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Abstract

Background: The Thai Food and Drug Administration (Thai FDA) was admitted as the 49" member
of the Pharmaceutical Inspection Co-operation Scheme (PIC/S) on 1 August 2016. As a PIC/S
Participating Authority, the Thai FDA is subject to periodic re-assessment to ensure that its Good
Manufacturing Practice (GMP) inspection programme remains in strict compliance with PIC/S
requirements and demonstrates robustness, consistency, sustainability, and equivalence to
international standards. Accordingly, a comprehensive situational analysis and structured preparedness
strategy are essential to effectively support the PIC/S re-assessment process.

Objectives: This study aimed to analyze the current situation in order to identify overall gaps across
multiple dimensions in relation to the PIC/S re-assessment criteria and to determine the extent to
which existing practices remain in full compliance with PIC/S standards. In addition, the study
sought to synthesize a comprehensive conceptual framework to guide the Thai FDA’s organizational
preparedness for PIC/S re-assessment.
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Methods: This research employed a qualitative documentary research design comprising two
principal phases. First, the current situation was analyzed against the PIC/S re-assessment framework
using three analytical tools: SWOT analysis, gap analysis, and the Plan-Do-Check-Act (PDCA)
continuous improvement cycle. Second, the findings were synthesized to develop an integrated
and organization-wide conceptual framework encompassing all institutional levels to support
systematic preparedness for PIC/S re-assessment.

Results: The study found that the PIC/S re-assessment framework comprises 11 main elements,
38 sub-elements, and 78 indicators. Notably, 8 sub-elements are identified as "Critical Indicators,"
which require 100% ecap closure. The situational analysis indicates that the Thai FDA has evolved
from "system establishment" to a level of "Regulatory Maturity," driven by risk management and
a concrete Quality Management System (QMS). However, the gap analysis highlighted key areas
for improvement: (1) legal authority disparities between the Drug Act and the Herbal Products Act;
(2) human resource constraints regarding specialized expertise in Advanced Therapy Medicinal
Products (ATMPs); and (3) the necessity of updating GMP standards to the current version (PE009-17)
and enhancing the project-based conflict of interest recording system. For the operational framework,
the research synthesized a four-tier model (i.e., Strategic Direction, Standard Comparison, Operational
Excellence, and PIC/S Indicators) along with a strategic roadmap and practical recommendations
covering from policy to practitioner levels.

Conclusions: PIC/S re-assessment serves as a quality assurance mechanism to verify that member
regulatory authorities continue to maintain GMP inspection systems aligned with PIC/S requirements,
thereby promoting harmonization and mutual confidence among member authorities. The re-
assessment of the Thai FDA is not solely to confirm formal compliance with PIC/S criteria, but also
to ensure that its GMP inspection system remains robust, consistent, sustainable, and internationally
comparable. Furthermore, it reflects the Thai FDA has transitioned from compliance-driven inspection
to a mature, risk-based, and quality-system-driven inspectorate aligned with PIC/S principles.

Keywords: PIC/S, re-assessment, good manufacturing practice (GMP), GMP regulatory compliance
programme (GRCP)
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AMNTINVDIBIANT AWITOASBUNT ORI
wardatorinaInmaiasednanueifivsng
Tuenasensdanaonduldegnafivsyavinm

2.2 MFIATIZHYD9919 (GAP Analysis)

11571 GAP Analysis iiei3euiiau
Fonmuavas PIC/S Auwwiufjlnves oe. Tugiue
nirguiIiugua laed1daunugiannenans
PS/W 1/2005 (audit checklist) hagluuaaun
PS/W 1/2011 (questionnaire) %dLﬁuUﬁﬁmgmﬁ
PIC/S THmsauseiiuauaenndnInIudonnun
PIC/S 999d113n 1agliunN15onAI18819%09319
\Fednvdng suvinddiie 11 v luhde
AdrynuangaT 2
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A15199 2 FI9819NTDULUINIINITILATILYYDII19A1U Questionnaire wag Audit Checklist

719 11 89AUTENOUNAN

AU
(Elements)

Jafuun PIC/S
(Requirement)

a va

HuIUg UV B8,
(Current Practice)

finog19daeIeiionany
(Gaps Identified)

1. é’ﬁuwmm{]v}ma

(Legislative Authority)

2. Nqﬁlsﬁ']u GMP
(Standard of GMP)

3. NSweNTULYY

(Resources: Personnel)

4. Msinnsuauseleniviudeu
(Conflict of Interest)

5. MsAneusy

(Training Program)

6. 35U URN50539 (Inspection

Procedures)

7. IUNULAZNTANAIUNA
(Reporting & Follow-up)

8. 1mINTadny

(Enforcement & Sanctions)

9. STUUUIMITAMAMN (Quality

Management System)

ngvueliewensim
Tsa01u Wae/laluds
arani), iusegns, uag

Avgan1IuanTiud

NIVUIBFBITTUNINTEIY
GMP fidenndesfiu PIC/S
GMP Guide (PE 009-16)°
ez GMP UoINAnN Y
auulng

v Ao v a A
fosllinuugnIauseiiiui
Wgswaraduaulsanu

= o s a
waziilasaasneeannsn

FaLau

Hsyuunsaaaunastuiin
avalifiduladnde
fuanuiisumsnse

fosluriinaususeyaaa

(Initial & Ongoing) warn1s
Usziivaussous

FR9HsLUUNIINTITUNUY
Risk-based taziduneou
ASH3LUNIT, N1TATIT,

waznIFETUNA

T1LNUADITALIUAY
UL PIC/S uaginng
fanuna CAPA QUNINQE
Undounnwsadla

v a =
fosiiunInisadlned
TUNSINDITNYANTATEIN
a a a <

Ho uagiiszuuiseniiven

fiu (Recall)

MeUADE QMS U89
AU (WU Manual,
Internal Audit, Control of

Documents)

- NV
050 91/N.5.U HAn A
ayulng fvuegunandneu

v v A
LITAUMN

fiusznAnsENIEsIS0IEY
Saudninaue GMPS78

fnewn nowdndueiayulng

UATAUENTIAY SURngeUNan

a4
Tszifoudssnisuay
2LV WALAITWIINT
Touddlunansylovd

flasesnseusudunuUsyind

3 SOP MsmsraUsEiliuanIud

NAne

fn1388nT189UNTATIILAY
AN CAPA

-
funadlnumy w.s.u. 8V
W.5.0. ayulng uagszuuiv

=
g1Au

fn139nvirsEuv 1SO vi3e
ams aelu

Funeuntsdesyiunsudnly
NIALIFIUDIIADIHIY
ALLNTIUNTS Beo1aandnn
Lneust PIC/S

55URUIZNIARNIYL annex
Tl vo9 PIC/S (19U annex
1) 97138sz82a190s (time
lag) 30iUnd annex i ee.
galdlaTeruldaungmune

dnduduiuaniu
UsgnaunsredIulnsIa
(workload) 219gafiuluny

neuaiUsELiY

aduiinnsBududiuyana
(signed declaration) Juse
1A59N19 NEUNIINTINNN

YIAsTUUNSUTEIRALTTOUY
Mdumanis (formal competency
assessment) (NFADUNID

Ussdlunandseusa) Aidugusss

an1sdenleseyanisd
sylamdsesngmannunAuI
ANUFBANBIUNUNT

ATIVFAAL

sgegha (lead time) Tunns
DONTIENULALAITAINTAUN
Un CAPA Un9nsdloNaLAY
s vuA

unaslnwusu (fine) Tuung

grumuRnealddudndiu
A A o ¢
Welsuiunausglevuain

MIIAAATFIY

SOP unsatuenalilivuniu
AUTBU V3BILYHIIUNR
auilinllaenadoiu

Taseasalug
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719 11 8aAUsENOUNAN (919)

Jafvua PIC/S
(Requirement)

RUIN
(Elements)

a va

wUAUHUAYDY Y.
(Current Practice)

fin081999973199101aNY
(Gaps Identified)

10. WoaUuRm Az foadnfiaiesujuinis
AaszilaunagIu
(IS0 17025) \iiearduauu

N1IM5AUTELEIU

(Laboratory Support)

11. msfeussuazevasy foadissuundafiouss

(Alerts & Falsified Medicines) L59A9U Lazdnn1sAuYN

Yasuegradiuse@nsam

YUTINAY ATUITENUNULAZNNTERD

NSUINGIFERINITUNNG JoyanadiATesening
WeosufuRnsiugnsin
Tssnuenadslaifisyuu
digital linkage

= v v A @
fszuuhsziuazsuises AUTIALTIIUNTNTEAY
v

Soasou IMgaIetngaundn PIC/S

TudnaUszineenaderilasnin

N153ATIZY GAP U51n4 31107118
w09 og. TlvZeunmeiunnigiu wuane vie
nsUfTRTaley wiogiinisiigausendngu
nsUFTRNY (Evidence) Aisfpsuandlinaizgnsaa
Wiuinszuurhauldegeados fiussansam
Usednsua uaglusslaniuunsgiu PIC/S

2.3 MiAngikannseuniouieining
AsaILIagesaLiias (PDCA)

n19112995 PDCA anlelunisiniou
Aundeuved oy, IieSunsnsiaUsediugiann
PIC/S \unagmiiidndngnn ez PIC/S llldnsae
Wieedn ve. fdszuunseld uansaansyuuanidunis
ag19ilusEAnS nMnnaziinswauiegsdewias
viseld munaeiluenas PS/W 31/2019° wwinng
nsUsegnAly PDCA luuTunves sy, anunsoasy
Hunseusetawumislased

Fufl 1 P - Plan (4un152190HLLAY
Usziliuauies) n15sey "Fefigari’ Tngsnsdaan
NsOUTEMUUAEING

-nsusefiunules Tguuuasvany
Questionnaire PS/W 1/2011 ifieUszifiunuies
TunnmnA WY NQUIENY NSNEINS SEUUAMNTN
1MUY GMP

- MINATIIBIIN LWSBUB UM TR
tagiufy PIC/S audit checklist titomgadidslsl
doAnRed (WY SEUUNTUTHIIUANTIOUEENTIR
Useiiiu)

- MFUNUANLAILLAES 1ULHUNS
Iansvineinsiazsuyszana laglvaudfgy
fuhteiiduiasesuingd I 8 ssiuszneu
lawn (1) Termussunguanewazngssiieu
(empowering legislation - 1A) (2) S1wazLdun
LAZUDULYRUDININTIU GMP (details/ scope of
GMP - 3A) (3) WU TR msgudmiunITnga
UszLilu (SOP for conducting inspections - 5E)
(@) mM3dan1snsalliufuRaudenivun (non-
compliance management - 7B) (5) ¥UUNSUALFDY
(alert mechanisms - 8A) (6) MstinfisviosU]iRng
AA3129 (access to laboratories - 9A) (7) 55UU
fuBasdeasuunnguilan (consumer complaint
system - 10C) Ua¥ (8) S¥UUUIUNITIANTAMAMN
YIMIBU (quality management system - 11A)

fufl 2. D - Do (MsufiAuazaniiuns)
msusugnsUfsRdelissuuaysalmumnsgu

- msuSuuzenanshiduilagdu Usuuss
Aflenann uaz SOPs Tdudlagtunaiiszylu
annex 2 984 PS/W 1/2011 saufiaonansdun
AAgados

- MIDUTULAEMTINANTTOUL AWTUNNT
Hnausugnsiauseiumuway (initial & ongoing
training) wazUuiinusyiinsiineusuegraduseuy
waztdutlagiu
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- MIRsIvEIURRaRILALEES (risk-
based) uaznsmfiuguandseandnaintiduly
mutaivualueilonnsgu

Fuft 3. C - Check (M3AsIFOULAE
Uszidiuwa) wladAgues PIC/S A nsilssuu
asradouneluiidunda

- nMsnvsziuguamaely adiu
asrausziiunelu Ineld checklist mudanivium
U839 PIC/S Lﬁammw%'au%'umimwﬂﬁzLﬁumﬂ
feUsEIA

- i SmansuiTRmu anvaeuidin
Taonadesnuton1un WU S¥ezaIN1sesn
s1891unsnIUsTEwIduluaunaeivsely

- ManumulagreuIms deusmsves
8. feuszguvumuszuUAnA N dulsEdd
U InT 78 Tutenans PS/W 31/2019°

$ufl 4. A - Act (NM3UFuUuazaing
wasgiulval) Wenudounwsesannisniaaey
(check) fosiiunmsudluiud iiosnsefuinasgu
wazinnsawegseLies

- mMsdaunseilukardosiulUu s
N3N15R519018TUNU GAP AasdnyinununiswAly

wazoeiu (CAPA) T1ufl uasRnmunaindaymiiu
Taliine

- nsadanasglvd mndsnswdlale
uad Tiusuidunpsgunisvheliiitesdng
disnseuinasgiunsUfiRaligedu

- msuuUgeetsselles WlsuagUNa
nsWaluITzUvdEUen oAMER #1939 PIC/S
iiowandliiiiiudn ov. TiansssuosAnsiiyatu
nsfmuegerewies SldieuAnsszuuliduly
pudeimuaiity

nsth PDCA wldludnuaisil avaaely
o8, luifloswArun1snTIUszifiusn iy
widadunsaseanudesiuluseiuanainszuy
nsiiuguasvesinediunnsgiunasdnisiaun
atsiaiflosesnadidy

mMsthiedesiieusynsdansia SWOT, Gap
Analysis kag PDCA 11ysaunsldsiuiutiediu
azelidinnuAnznIINNITE LAz (98.)
filslunswssnfunsasisdsuidiugian PIC/S

a a

Ipeghaduszuuuaziivszdnsningean lnsusas

R

\sesilavyimindaedeyalviiuniudinu
INIRPUNTIC

M15797 3 agunsysamsnsldaieciiaiianses SWOT, Gap Analysis kag PDCA liensiaseanmsey

989 9Y. 5995UNNTUSTLIULIN PIC/S

Junau saeiiafild waansfla (Output) audaulesiunmua PIC/S

TUHTHUNTT SWOT nIwdRuANNdIATY PIHIAFIAUANUTIAYRIUTEAUANUTULTIVDIAITTR
(Priority) voslasenis (Indicator) (Critical/Very Important)

TUATIEDY Gap Analysis  s1en1sdsfineeuily wWisuisunudenuualy Questionnaire wag Audit
(Action Item List) Checklist Interpretation Guide PS/W 31/2019

Juanfiunisuily  PDCA (P-D)  ssuvaulniuay WSEULBNANTATUAYUAIL Questionnaire Annex 2
nangunsuURm

FuENITAUNINITIW  PDCA (C-A)  T1891uANnSouuay poaulanddmdini 77-78 soan1sussiliuneluunay
JusIIUAMAIN nanunIulaeleuIng
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nsld SWOT grelunsueadiuninning
yosasdnsTioUsziunsnsaUssduiinunsen
n15UsIUYR PIC/S gap analysis el
Yosisislogluiifsngg Adeudlunazlavesing
wag PDCA trglinaununisuilasasimunssuy
masaUszifiu GMP Idegsdeiiles msliasizh
Faysannsdeiniesiiers 3 (Hunisadanny
silaudneinsav PIC/S svuumsiiiugua
voslnefivisnnaluidla dnenw wazdunate
Tumsianedwseldoniiofulsefunmuninues
wan e tulszmelne

2.4 nseunuIRANIAduNsIBLATEY
AundaNsassuNsnsaUszifiug1an PIC/S

el oe. ansnsoiniouaumieslunis
nsraUssidiuinan PIC/S Tdosnadugussa Teh
NamFiATEidsysanmsieteiesie 3 Usziam
11901 WY FULUUNTOURIIAANTA TN
dowdumsoulnermunsiuiuresniseieouns
ndsulouegnisufonced

&l 1 msfvuafieniadenagns
(strategic direction) (SWOT analysis)

- unum Museifiuaniusdagduias
n¥NneInTid

- wWhuwne AvuaaudAgdele
(areas) Midugneouiidesdatesindililnets
wagasuinu ilelhunsnsaUsudiu iy snesgu
GMP N38UIUNTTATIA NTNYINTNIIATIAUTZU

fdui 2 WisuifisumsufuRtusnasgu
(standard comparison) (gap analysis)

- unuUm Ynneiann PS/W 31/2019°
wnduussingrufisuiuwuufiRiase

- Wy vy "Hesine Miinduogis
Tuiadunadauasienans wu msvindszda
fnousueyana vie SOP Aliidutlagi

dduil 3 msasileuFuugsliinnig
Wanagnssafiog (operational excellence)
(PDCA cycle)

- unuw WunalnduiedounisUadesing

llsgninetaimuaniun1sufinase

- wWhnang Lﬂé“auwamﬁmiwﬁlﬂd
N13aellaUfUR (do) N13RTINARUAIIUNTDUNIY
n130539UsELluNelU (check) waznsaguna
Watauenisnumulagdieuims (act)

AUl 4 anuaenadasiuteninua
PIC/S (PIC/S indicators)

- UMUN HadwsaaveTidesnLanisie
ANEERTIA PIC/S 158UUNNTATIUTELEY GMP
784 8. finvanduuds fanuaiiaue fauddu
wazdlauinieuiunnsgINaIna

- 1hune AnunsaumunTo TN
UDNEANT PS/W 1/2011 questionnaire Laglangns
aﬁuayumumﬂwmﬂ‘ﬁ 2 (annex 2) #aanU
AuEIEuYRITTUUUII A M

N15KUEINTRUNSATELUlYY
msﬂﬁﬁ’aasjwﬂu%umau b

szaefi 1 (Woudt 1-2) vhnshnse
SWOT way gap analysis W%@Mﬁ’ulﬁaﬁzqiwms
fifoesuiunis (action items list) Hevun

5282 2 (il 3-5) Yimansiasied
flsdundingreasitensnaununazasiioudly P-D
(plan-do) U USuusa SOPs dauszyuufunns
Hnousunsin LazLEL ST UUANTALWALD a5
Data Integrity nsvadautuiinndemenuiiiiedos

szuydl 3 (Reudl 6) Wlsumsiingrees
PI1ERULALTMLIUTUUSS C-A (check-act) idnéiy
A253AY11 mock audit (31899N159539UIIY)
iiegimangudsuseing eamotiazaeudany
ANNEDAARDINTUNTOUNANLNUTIVDY PIC/S

FTELEATING © TIUTIULONAITNENG Y
ﬂﬁfu&quﬂzﬂ 11 e mudafvun questionnaire
(9 CVs, quality manual, training logs) @l PIC/S
aamthnoudnnie TuRenasaiuayy
M4 annex 2 U8 questionnaire e

NFDULLIAANITANLTUNIT HADATULNY
sthlUwRennsmuszezsneg devtelimsmion
mnmdedlunssesfumsusaidiugldnane du
"nsvuIumMsThuiiisruukasiiane wavananse
fgalinnensia PIC/S 1Wuinszuuves ae.

66 THAI FOOD AND DRUG JOURNAL Vol. 33 No. 2: May - August 2026



9@ (maturity) Mnsngauivaundnain
¥84a PIC/S folU uay oy. Suduauniniidlaudfny
Tunsiaiun PIC/S Tuswanlunsouriu

anus1EnNa

1. nsoundninasimnsralszdiudives
PIC/S mMsnsadsziiugnadedl PIC/S sdannu
Yo muALAL Aw questionnaire wag audit checklist
7l 0w, Idasmoudnunioudsonatsnangiu
Usgneuinnoundlunisussiuiediuaindn
PIC/S 8. saunsanuniu uily Usulgs vie
anufneuLazienaangILNYAMABULAL
shedeyaiiiutiagiu mendsani ey, Wiy
au3n uazflesnnidunamnausudugi os. fos
nieuuanming v i ignsaUsediu
fanauanusalunisnsialszdiu wazldniw
Ssngulunsnsivaeuldsefumsgiudeagn
Useidiu a uthan (on site) TianBmniansradssdiu
Ao PIC/S wavuansaunsonlunisatduayu
UUTELNUNTINAINTINANNE) VD9 PIC/S uag
mM3dneAandnsededisseiieunlasnasn
\ionanadnen AN oNfLIUUTEINAYBY
nsiluaundn PIC/S

2. MIATEianunsaissnIesde
SWOT analysis, gap analysis tag PDCA
NTIATIRANUNTOUYDS BY. AILNITYTUINTT
wesilerts 3 wila ilddunm es. ieludfide
nauaziBean gauds greeu lena uazsiunneu
sufsvesinienanulumsuiiiasadefisuiu
Tofi1nua PIC/S wazaIu19a1kNuALTuUNIS
ioudly wariamnogsdeliiowinelsas PDCA
Feilinswieunnundeudasuainanunadi
nnfievnangnisvhaiuegralussuudiianedau
waziludnisimunlviiaunsgulvadlussuy
n150329UsEEU GMP Auannniin1snge
msujianudermuauilussuunisuszdiu GMP
fifldiany anavssidunuandes foszuy
MsUIsnuAminsoUAqy

3. nseULIAANSAELILBIRS Y
AuNSeNves oy, SavhTuLitataelinnsanauN
uazasiioALtung (execution) MISWILNANNNSOU
v94 98, Mlnegraduszuuiiienie Tnslduaain
WdesiloRnszitnediu InsnauNunIsESENNTS
\Hugsutunuszozinan wiounsiafianiuniny
Aunthnsediunsaiiaue aaonaunIsmAass
#523UIU (Mock assessment) NBUTUNITATI
NNANEERTID PIC/S etnwainsmnusiilaud oe.
oN13M529UsELIUT

d3una

mﬁa‘i’sﬁﬂumiﬁnmL‘?Nﬂmm‘wﬁwLaﬂmi
fvnauenswiounnundouves oe. liesessu
nsasraUsEiusiann PIC/S Tunnsusediuin
5rUUNSA5IAUTEEU GMP flanugennaaaduly
AULINTFIUTEAMUAYRS PIC/S RE194ATIATA
Tnsnsieseiidsysannisvesaiosie 3 wia
Ao N15ATIER SWOT NSIATIZNYBII9 ey
nMslnneiieedeTgdnsmsiauseiies
PDCA mnunseunaninuseilenans PS/W 1/2005
(Rev. 3)2 Lag PS/W 1/2011 (Rev.1)3 uagulaus
nsouuwIAnNsAiuulunsnsauAUnNSau
Ifﬂ8155@14’1mﬁwamﬁmiwﬁmﬂm%&ﬁaﬁy’a 3 ¥l
muﬁﬁaﬁﬂqmﬁLﬂ513%‘1uﬂ’miamaaaaﬁﬂsmu
nseussdUszneuvdniiszyluvdninasives PIC/S
TngldBseid3oudiouseazdonmusiadin
#a 78 T18n13 waglivdinsufoaniaeades
“gu” wio L WieldnswSeuaundey
¥94 98, AflunsegsliRanwazluseuy uway
PrluRsusfunisidaniunislngeaing
sgrhansuftRTSeiusnsguder s Ta
soly iteliszuunsnsrauseidiu GMP flinpsgu
warldsunsimweteroilios auldsunseusy
1A PIC/S

173
UDLEUBDLLUY

ANSLASIUAINUNS DULINBTBISUNITNTID
Usziugnann PIC/S Tuszuun1snsiausyiiiu
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GMP 989 8. Silafdhmanefioaiioliniunag
ANADAAR I UTBAIUA PIC/S Uaiyeasng
mdetiuinszuures oe. faruduuwd aiiaue
Saiu wazvimfloniuana Tne oo, IaUasuni
MnernsnTUsHiiuiiturdeusensUfinu
vaninasilugnisnunsinussdufithdinig
asalszfiunamdnauEes fesTuunITUIIS
fﬁﬂﬂ15@mmwﬁaamﬁaqﬁwé’ﬂmi%a PIC/S 9u.
SadesBasulutmunedinanineistewng
wagmnUiURlFaiane Woinayinlil ow. W1y
nMsmsUsTiuT LAY SNy EN A wYes PIC/S ¢
wioulazumiamuiluiu PIC/S agesailos

nARNssNUITENA

VBUVBUNTEAURUINITVDY BY. YNTEHU
TA8LANIZEYIBN1TANENTIUNITRIMTHAZY)
naoaaudmTiness nesndnSusiasulng
NBIYNTAMANSUALINLIT UaENBIduaSUANATEY
fuslaasundniusiguamluduniniauasviesiu
fidreduindou sausan uaglvideyaidndude
Mt favhamiafeatuil
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