of agreements used as the
non-tariff barrier e.g. FTA, AFTA is that any
products from the other countries could be
imported into Thailand without tax
calculation. Therefore, the quantity and
frequency of the importation for health
products including modern medicinal
products would be dramatically increased,
and then it could affect the personal
performance and the effectiveness of the
consideration for importation approval.

16

T4) NSW could not be effectively used as
the database of health products, including
the modern medicinal products has not been
reviewed and updated yet.

20

T2) The government notified a policy for
limitation of the number of officers in each
governmental organization. So the lack of
qualified officers in each organization might
affect the operation.

12

Total (S+W+O+T)

100

385

144"



. @heory used in the study

Theory Element no. Othse®Te” m ighted Score | Weaknesses (W) Weighted Score
Host Tor’s J/fﬂ ' l‘a\‘\\h‘\
1 AL ) T N W W3, w4 9+15+12=236
2 IR EML\ W6 20
3.3 A F T ET\ AN 9
3.4.3 Fir - 24
3.6 -
4 -
6 16
7 9
8 -
PEST Model P 16
E 12
S -
T 20
Total 161

ﬂumwamwmm

’Qﬁqﬁﬂﬂ‘immﬂﬂﬂﬁﬂﬁﬂ
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4.2.2.1 Strategies synthesized from SWOT matrix

From SFAS, the SWOT matrix (Confrontation matrix) was used as a tool for

1) SO strategy: Use the internal @external opportunities (O)

to develop the adv .
This cou seaf@s the of

2) ST strategys” Usé the stre jths (S) to avoid the external
threats (T) 4 |

support or set up the measurement to redu e the leaknesses as much as possible.

4) WT strategy: att_g_g_@f:@;pgﬂ
avoid the exte[h}xthreats o) |

ernal weaknesses (W) and also to

10 Weaknesses and the

All strategles‘,consmered dependlng on SWOT matrix was presented in the

“"'“‘ﬂuafmsmwmm
’QW%Nﬂim UAIINYIAY



Table 4.14 Strategies based on SWOT matrix

External factors

Internal factors

Strengths (S)

S1) S14) S18) S19) S21) S25)

147

Threats (T)

T1) T2) T4)

ST strategies

f of National

€ '[0 1\’ e

Weaknesses (W)
|
W1) W3) W4) W6) W12) To improve the competency of the ofﬂce’f&l
W18) W29) W31) al!d her persons involvingsin the

AUE "’@‘WET

S1S14 S21, T1)
To establish more effective post-marketing
surveillance system

S18S21, T2)

To increase communication channels by
setting up the information center and
promote inter- and intra-organizational
communication

'S19S21, T4)
~To complete database of modern medicinal
roducts and link all data into NSW

WT strategies

WenT

W6, T1)
To develop the operation procedure
manual for officers working at port of

e}

ama\iﬂmwnwmaa
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Table 4.14 Strategies based on SWOT matrix

Internal factors

External factors

Weaknesses (W)

W1) W3) W4) W6) W12)
W18) W29) W31)

AU tﬁmﬂ a3

wa3t, O Lol
To identi
impr

DA an
quality control

products

148

. Threats (T)

T1) T2) T4)

WT strategies

nts for

ammnim UANAINYA

8r1
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SO strategies
1) S18 S19 S21, 060102

To speed up the establishment of National Single Window (NSW) in order
to increase the effectiveness of the importing system for modern medicinal
products

Since the government provides the poliey and supports the budgetary for all
organizations concerning the importation and exportation to establish and use the
Logistics & Nationak=Single Window (NSW) as one of the export promotion
campaign, in order toreducesthesieps and times for the importation approval process.
In this regard, all stakgholders involving In the importing system for modern medicinal
products must also establish'the NSW in order to facilitate the importation and also
control the imported medicipal products iiclcording to the relevant laws such as the
Drug Act B.E.2510. Moreover, the Custd‘rps*has been appointed to act as the focal
point. The Thai FDA, the authorized orgaﬁi_zation for Issuing the license and product
registration for modern medicinal products being imported and distributed into the
market should prepare all database-of ihe IiCeﬂfﬁqse,es and product registration of modern
medicinal products through*the existing data ':Fétording system. However, it also
should be re-checked about the compatibilit_ﬁ_et\/\!een the recording system of FDA
and the Customs, Besides, thié project will be czantirnuously worked out because the
officers of botfl the-Customs-and-FDArare-well=trained-and-expert in their field.

As the achievement of this policy iIs that NS\ should be effectively
established and performed within B.E.2558, the top management of each organization
involved in the importing system for mgdern medicinal products has strongly
encouraged the projects regaiding this'policy.. Therefore, the anhual‘action plan should
be defined, and‘thesuccess of NSW should e one"ofthe key ‘performance indicators

(KPIs) of the top management as well.

2) S25,0102
To manage the human resources and budgetary through the reward system
Reward system is very useful for each organization to manage the human
resource effectively. This system can be used for motivating all officers to perform

their work to get more effective. The top management should support the
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establishment of reward system in its organization, and the budgetary for this activity
should be arranged as well.
For example;

2.1) In case of investigation and capture the violator who infringes the Drug’s
laws, both during the process of importation and post-marketing surveillance, the
officers should receive the rewards that had already proportional calculated based on a
value of the seized illegal medicinal praducts.

2.2) In case.ofthe Prowingial Health Office(s) that responsible for inspection
of the imported medieinal products instead of the officers of FDA, they should be
rewarded if they can completely follow the procedure regarding the importing system

for modern medieinal preducts and achieve a goal of KPIs as required.

ST strategies
3) S1S148S21, Tl

To establish more effective pOst-markefi'ng'j"su rveillance system

Since the international agreements'él.g. the Free Trade Agreement (FTA),
ASEAN Free Trade Area (AETA) are one of the Causes of increasing of quantity and
frequency of the importation for healih prodg;t%_ingluding modern medicinal products
into Thailand. That might affect the effectivenésg of the importation approval by the
officers of the Customs-and-the-FDA;-espectally-at-the-port-of-entry.

However, .each organization in the importing system for modern medicinal
products consisting of the Customs and the FDA has already had full power to
implement the laws on_their behalf. Therefore, the specific measurement should be
developed to-ensure that allmedicinal products.being imported: into~Thailand will be
checked following-the Drug’s ‘law~and the ‘Custom’s“law as ‘well as maintained its

quality according to the specification defined in its preduct registration.

Nowadays, the Customs has already established the inspection system based on
a risk management as well as the post-audit system to ensuring the effectiveness of the
customs clearance and the releasing process for the imported products.

In this regard, Thai FDA should consider for reviewing the existing system and

then establishing the new post-marketing system which should consider for adapting
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from the post-audit system of the Customs. The new post-marketing system should
include;

3.1) Thai FDA should learn and cooperate with the Customs in case of doing
the post-marketing surveillance following the post-audit system of the Customs. All
data from both organizations such as a quaniity.and value of importation of modern
medicinal products, history of licensee(s) shouldbe peoled and used for setting up the
action plan of the post-marketing surveillance for imported modern medicinal
products. Moreover,. theinspeciots from both the Custems and FDA should do the
post-audit together based onsrisk management for modern medicinal products being
imported in the market: \

3.2) Thai'FDA should set/up the annual inspection plan to inspect the licensee
for importation of modern medicinal prod;u(I:t and also other relevant organization or
agencies involving in the supply chain e.glldistributor, logistics company. This annual
inspection plan should be defined base or;:a principle of Good Distribution Practice
(GDP) and Good Storage Practice (GSP), th’e’-i:oiiected data about the quality defect of
medicinal products and history of a‘law violat‘;on,

cus dd

4) S18S21, T2 ] A

To increase communi'(‘:ation channels'b; sefting up the information center
and promote inter=—and-intra=organizational-communication

Since the government notified a policy for limitation.of the number of officers
in each governmental organization, a lack of qualified officers is still a problem of all
organization involving in the importing system for modern medicinal products. The
alternative systemishould betharaughly considered.

The information™ centre "used” as a route for communication among all
stakeholders should be established. Nowadays, both the Customs and ;FDA has
published the-infermation ‘tothe consumer ‘through modern technology and media as a
website of each organization. It will be useful for achieving a'goal of the information
centre because both the Customs and FDA can share the information and also transfer
the important information to the customer through their website. Moreover, the

officers of the Customs and FDA much expert in their field as the specialists based on
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their experiences. So the information being communicated must be prepared by those
qualified officers.

The objective of establishment of this information centre is not only keeping
the communication with the customer but also data sharing between the Customs and
FDA about the importation of modern medicinal products. The information center
consists of

4.1) The public awareness can.be performed through this information centre.
The Customs and EDAsshould.-appoint the key persons.to responsible for preparing
and updating the information through the website. Moreover, it will be a route for
communication amongethe gustomer, licensees and relevant organization involving in
the importing system fogmodern medicinal products.

4.2) The intranet8ysitem used for ijajta linking between the Customs and FDA
should be established: The database abqut ‘the importation of modern medicinal
products must be prepared by both the Cuét_oms and FDA. This database emphasizes
on a history of each campany ‘ficensed-by FDA; including any violation of the Drug
Act B.E.2510, in order t0 be used as the basic information for the officers of the
Customs and FDA. The database should be cétééé’rized the level of observation to let
the officers of the Customs and EDA knows:?:\;y_hip‘h licensee must be monitored and
paid more attention. The criteria for making deéisTbn 7and the appropriate measurement
should be thoroughty-considered-together-by-the-Customs-ana-EDA.

5) S19S21, T4

To complete database of modern medicinal products and link all data into
NSW

The National” Single "Window (NSW) will“be~effectively used based on the
completion of database of the license and product.registration of healths products,
including thewmadern medicinal products. In the present time, database of modern
medicinal products prepared by the Drug Control Division (DCD) of Thai FDA has
not been reviewed and updated yet. Moreover, there has a problem about the
compatibility between the data recording system of the DCD and those of the

Customs. So it may take more times to solve this problem.
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However, the officers who work for collecting all data and preparing the
database are well-trained and expert in their field. Therefore, the database from DCD
may be finished following the timeframe for completion of database defined in the
action plan of Thai FDA. And then the data network between the Customs and FDA
under the NSW system should be performed in timely manner.

That means this strategy should be wsed for-encouraging the achievement of
the NSW system that would be applied for the importing system of modern medicinal
product in the near future:

WO strateqgies
6) W29, 060102 ;
To improve the.competency of the oifficers and other persons involving in the

importing system for,modern medicinal products

Since the intérnational agreements'could be a cause of dramatically increasing
of quantity and frequency of the importation for health products including modern
medicinal products into Thailand the officers have no more time to improve their own
expertise and also develop theirown activi:t'ies‘.~'_Therefore, the training programme
should be thoroughly considered, particularwly',i‘n the issues related to the importing
system for modern medicinal products. i

The top management-of-each-organization-shoula-provide all supports for the
training programme for its own officers. The instructors should come from both the
Customs and FDA, in order to share the information with another when the training
has been arranged. Inaddition, the importer.or. product owner may participate in the
training programme for some /important issues. ‘The topic‘that should be trained such
as how 1o, do'when-the National Single Window (NSW) has'been established, how to
identify the modern medicinal products according to.its product registrationy and what

the process oi-customs-clearance is.

7) W3, 0102
To establish the task force among organizations for achieving the specific
purposes, particularly the detection of smuggling of illegal medicinal product at

the port of entry
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Nowadays, each organization concerning the importing system for modern
medicinal products will take action when the violation was detected at the port of
entry. However, there has no the specific measurement with the cooperation among all
relevant organization for this situation.

The special team including the representaiives of each organization concerning
the importing system for modern medicinal preducissuch as the Customs, FDA, and
product owners should be formally and'systematically established, in order to work
together for special purposes.€.g. the smuggling of .illegal medicinal products.
Moreover, the key peisons who will ‘be a focal poeint of each organization should be
identified, and always elosely coordinate with another.

To be sueeessfulytheitop Mmanagement of each organization should promote all
activities and also supportthe budgetary to;perform this special team.

For example; \

7.1) The team-building between the; Customs and FDA for consideration of
the customs tariff of gach health product, including the modern medicinal products
should be established. Since it is'possible thatsome medicinal products may not be
identified in any existing group-of customs taf‘iff; those must be thoroughly considered
by the working group which -its..members if;i)_nsi§ts of the experts from both the
Customs and FDA. ol

7.2) The.team=butiding-between-the-Customs-and-FDA for special purposes
should be established. The main objective of this special team is to take action when
the violation of .the relevant laws occurred, particular the smuggling of illegal
medicinal products. Furthermore, the product.owners should be invited to cooperate in
this activity,"in order to collect and then: inform any useful data to-the Customs and
FDA team.

8) “\W31, 031

To'identify factors related to the improvement of importing System as key
performance indicators

To get the success of handling on inspecting and controlling the import and
export of health products, including modern medicinal products, the agreement

between the Customs and Thai FDA should be prepared and signed by the top
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management of each organization, and then the cooperation of both organizations
would be strictly concerned.

The Customs should also thoroughly consider for adding the issue about the
achievement of importing system of modern medicinal product as one of the key
performance indicators (KPIs), in order to evaluate the effectiveness of the operation
of the officers.

The Ministry_of Public Health 'has established the periodic programme to
follow up the achievement of any health policy or campaign, under responsibility of
the Provincial HealthsOffice(s).. This activity will be performed through the annual
supervision conductedgby the health expert team of the ministry. Therefore, all major
activities about the importation approval of modern medicinal products should be
identified as one of KPls of the consume;n jprotection policy of the ministry. If it is
possible, the Provincial Health Offices(s)! may be willing to follow the procedure
prepared by Thai FDA . The standardizaﬁo_n and evaluation by Thai FDA for the
operating of the officers of the Provincial Health Office(s) at the port of entry may be
effectively performed. il
9) W6, 0102 and W18, 0102 3y

To increase, the number of ports of .er;Eryr of FDAsand the number of
instruments for.guality-controt
9.1) W6, 0102
Since the_number of port of entry of FDA is not sufficient, and not equal to
the number of port of entry of the Customs,,some modern medicinal product are
imported. into Thailand} without' the 'meonitoring ‘and “approving,, by FDA. The
construction of‘thenewports of entry and“also the ‘renovation 'of 26 existing ports
should be thoroughly considered, and finished as seon as possible (maybe within 5
years).
Moreover, the limitation of the number of port of entrythat permits t0 import
the modern medicinal products should be defined.
9.2) W18,0102
Furthermore, the basic testing of quality control for health products,

including modern medicinal products should be performed at the port of entry but this
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activity must be done in the short time as possible since it may affect the time period
for releasing of imported products defined by the Customs. Therefore, the laboratories
and high technology instrument as RAMAN spectrophotometer should be procured
and established at the port of entry of EDA.

These above projects will be successful ifithe top management of the Ministry
of Public Health and Thai EDA provide a strong support. Moreover, the budgetary for
some projects to develop the importing system for modern medicinal product e.g.
project to establish thesnew ports.of entry and purchase high technology instrument

has already been approved bythe Committee of Ministry of Public Health.

10) W1wW12, Oland W4, O1 :
To revise all rglevant laws and regu;lations to carry higher penalty for illegal
medicinal products |
10.1) W1w12, 01 _
In case of the importer who infringes the law repeatedly, there has no any

law or measurement to adopt forthis case. The. penalty according to the Customs Act
B.E. 2543 and Drug Act B.E. 2510 could be u'pér’,ftnxrmed case by case only. Therefore,
the reviewing and revising the relevant Iay@si should be considered. However, the
additional measurement should be thoroughly cbrigidéred and performed in parallel.

In additien;-the-approval-forimportation-of-moedern-nedicinal products has to
be done before theuissuing of testing results by DMSe. If the-testing result presents as
out-of-specification’ while those failed medicinal products had already distributed in
the market for a long time before issuing the.conclusion of testing results, that means
there has,a risk far the" consumer or patients,\who access those-medhicinal products at
that time, ‘So"the measurement’ for-product recall should be'strengthened. Moreover,
the alternative methods to ensuringithe quality of imported medicinal preducts before
releasing at the port ofentrysshould be provided, particularly through somé changes of
the process or required documents for making a decision of the importation approval.

For these activities, the top management should encourage and present it as
one of policies of Thai FDA that the licensees must follow strictly.

10.2) W4, O1
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Since the FDA could not now fully endorse some contents defined in the
Drug’s laws and requirement concerning the importing system for modern medicinal
products particularly in case of suspension and withdrawal of the license(s), the
specific measurement and also criteria for, those cases should be developed and
implemented as soon as possible.

Furthermore, the top management of Thai FDA should support these
activities as the suitable process for_monitoring and controlling the licensee(s)
following the Drug Aci:B:E.2510.

The alternativesmeastirement that should be used in order to improve those
above activities cencerning .the importihg system for modern medicinal products
consists of

1) The measugement to imEro_ye the process of consideration for
product registration |

Since Thai FDA had already applied for the PIC/S membership since
2005 as well as the new Ministertal Notiji_c_qtion of GMP for modern medicinal
products which is equivalent;te the PIC/S GMP%SB:uide will be notified in the year of
2010, the changing of the process of consiTerjét-ion for product registration of the
modern medicinal products being importétﬂj‘-"frb’m' abroad should be thoroughly
concerned. It can.be separated into three groups as followed:

1.1) If the origin manufacturer has been passed-the GMP assessment
conducted by the National Regulatory Authority (NRA) of that country which is one
of the PIC/S members and also implement the PIC/S GMP Guide as the law, the
required-documents include

- GMP Certificate with elearly defined the PIC/S GMP Guide as
the reference for conducting the assessment

-+GMP=inspection repontywhich-its formatymustsbe-adopted from
the format of PIC/S GMP inspection report

- Certificate of analysis (COA)

- Certificate of Pharmaceutical Products (CPP)

- Others e.g. process validation, analytical method validation,
stability study data, etc.



158

1.2) If the origin manufacturer has been passed the GMP assessment
conducted by the National Regulatory Authority (NRA) of that country which has
implemented the code of GMP in equivalence with PIC/S GMP Guide as the law e.g.
WHO GMP and EU GMP, the required documents include

- GMP_Certificate - with elearly defined the reference for
conducting the assessment

- GMP Inspection report which must be certified by NRA of the
origin country

- @ertifieate0f analysis (COA)

- Gertificate of Pharmaceutical Products (CPP)

- Qtherg" eigJ .process _yalidation, analytical method validation,
stability study data,efc. *

1.3) If the grigin manufacﬁlJrer has been passed the GMP assessment
conducted by the Natiopal Regulatory Aljt-hority (NRA) of that country which has
implemented other GMP reguirements -as thé"la"\iv e.g. China where endorsed its own
GMP code as a law, the reguired documents'iﬁdude

- Pre-approval inspectid‘hi '(bh-site GMP inspection) must be
performed by the FDA as required : )

- Site Maéter File (SMF) 'przgsehted the overview of all systems
established in the-erigin-manufacturer

- Quality manual and relevant documents to show the quality
system and quality risk management of the origin manufacturer

=" GMP Certificate with, clearly defined the reference for
conducting the assessment

= GMP inspection‘report'which must be certified by NRA of the
origin country

- Certificate of analysis (COA)

- Certificate of Pharmaceutical Products (CPP)

- Others e.g. process validation, analytical method validation,
stability study data, etc.

Besides, the list of oversea manufacturers where passed the pre-

approval inspection (on-site GMP inspection) done by the GMP inspectors of Thai
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FDA should be prepared and then used as the basic information when the

consideration for product registration is performed in the next time.

Although the oversea manufacturers which have been audited by the
National Regulatory Authority (NRA) and found to conform to PIC/S GMP standards
or other GMP guide equivalent to PIC/S GMP g«¢. WHO and EU GMP need not be
audited by the GMP inspectors of Thai FDA if the-submitted evidence is found to be
acceptable. The on-site GIMP inspectiong of those manufacturers should be performed
as well, in order to identify their name in the list of approved oversea manufacturers.
Nevertheless, if the dosage form of the medicinal product which the
licensee would like to apply for product registration differs from the previous one
and/or the production has begen performea', in the new plant, the Thai FDA may
conduct the on-site GIMP inspection pric;f to consider for the approval of product
registration. |
2) The measurement for the repeated failure of testing result
Thal'FDA has already establ_j?_s.hed “Procedure of consideration for the
testing result analyzed by DMSc”, The penalty égg;ording to the Drug Act B.E. 2510
could be performed case by case-onty. Now?déy-s, there has no measurement to be
adopted in case. of the repeated violation suc'h'.'és' the repeated failure on testing results
of the sample taken by FDA. Therefore, the alternative measurement should be
thoroughly considered, in order to solve these problems as followed:;
2.1) [First step: collecting data through the sample taking
All data about the modern medicinal products with quality defect
problem.should becollectedsand informed the. Impart,and Export, Inspection Division,
in order to dosthe monitoring and controlling more ‘at the part of entry. Moreover,
those data'should be used for setting.the annual sampling plan for each kind of modern
medicinalproduct,and-alse-thecriteriaggshouldibe-provided as
2.1.1) (If the frequency of importation is consistent e.g. 5-6 times
per year, the sample taking should be performed three consecutive importation
2.1.2) If the frequency of importation is rare e.g. 1-2 times per

year, the sample taking should be performed at each time of importation
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Remark: The licensee for importation of modern medicinal products could not
distribute its own products before the issuing of testing results by DMSc.

2.2) Second step: take more action when the repeated failure
found

If the testing results are passed according to its own product
registration, it should be recorded as a history of those medicinal products and the
product owners. However, If the testing results are failed, the specific measurement
should be implemented-as followed:

Forexample; in case of sub-standard medicinal products, category
no.2 (Ex: Testing results presented the out-of-specification in any item stated in its
finished product-specification e.g.. weight _yariation, disintegration, dissolution, pH,
etc.) _
2.211) JFor the 1 timei: the licensee(s) should follow the
“Procedure of consideration for the testind fesult analyzed by DMSc”. They must be
warned and should follow the procedure for"‘p'r'od'ijct recall. In addition, all details of its
quality defect and the progressive activities-éhould be published through the FDA’s
website on the topic of “Safety Alert”. 224244

Moreqver, the Iic_g::nf_s_ee(’s) should be punished according to
the penalty defined in the Drug‘ Act B.E.2510'al.th:c;ugh It Is the first violation.

=2:2:2)—For-the-2nd-time==1i-testing-resul{S:are failed in the same
issue(s), the licensee(s) should follow the “Procedure of consideration for the testing
result analyzed by DMSc” defined that the ficensee must be_prosecuted according to
the content in the Drug Act B.E.2510. Besides, the licensee will be ordered by FDA to
recall the produci from the market, 'and- follow 'the “process “of product recall
respectively.

Furthermore, all details-.of its quality defect and the
progressive aetivities should, bepublished ‘through the FDA’s website or the tapic of
“Safety Alert”.

Moreover, the additional measurement should be operated
respectively;

- Reviewing of product registration should be thoroughly

considered and performed by the Drug Control Division of Thai FDA
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- Details of the quality defect of this product and all
activities already done should be recorded in the intranet system for data linking
between the Customs and FDA (defines in the strategy of S18S21, T3T2) in order to
be used as the database for monitoring and controlling of the importation of that
licensee(s) as well as for decision making of releasing the imported medicinal product
in the next time.

2.2.3) For the 3rd time : the licensee(s) should be prosecuted
according to the contentin the Drug Act B.E.2510. Product recall must be performed
as well. Moreover, thespublierawareness should be done through the “Safety Alert” on
the FDA’s website. \

Besidgs, -the additional measurement should be
implemented as follewed; _ |
- Reviewing ofl product registration should be thoroughly
considered and performed by the Drug Conﬂtif_ol Division of Thai FDA.

= Recording as the history of those licensee(s) and modern
medicinal products into the intranetsystem Oﬁ'ihe Customs and FDA must be required.

-*Listing ‘of the '1ibél‘1.See(s) who infringe the Drug Act
B.E.2510 repeatedly, especially in. case of t; ‘quality defect of their own products
should be prepared by the Irr‘nport and Expdrtqunépection Division and the Drug
Control Division-as-the-database:This-database-must-be-reviewed and considered
when the licensee(s) stated in the list apply for new product registration.

- Proposing the Drug Comimittee to consider for
suspension or withdrawal of the license for importation of modern medicinal product
of those, licensee(s) who ‘violate the/ Drug ‘Act' B.E.2510° repeatedly should be
performed respectively.

Remark: If the testingresults of several items of medicinal products imgorted by the
same licensee are failed, the proposing to consider for suspension or withdrawal of the
license and/or product registration should be performed immediately.

3) The measurement in the process of importation approval, including

the required documents
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3.1) Process for importation approval for modern medicinal
products

3.1.1) The Customs’ officers should check all relevant
documents for importation requesting. Moreover, the history of licensee(s) for
importation of modern medicinal products recorded in the intranet system of the
Customs and FDA should be completely reviewed, and the level of observation should
be defined. And then those documents jare transferred to the port of entry of FDA
respectively.

3492) Ihe FDA’s afficers at the pori.of entry should re-check the
details of medicinal preducts being imparted and also the level of observation as the
Customs defined:"In case of the licensee whose imported medicinal products were
failed in the three consecutive sample takinglj, additional activities must be performed
as followed:; v
3:1.2.1)4iThe s;mple taking should be done by the FDA’s
officers at the container which the modern rhédiéinal products being imported contains

3.1.2:2) |nform'-w'i'he Customs’ officers that they can
release all of those medicCinal‘products, with some conditions as

- Duringﬁh_e sample analysis done by DMSc, all
of those imported medicinal pfoducts should be I;Eptrin the warehouse of the licensee,
and the documenis=to=identify-a-status-of=“holaing -shoula=be Written by the FDA’s
officers to ensure that those medicinal products must not be distributed into the market
before the issuing.of its testing results.

- If the testing results are passed, those imported
medicinal products will be ‘appraved Dy Thai FDA to be’distributed, into the market
finally.

3.2) Documents required for impertation approval for modern
meclicinal preducts

All relevant documents uSed to consider for importation approval
for modern medicinal products consists of

- License for importation of modern medicinal product

- Product registration, including finished product specification

- Commercial invoice
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- Packing list

- Certificate of analysis (issued by the manufacturer)

- GMP Certificate

In the present time, some important documents could not be
reliable and then must be thoroughly considered such as

3.2.1)» Certificate of analysis (€OA)

Since the COA that was required to present to the FDA’s
officers at the port of entry is the copy one only. Moreover, the format of each COA is
too different although™ coming . from the same country e.g. COA from the
manufacturers of Chipa. The difference always found is the pattern in a part of
approval for COA"including both QA mangger’s signature and stamp of company’s
logo. _
The format o'fi COA issued by the manufacturer from
origin country should defined as L_

= Name and-address of the manufacturer

- Name, Iot/batéh'aho,, manufacturing date and expiry date
of the imported medicinal praduct” 22444

r Testing result;:ééc_qrding to its product registration
issued by the Thai FDA i T

= Date of analysis and release

- Signature with the name, surname and the position of

QA manager, the authorized person who responsible for releasing the finished product

Remark:

(1) The*formal fetter'to confirm that QA manager named in the' COA"had already been
authorized by the manufacturer should be required. Moreover, the name of that QA
manager stiould definedin the!list of ‘authorized persons to release, the finished
products Which was certified by the National Regulatory Authority (NRA) of the
origin country.

(2) In the future, the harmonization on the issuing of COA should be encouraged by
the NRA of each country.
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(2.1) All local manufacturers are required to inform the name of authorized
persons who responsible for releasing the finished products to the NRA
(2.2) Format of COA should be the same pattern in all manufacturers
3.2.2) Certificate of Pharmaceutical Products (CPP)
Nowadays, these documents are not required at the port of
entry of FDA. These documents can be used-for ensuring that the imported medicinal
products are registered and distributed_in the origin country. In some country, some
medicinal products are.allowed.ie be praduced for export.only. It should be thoroughly
concerned about thesquality and safety of those medicinal products. So these
documents should begadditionally ‘required documents to consider for importation
approval for modern medicipal products. - :
4) Thegmeasurement to imp;rpve the effectiveness of the monitoring
for product recall
Since the product recall-is oﬂne of measurement that the licensee(s) who
infringe the Drug Act B.E.2510 should perfpiffn,"barticularly resulting from the quality
defect of its own products, the effectiveness‘e‘% the recall process must be concerned to
ensure that the defective medicinal produc'tsﬂ béing distributed in the market are
absolutely eradicated. Thereforg,. the app@_ria[e measurement to improve the
effectiveness of‘product recallréhould be thorOugﬁl-y éonsidered and performed.
The-existing-system-for-product-recati=defined. that the monitoring for
product recall shauld be done by the FDA’s officers. Contact.by phone is the method
used for communication between the licensee(s) and the EDA’s officers. It is too
difficult to monitor the real result of product recall.
The alternative measurement'should be considered as followed,;
4.1)~Before reaching the time"as' required,"the mspector of the
Inspectorate Unit of the Drug Gontrol Division.should monitor atgsthe site of
licensee(s), insarder to'stimulate the licensee(s) to finish'the process of roduct recall
in timely manner. Moreover, the appropriateness of the recall” process done by the
licensee(s) should be thoroughly considered and discussed.
4.2) After reaching the time as required, the Thai FDA should
prepared and sent the warning letter to the licensee(s) and other additional

measurement should be performed as followed,;



165

4.2.1) Prohibit the importation of those licensees’ medicinal
products (in case of importer) or prohibit the production of those licensees’ medicinal
products (in case of local manufacturer)

4.2.2) Proposing the Drug Committee to consider for suspension

or withdrawal of the license

WO strategies
11) W6, T1

To developthe operation procedure manual for officers working at port of

entry

The quantity.and frequency of the importation for health products including
modern medicinal productssnto Fhailand would be dramatically increased because of
the result of international agreements-Fhat'could affect the personal performance and
the effectiveness of the consideration for i;m;fibrtation approval by the officers of the
Customs and the FDA, especially at the portof entry.

Furthermore, there has northe port of éntry of FDA in some area, and the
officers of the Customs must be respoﬁéiblfe _for checking and approving the
importation of health products; including modgrn'lfhedicinal products instead of FDA.
The Customs’ officers may-not be expert in'a fjeld of health products, particularly
modern medicinal products.

Therefore; the Customs should cooperate with FDA to'€stablish the alternative
measurement to facilitate their own officers. The specific manual to inform all about
the importing system for health products, including modern medicinal products should
be prepared. The details:in this manual may censist of

-/All relevant laws and requirement (bath the Customs’ and FDA’s)

- (Steps for importation approval of health products, including modern
medicinal products

- How 10 do or take action when the violation of FDA’sand the Customs’ laws
occurred at the port of entry

- Principle and criteria for decision making about unidentified customs tariff

- How to observe and identify the illegal health products, especially the illegal
medicinal products

- Other if necessary



CHAPTER V
DISCUSSIONS

The results of study were discussed: in, this chapter. It was separated into 2
mainly issues as (1) discussion based on strategies.and (2) discussion based on main
theory, Host Tor’s Theory.

5.1 Discussion'based on strategies

All strategies propoesed in chapter I\ were considered through the
feasibility to succeed ande«duration to reach an achievement of each factor. It was
separated into 1) SO'strategies 2) ST st‘rategies 3) WO strategies 4) WT strategies,
respectively. 4 4

From ihe SWOT analysis, some strategies could be proposed for the
performance improvementof the importindasygtem. These strategies were divided into
short-term and long-tepm strat‘egi‘es as foTI_qw__e_d. The main elements which were
considered for the specifi¢ strategies io irhp;m\)e the performance of the importing
system for modern mediginal product consiéf:'oT;l) Laws/ Requirements 2) Resources
3) Technology and 4) Personriel. : =

Nonetheless, the strategies conce‘ming laws/requirements and resources
always need more time to improve and develop. It should be.prepared the long-term
action plan, in¢ltding timeframe clearly. On the other hands, the strategies concerning
technology and pérsonnel could be completely done and successful in the short time.

Short-term strateqies

1)'| To speed up the establishment of National Single Window: (NSW) in order
to increase the effectiveness of the importing system for modern medicinal products

2) To increase communication channels by‘setting up the information center
and promote inters.and intra-organizational communication

3) To complete database of modern medicinal products and link all data into
NSW

4) To manage the human resources and budgetary through the reward system

5) To improve the competency of the officers and other persons involving in

the importing system for modern medicinal products
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Long-term strategies

1) To increase the number of ports of entry of FDA and the number of
instruments for quality control

2) To establish the task force among organizations for achieving the specific
purposes, particularly the detection of smuggling of illegal medicinal product at the
port of entry

3) To identify factors related tgithe improvement of importing system as key
performance indicators

4) To establish®moreefiective post-marketing surveillance system

5) To developithe operation procedure manual for officers working at port of
entry s 4

6) To revise allgrelgvant laws ahd' regulations to carry higher penalty for
illegal medicinal products ';i

Nonetheless, the timeframe for sho"r‘jt’-*fefrh strategies and long-term strategies
should be defined by among invelved organizations, in order to achieve the objectives
of each strategy and the performance of irj*r{'péi'ﬁng system for modern medicinal

product must be improved soon.

5.2 Discuyssion-based-on-Host Tor’s Theoryand PEST Model
The broposed strategies compared with the elements of Host Tor’s Theory
and PEST Modek (to identify “environment” of Host Feor’s Theory) could be
concluded as the table 51,
Table 5.4 Comparison between proposed strategies and elements of theory

Strategy no. Host Tor’s Theory PEST Model
1 Element 4, 6 Element 1
2 Element 8 Element %
3 Element 1, 3.6, 6 Element 1
4 Element 4, 6 Element 1
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Table 5.1 Comparison between proposed strategies and elements of theory (cont’d)

Strategy no. Host Tor’s Theory PEST Model
5 Element 4, 6 Element 1
6 ‘il @ 4 Element 1, 4
7 " Element1) £ & Element 1
S/ /7
8 - -"‘*;M Element 1
9 ~Elen nent 2,/3.4. 3t Element 1
10 Torne ntl,33 " Element1
_‘-l-;

11 1/]/' e a‘ ~ “lement 1

Remark
Host Tor’s Theo

Element 1: Laws/ Reg re

Element 2: Resour
Element 3: Tasks

3.3: Approval proc s f_oﬁ-i :

3.4.3: Instruments/ Labora

n medicinal products

3.6: Post-marketing s
Element 4: Technolo

e e ‘
Element 6: Pe 7{},}; , k‘
Element 6: StrUCtB m
Element 8: Culture” ,

ﬁﬁjﬂéyﬁl?‘l’l&lﬂﬁﬂﬂ’]ﬂi

e imported medicinal products

0
Element 4: Technolo
From the above summary table the main elements which were considered for
the specific strategies to improve the performance of the importing system for modern
medicinal product consist of 1) Laws/ Requirements 2) Resources 3) Technology and
4) Personnel.
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For the angle of laws/requirements and resources, the proposed strategies could
be performed in the future because those issues always need more time to improve and
develop. Therefore, the strategies concerning laws/requirements and resources should
be prepared the long-term action plan, including timeframe clearly.

According to technology and personnel issue, the strategies could be
completely done and suceessful in the short_ime..Fhe existing system has already
adapted any technology, In order to facilitate all works to reach a goal rapidly.
Moreover, the strategiesto improve the competency of personnel could be performed
and assessed first. Therefore, ithe strategies concerning technology and personnel
should be done following the'short-term action plan.

5.3 Other issugs for discussion

In addition, seme: issues shdyld"fbe discussed, in order to add more
suggestions for this'Study as followed, “

5.3.1 Develop additional stratégi.es;"-for any remaining “blind spots” in
SWOT matrix "‘:‘J'fr _

The result of study-as the stragg-iés" to improve performance of the
importing system for modern medicinal prodilcggl had been synthesized through the
SWOT matrix ineluding SO, ST, WO and WT étrafegy.

Nevertheless, all data from SFAS and SWOT anailysis should be used as
basic information-far setting other strategies. Some remaining “blind spots” in SWOT
matrix i.e. SW and-OT strategy should be also thoroughly considered as followed:;

1) SW strategy

This. strategy' Is synthesized by using. the Internal “strengths (S) to
conquer the internal weaknesses (W). Some appropriate strategies could be developed
and implemented within the shorter time. Howewver, the cooperation.among all
stakeholders willbe the main factor to achigve a goal to eradicate the,weakness and
then improve the importing system for modern medicinal products.

The example of the strategies developed from SW strategy will be

presented as
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1.1) S21, W29

To improve the capabilities of the Customs’ officers working
at the port of entry without the FDA

Before the announcement by FDA about the limitation of the
number of port of entry that modern medicinal products could be imported will be
performed and effectivelyimplemented, the Customs® officers who work at the port of
entry where having no the port of entry. of FDA should be trained by the experts from
FDA, in a field of health products particularly the medern medicinal products. The
well-trained officers of FDA" should have a chance to share and discuss with the
Customs’ officers whosexpert in their field, in order to improve their own capacities
and to ensure that all gproducits including _‘Imedicinal produets being imported into

Thailand will be carefully scanned and criecked prior to be approved to distribute in

the market. .
1.2) #8523 W21
To establish® the syst’e’rha’fic measurement to combating the
illegal medicinal products in advance 7/ -

Before the team-building" between the Customs and FDA would
be effectively performed according to strat_eg::S_/;n'p’. 4) W3, 0102 (To establish the
cooperation team among all 's‘takeholders to t'al:é abtion together for achieving the
specific purposes); the-systemic-measurement-to-promptiy-detcct the illegal medicinal
products which were smuggled and distributed in the market, without passing through
the port of entry of FDA should be discussed and then prepared in advance.

Since the cooperation among relevant organizations concerning
the importing system for madern-‘medicinakproduct e.g. ‘the ‘Customs and FDA has
been routinely done“in case of themost impertant and-very ‘urgent issues such as the
smuggling of illegal medicinal prodticts, the officers who act as the focal point of each
orgenization’should ‘do the, round-table ‘conference, to discuss “and’exchange the
information and then conclude ‘the specific ' measurements for each case. Finally those
measurements should be proposed to the top management of each organization and
also added in the content of MOU which would be signed by the top management of

the Customs and FDA respectively.
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For instance,

- To prepare the active measurement, all relevant organizations
should discuss together what the root cause of the problem of smuggling of illegal
medicinal product and the route of transportation of those products. Besides, the
Inspectorate Unit of Thai FDA, the organizations responsible for drug post-marketing
surveillance should share the information with the Import and Export Inspection
Division of FDA and the Customs which are the organizations responsible to detect
and thoroughly filter thesillegal. medicinal products priorio be imported into Thailand,
in order to understand abeut .the current situation of illegal medicinal product
distributed in the market. And then the suspicious persons or companies should be
closely watched when they travel in and.out of Thailand or import and export their
products. The Custems should ‘inform trie IFDA and also the policemen about the
history of journey or the history of import"@gndf export, in order to monitor and pursue
their behaviors. If there are sufficient testiuumonies, the operation to seize the accused
among the FDA, the Customs, and the pol‘i‘c'e'm'én should be performed immediately.
These procedures should pe defimed as the s‘y‘étematic measurement for combating the
illegal medicinal product being 1mported and diét'ributed in the market of Thailand.

- To prevent the smuggl_i.r.i:fg;ofxillegal medicinal products through
the baggage carried by passengler or parcel po'st'tﬁat ié not required to pass through the
port(s) of entry_ef-FDA; the-government-shouid-request-the Customs and other
relevant organizations of origin country to strictly control and check the passenger’s
baggage and parcel post being exported, in order to ensure that there has no the illegal
medicinal products were.smuggled and distributed into Thailand.

2) QT strategy
The-external opportunities (O)will be used to‘avoid the external threats
(T) in this strategy. Although the developed strategies may be succeeded in the long
period of time, those can be'proposed‘as one af the additional measurement which can
be used inparallel to decrease the effects of any external threats.
The example of the strategies developed from OT strategy will be

presented as
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2.1) 0508, T5

To transfer the correct information to the customers through
the existing channels

Since using the technology in the correct way such as advertising
of the modern medicinal products through the internet without the scientific
information or safety data support is a cause Qirthe.ancreasing of smuggling of illegal
medicinal products or low-quality of medicinal products, the relevant organization
concerning the importing system for madern medicinal product, particularly the FDA
should always transfer only cerrect and updated information of health products
including medicinal products 0. the consumers through the existing channels for
communication and publication e.g. FDA’s website, handbill, poster, and also any
social networks suciras facehook and twittéx.l

Furthermore; the cons'uimers now concern more about their health.
Therefore, the quality, safety and efficacy (;ﬁ;the medicinal products which is a kind of
high risk health products arg the main issueé;;:t'Haf'ihe consumers consider.

2.2) 060102, T4 7N

To ‘push./theNational jS:irigjl'e Window (NSW) effectively in
timely manner following the defined action,.f)_:f_étn :

Since ihéﬁjquantity and fréq-d'enéy of the gmportation for health
products including-medern-medicinal-preducts-into-ihattand.-would be dramatically
increased resulting. from the international agreements mentioned that any products
from the other cauntries could be imported into Thailand without tax calculation, the
National Single Window,(NSW) should be used. for reducing the steps and times of the
importation approval process since all.involved organizations ¢an check relevant data
of each’ product on“their behalf*from the same page~and “consider in advance for
importation approval respectively.

Under the encaurage by the government and top management of
each organization concerning the ‘importing system for modern medicinal product, the
NSW would be the useful and effective system of our country to maintain the main
objectives of the importing system as to facilitate the importation as well as to control

and monitor the quality of imported products.
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Although the NSW has not been completely developed in the
present time, especially in a part of medicinal products, it would be finished in timely
manner since the achievement of the NSW has been defined in the action plan of each
organization concerning the importing system for modern medicinal product, and then

the evaluation of those action plan must be strictly performed.

5.3.2 Use the existing Key.Rerformance Indicators (KPIs) as a tool for
the importing system.development

All organizationsconcerning the importing system for modern medicinal
products have already established its own key performance indicators (KPIs) as a tool
for controlling ali"involved persons to perfarm their own activities effectively and for
achieving a goal of the organization re[atéd to the importing system for modern
medicinal products.

The Customs has defined ihe kPIs to ensure that the taxation system for
import and export as well as the ‘measureménf"'to detect the violation of copyright,
patent and trademark are more effective. T/ '

The Food and Drug Administrétwio'ﬁ_':‘ (FDA), particularly the division
concerning the importing system for modem?ﬁgd‘_iginal products as the Drug Control
Division and theImport and Ekport InspectiOn. ijviéion has already defined the KPlIs
as well. HoweVel, there-had-no-the-evaluation-of-some-KPis-and then use those results
to improve the importing system for medicinal products. Therefore, the Thai FDA
should thoroughly. consider for the result of KPlIs, in order to.develop the appropriate
measurement to improve, the performance of.importing system for modern medicinal

product:

For instance,
The Pre-marketing Control Unit of the Drug Cantral Division
KPI 1% The application for issuing the license that was considered and
approved in timely manner should not be less than 92%
KPI 2: The application for issuing the product registration that was considered

and approved in timely manner should not be less than 91%
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The result of KPI 1 and KPI 2 had been collected only the number of
application for issuing the license and product registration which was approved in
timely manner. Those numbers should be used to evaluate the current situation.
For example, the significant increasing of the number of approved license or the
product registration for the imported medicinal products should be considered and
evaluated (1) what the cause of those increasing number is, (2) which country that
always be the origin of imported medicinal products, with low quality as sub-standard,
(3) what the affectationsonthe local market of modern medicinal product, and (4) how
to forecast the tendeney of the importation of modern medicinal product. And then the
appropriate policy togencourage: or improve the current situation of the modern
medicinal produetbeingddistributed in thexm_;jirket should be theroughly considered and

established if possible.

The Import and Export Inspection Divisi‘o_n

KPI 3: The imported health products that were sampled for inspection having

more quality regardirig its spe’c’iﬁcation should not be less than 95%
A

The KPI 3 defined by the. Import gB(i_E_)gport Inspection Division was not
suitable and reasonable. Since the officers mi.gfﬁ téke a sample of imported health
products including-the-medicmal-products-from-the-reliabie-ymporter whose imported
medicinal products always passed the testing done by the DMSc and also had no the
history of violation.of the FDA’s law such as the Drug act B.E. 2510, the sample taken
at the port of entry following the sampling,plan would not come from the several
importers,ant not be the representative of all-imported medicinal preducts. That means
the result of this KPI could not be-evaluated the real situation ‘of the*quality of health
products including the modern medicCinal product being imported into the market.

Thereigre, this KPI'should be‘changed and the new version of KPls related to
the "effectiveness of the"importing system for modern medicinal product should be
established respectively as followed:;

(1) The number of medicinal products being imported into the market that

were taken sample should not be less than 85%
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(2) The number of detection and prosecution for the violation of the FDA’s

law occurred at the port of entry should not less than 90%

5.3.3 Adapt from the control system of modern medicinal products of
Health Sciences Authority (HSA), Singapore

Thailand shouid thoroughly consider for.adapting the Singapore importing
system for modern medicinal products tgtimprove the existing system as followed;

1) The'Wholesale Dealer's license for.medicinal products should
be really establishedsand umplemented following the eontent defined in the Drug
Act B.E.2510. |

Although the existing Drug’s law mentioned on all kinds of license
that can be issued by the licensing authorii[ylas Thai FDA, there has no the issuing of
the Wholesale Dealer’s license before. Ndyvadays, the most of wholesale dealers has
been licensed as the licensee for sale of moiiern medicinal product only.

For the granting of the Wholesale Dealer's license, it should be
considered when the company -has been auﬁked and found to comply with GDP
standard. Moreover, the licensed wholesale déﬁlers can only deal in registered
medicinal products, including the imported me;i_ci'n?l products.

2) The prodUcts authorized f:c;r irmportation should be listed in
the license.

Nowadays, the license for importation of modern medicinal product
would not define_the products authorized for importation. That will be useful for
controlling and monitoring the local importers when they import the licensed products
on their’behaif.

3)*The*“license “for distribution” of*modern "medicinal product
should be defined.

In the present-time, ‘there are some logistic companiessactinglas the
distributor” to" transport”and distribute "any products, including modern medicinal
product. Therefore, Thai FDA should consider for issuing another license as the
license for distribution of modern medicinal product, and then inform those logistic

companies to apply for license respectively.
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4) The Good Distribution Practice (GDP) should be required as
regulation.

In the present time, GDP has not been developed as the main criteria
for approval of issuing the licenses, in order to ensure that the quality of the products
will be maintained during storage and distribugion:

Besides, the draft of GDP preparedby the Drug Control Division of
Thai FDA should be_thoroughly considered to be implemented as soon as possible.
And it should be notified as the basic requirement that the on-site audit should be
performed according te*GDR standard, prior to issue the license for importation and
wholesale. \

5) GMP gonformity assessment of oversea manufacturers of
medicinal product _

Sincgfthejoversea manufa}ctu,rers of modern medicinal product have
not been audited by the pharmaceutical éMP inspector of Thai FDA, the imported
medicinal products has been required only ‘i‘ts’cé'rtificate of analysis (COA) and GMP
certification. Moreover, Thai FDA5 in the prbeess of applying for PIC/S member and
also the PIC/S GMP standard would be requiréd é{.-the national regulation.

Therefore, the on-site GMPﬁr}spgction at the oversea manufacturer
to assess the compliance to thélPIC/S GMP stahdgfd éhould be performed by the GMP
inspectors of Thal-FDA1f-necessary:

Nevertheless, the manufacturers which have been previously audited
by the National Regulatory Authority (NRA) and found to_conform to PIC/S GMP
standards or other GIMP_guide equivalent to RIC/S GMP e.g. WHO and EU GMP need
not be audited by the GMP inspeciors'of Thai FDA if the submitted-evidence is found
to be acceptable.

5.3.4+Promote the Good“Importer Practices/ (GIP) into thé importing
system for modern medicinal products

The Good Importer Practices (GIP) guidance is the important
measurement adapted to use in the importing system for modern medicinal product, in
order to guide all involved organizations to improve their own operations and

encourage the importing system development respectively.
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Nowadays, GIP guidance developed by U.S. Food and Drug
Administration (US FDA) should be thoroughly considered. Although this GIP
guidance has not been formally notified by US FDA, the principles and
recommendations stated in this guidz

ould be thoroughly adapted for using as

“best practices” in the importin dicinal product of our country.

AULININTNEINS
AR TUNNINGAY



CHAPTER VI
CONCLUSIONS AND RECOMMENDATIONS

This chapter provided the conclusions and the recommendations for the study
on system analysis and strategic development for medicinal product importation. The
details were described as followed;

6.1 Conclusions

The results of study were concluded that the strategies which would be
proposed to improve thesperformance of‘ the importing system for modern medicinal
product came froms2 main'steps with different study designs as followed;

Step 1 : to analyze the current importing"',system for modern medicinal products
(Situation analysis) —

This step was done to identify all féptdrs affecting the effectiveness of current
importing system for modern medicinal pr;jduct-s by using the combination of three
theories including Host Tar’s Theory (1997.)_(451% the main theory and Keidel’s Theory
(1995) and PEST Model as the-supplementary rthe!p_‘ry. All relevant data were collected
through the process of content analysis, key irfm(zrri.ant interview, and case study.

After that all collected data followir'{g"eé(:h' element of Host Tor’s Theory
(1997) should.be" identified by using SWOT analysis.~This process could conclude
what the strengths (S), weaknesses (W), Opportunities (O),-and threats (T) of the
current importing system for modern medicinal products. Furthermore, the internal
factors included the strengths (S) and weaknesses (W), and the external factors
consisted.of the Oppartunities (O).and threats.(T).

Step 1l : purpase togsynthesize strategies to improve! perfermance of the
importingsystem for modern medicinal products

The next processes-were-composedsof, 2-proeesses, spriaritizing and proposing
the strategies to improve, the system perfarmance.

1) Prioritize strategies

The SWOT derived from step | were selected based on key informants’
opinion. These selected were proposed for the expert review to prioritize. The

prioritization was conducted using weighing and rating for each selected factor.
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In this process, all selected SWOT was separated into 2 tables including the
table of Internal Factor Analysis Summary (IFAS) and the table of External Factor
Analysis Summary (EFAS). Both IFAS and EFAS must define the weight and rating
for each selected factor.

The weight stands for the feasibility of success of each factor. The factor that
could be performed easier and had the possibility te-reach a goal faster than another
factor must be weighed with higher number.

For the rating,-the expeit must consider for the importance of selected factor
and then prioritize by.using ihe aumber 1 to 5. The no.1 means that the factor was the
least important factor antl no:5 means that the factor was the most important factor that
could mainly affect the performance of the importing system.

2) Proposgstrategies _ I

From IFAS and EFAS; SWOT Wi"tlh the rating of 5 and 4 were selected and
analyzed through the Strategic Factor Aria_lysis Summary (SFAS). However, some
SWOT with the rating of 3 was selected undg’r'th'é decision making by the focus group.
The focus group included 1) 5 key personn‘el’-from the Import and Export Inspection
Division 2) the chief of the Inspectorate Unit,"'DCD of FDA and 3) an expert from the
Customs. Moreover, the duration as the expeﬁgd'_!ime to reach the achievement was
also identified. " "l

Finally; SWOF—matrix—(Confrontation—matrix)~was- Used as a tool for
developing the strategies for improving the importing system for modern medicinal

products.

All strategies thatiwere the result of.this study consist of 41 strategies. The
strategies, that' were-possible to suceeed in‘short time included 5 strategies as followed,;
Short-term strategies

1) | Sikategy no.1: 'S18'519 $24i, 060102

To speed up the establishment of National'Single Window (NSW)in order

to increase the effectiveness of the importing system for modern medicinal products
2) Strategy no.4: S18S21, T2

To increase communication channels by setting up the information center

and promote inter- and intra-organizational communication
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3) Strategy no.5: $19521, T4
To complete database of modern medicinal products and link all data into

NSW

Orts FDA and the number of
111!‘1]" j

instruments for quality control P ire B

2) Strategy no.7: sl
To establish the quk’ﬂig;:; ' "‘.\ _. anizations for achieving the specific

éli.‘_.n“';‘

performance indicators .

FRENRNINAING.

5) Strategy no.11: W6, T14

RNt SUURIER {313

6) Strategy no.10: W1W12, O1 and W4, O1
To revise all relevant laws and regulations to carry higher penalty for

illegal medicinal products
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The main elements which were considered for the specific strategies to
improve the performance of the importing system for modern medicinal product
consist of 1) Laws/ Requirements 2) Resources 3) Technology and 4) Personnel.

Nonetheless, the strategies coneerning laws/requirements and resources always
need more time to improve and develop. It should be prepared the long-term action
plan, including timeframe clearly. On the oiher hands, the strategies concerning

technology and personnel could be completely done and successful in the short time.

6.2 Recommendations

The result of this study s ‘the identified current situation of importing
system for modern medicinal product.as well as the synthesized strategies to improve
the performanceof those: importing syétem. All organizations concerning the
importing system forsmodern medicinal prbddct could apply the results as the politic
proposal and basic information to,consider"fxqr reviewing, revising and improving of
the existing system. _ |

Nevertheless, all developed stfrlét_egilgs would be much more useful for
improving the medicinal preduct importét,%dh"- if the cooperation among all
organizations involved in-the importing system for modern medicinal product has
already established. The top management of each organization should sincerely
encourage thelceoperation among other organizations. Furthermore, the bilateral
agreement between the Customs and the FDA should be prepared as soon as possible,
in order to support the applying for the measurements which were proposed by the
researcher, Both the Cusioms and FDA; however, should thoroughly consider together
for selecting the appropriate proposed measurements”and the feasibility to operate
those selécted measurements.

In addition, _the _strategies which,_were proposed in this*“study and
selected to be used in the real practice. should be carefully: considered-to implement
and monitor. To get the achievement of implementation of those strategies; moreover,
the specific team which consists of the authorized representatives from both the
Customs and the FDA as the members should be established and strictly performed to
control and monitor the success of defined strategies.
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The appropriate steps to implement and monitor all strategies should be
identified and followed. Firstly, the action plan and key performance indicators (KPIs)
for each strategy should be developed. Secondly, the responsibilities, key personnel or
focal point and the required budgets for each strategy should be also clearly identified.
Thirdly, the monitoring process should be perfosmed, in order to control and ensure
that all involved persons working for each” organization concerning the importing
system for modern medicinal product would follow the procedures and achieve a goal
of each KPIs. Finally,.the'established specific team should review the whole processes
of the new importing.systemafor modern medicinal product, in order to evaluate and
then conclude whetherthe defined strategies were successful or not.

Furthermore, the ssuggestion for further study is that to follow up the
implementation of each selected strategy:dene by all organizations involved in the
importing system for /modern medicinal plroduct. Some interventions e.g. the team-
building between the Customs and Thai F[SA to take action together for some specific
cases such as detecting/and prosecuting the violator who always import low-quality of
medicinal products, should be -put in the’ihqporting system of modern medicinal
product, and then the evaluation:for the ef‘feét{;t‘/eness of the new version of the

importing system should be performed

Meoreover, the |nvolved persons Who would be" interviewed by the
researcher in the-step-of-key-informantinterview shoula-pe-thoroughly selected from
all stakeholders, expanding from the Customs and Thai FDA to the private sectors,
particularly the importer, distributor and fogistic company. Then the satisfaction of all
stakeholders including hoth the government and private agency should be assessed, in
order to’ know more which sirategy is ‘appropriate for them all,“which-strategy must be
improved and'whichrstrategy should bemaintained.

In addition, some issués which were identified as the current situation of
Importing sysiam “for -modern’ medicinal product in this study could g8 repeatedly
reviewed and considered asthe database to synthesize other strategies, if appropriate

and feasible.
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