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ABSTRACT

The purposes of this research were to evaluate the problems arising from implementing the patient
information leaflet (PIL) of the Division of Innovative Health Products and Services, Thai Food and Drug
Administration (Thai FDA) by the CIPP model (context, input, process and product evaluation) and to establish
guidelines for implementing the PIL. Research was completed using a mixed quantitative method to collect
data in October 2021 via an email link to a Google form questionnaire, which was sent to 150 subjects who
worked in the areas of management, performance or who were marketing authorization holders. The data
were analyzed by descriptive statistics such as mean and standard deviation. Quantitative data acted as a
baseline to establish guidelines for implementing the PIL which used qualitative data. During December 2021,
qualitative data were collected through in-depth interviews and focus groups, totaling 18 subjects. The data
were analyzed by thematic analysis. The subjects completed and returned 135 questionnaires (90%). The main
problem was that the cost of implementing the PIL user testing was too high. (Mean of the opinion’s score:
3.54+0.90; full score: 5.00). The second problem was that there were insufficient numbers of Thai FDA staff.
(Mean of the opinion’s score: 3.10+1.24). For the qualitative research, the main problem aligned with the results
of the quantitative research. Adding to the second problem is that there is a lack of personnel who have
knowledge about the PIL. It is recommended that the Thai FDA increase the number of knowledgeable
government officers and marketing authorization holders to mitigate these concerns. Thus, the Division of
Innovative Health Products and Services should apply these findings to further development.
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fuNanas (Product) 3.97+0.92 23.17 1
ANUNIEUIUNIS (Process) 3.67+0.91 24.80 2

1) mMsUsziliuiadanan usun

Tunmsaunud Wedesanduiifiazuuy
ldugagalusign fie drudeay (4.150.93), fu
Wlgue (4.09+0.91), Muwalulad (4.07+0.97) uag
FulATYgia (3.50+0.90) MAAGY #99757977 3

2) nsusziliuiadevan Jadeutn

Tunmsaunudn Wedssanduiidazuuy
ladvgeanludnga fe F1un15UINITNITIANNS
(3.89+0.81), AMTUUAAINT (3.85+0.92), A1uTan
gunsal (3.52+1.09),91usuUssun (3.46+0.9)
ALY 99757977 4

3) n1sUszluRdauan NSTUAUNNS

Tunnsiunudn WeseaasuainAzLuuLeae

'
[

geanludngn Ao n1siaseUsratuau/nsdetoya

ANSAARBUTEANUIIUY) (3.82+0.93) ANSIANILDNENST

—~

[

MU (NM539%11) (3.65+0.90), NSAMUIYAAINT

(3.59+0.99), N15A17U AAMIL N1TANTUIIUY (1T
ANAU fRn1u) (3.54+1.07), N1SNAdauUsansnin
wazal1udlatenansnidue1(n1snadau)
(3.54+0.92) uagn1seusintenansinnue(nseyda=)
(3.48+1.01) MUETU #99757977 5

4) nsUszliuindanan Nanan

4.1 nquiuIMIshagnaui U iRty wudn
Uszifuides “AUTENOUNITANNTAAITIENU HANTT
nagauUszansaimenaissiiduena linunani
fvun” Saazuuuedeifiaalusunandnuonsy
FuimsuasguioRNY (3.46+1.03) 599157971 6

4.2 nguduszneunislunmsiy wuilssiiu
304 “fusznounmsianuazainlunislduinisau
AIULBNANTAIAULIY AUNNNDIUTANTTLY D8.” LA

AzUUULAYATER UM UHANERYRINENEUSENBUNS

(3.70+1.06) 599757971 7

A157197 3 AziULANAATILEEY daudBuuunInsEIU NUAUSINY/NauUATRNY AuuTun

3I8ATUAN NEUEUIINT (N=4) nguduuReI (N=37)  39u (N=41)
AZLUY cv AZLUY cv AZLUY @Y
ANUARIY (%) ANUAYIY (%) ANUAAWIL (%)
\afg£SD \afe+SD \afg£SD
CRG AT 4.25+0.5 11.76 4.14+0.97 23.43 4.15+0.93 22.41
fuuleune 4.54+0.59 12.99 4.05+0.92 22.72 4.09+0.91 22.25
arumalulag 4.75+0.35 7.36 4.00+0.99 24.75 4.07+0.97 23.83
FuLATEEAD 3.75+0.50 1333 351£093 2649 3544090 2542
39U 4.48+0.51 11.38 4.00+0.95 23.75 4.0510.93 22.96
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A13197 4 AzluuANUAMTIREY daudeuuuinsgIu nguEuIms/nquEu iRy utadednd

FIENITAAN NaNEUINT (N=4) nauuiiaenu (N=37) 59w (N=41)
AZWUY cv AZLULY cv AZLULY cv
ANNARTIY (%) ANNARWIY (%) ANNARTIY (%)
\RAELSD \aBg£SD \RBE£SD
AUNITUINIS 4.04+0.47 11.63 3.88+0.84 21.65 3.89+0.81 20.82
N133ANI3
é’ﬁuqﬂmns 3.66+0.63 17.21 3.87+0.94 24.29 3.85+0.92 23.89
duaggunsal  4.00+085  21.25 3474110 31.70 352¢1.09  30.96
AuUUTEZI 3.70+0.52 14.05 3.44+1.00 29.07 3.46+0.97 28.03
3 3.85+0.62 16.10 3.70+0.96 25.95 3.71+0.94 25.34
A997 5 AzluumLAAiueds duidssuunasgiu nauuIT nauU TR weznguiuszneunis
AUNTEUIUNT
FIUNITUEN  NEUUTINT nauuRURU ngugusznaunis 394
(N=4) (N=37) (N=94)
AZUUL cv AZLUL cv AZLUL cv AZLUL cv
ANUAAIY (%)  AuAAIY (%)  AnwWARiiu (%) AnuAadiu (%)
\RBELSD \a8g£SD \aBg£SD \aBg£SD
N3AAGD 4.15+0.46 11.08  3.74+0.90 24.06  3.85+0.96 2435  3.82+0.93 24.35
Usgaruaua
A39AYI° - - - - 3.65+0.90 24.66  3.65+0.90 24.66
ATTWRUN 3.94+0.69 17.51 3.55+1.04 29.30 - - 3.59+0.99 27.58
YAAINS
A13ANUY 3.83+0.60 15.66 3.51+£1.10 31.34 - - 3.54+1.07 30.23
AAAY
nInagaun 4.00+0.85 2125  3.47+1.10 31.70  3.58+0.88 2458  3.54+0.92 25.99
mseydin 381058 1522  3.44x105  30.52 . - 3484101 29.02
3734 3.87+0.59 15.25 3.51+1.03 29.34 3.69+0.91 24.66 3.64+87 23.00

Thai Bull Pharm Sci. 2023;18(2):93-107

|101]



Lopongpanich T et al.

A13197 6 AzLUUANUAMTILAGAY dauduuuuInsgIu NGURUIS/EUSTROY AunanEn

518113 NGNS QGHTRIERRY 594
(N=4) (N=37) (N=41)
AZUUAN  CV AZUUAYN  CV AZUUAYN  CV
ARl (%) AR (%) ARl (%)
\aAE£SD \adE£SD \adE£SD

fnsnsadeuienasiiAsadosyn  4.00£0.82 2050  4.08:0.80  19.61  4.07+0.79  19.41

M3 I¥umsnsaaoumugied

8. NYUA

Wt iRnw/dudmsanunsn 4.25.096 2259 397:080 2015  4.000.81  20.25

U U/ UTIIsUUeNaS

ffuens denndesnugiien oe.

ANUA

ﬁmsmwaaum'iﬁfmumﬂqﬂmm 4.00+0.82 20.50 3.92+1.06 25.54 3.93+1.03 25.07

melunesuinngsu egsashiaue

gufURulideyaungusenoumss  3.75¢0.96  20.50  3.89+1.07  27.04  3.88x1.05  26.21

laeeneasuiu

ANUianelalagsiy 4.00+0.82 13.33 3.68+0.94 28.13 3.71+0.93 26.87

AU URldszeganluns 375050  29.54  3.59+1.01 2685  3.61x0.97  26.87

ANTUNUAULBNEITANUYY

AOAAADINILTDANUATDL BY.

dusznounsuUienumiadedtyn 325096 2560  3.65¢0.98 2751  3.61x0.97  27.06

filduounineann sy, nadlgsu

TudAty W nilsdedyginisunly

demmeluenansiiuens aelu

6 wou [uhu

fUsznountsmifunsdssieniune  3.75£050 1333 351£107 3048  3.56+1.03  29.10

NIINAFBUUILANTNINLBNAITAINU

81 ABARSDINIUULIVNGT B,

AU

rzliﬂixﬂaumimmméﬁwmma 3.50+0.58 16.57 3.46+1.07 30.92 3.46+1.03 29.77

NIINAFDUUILANTNINLBNAITNINU

g1 Iemnusandidvun

394 3.81+0.77 20.21 3.75+0.98 26.13 3.76+0.96 25.53
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A1519% 7 AziuLANAATUREY daudEnuuinggIu NGUNUSENaUNTT AUNARER

3I18N17

ANAZLUUANNAANIULRASESD CV (%)

A5UTSRUAUNANER

7

fuszneunsUfURmamdsdedqiliuouvinean e, vda  4.22+0.88 20.85
suluddy wu wildedagnsuiludemaeluenastiiu

911 nelu 6 oy Wudu

AUsEnauMIALlunsaeIsnuran g ulseansam 4.15+0.88 21.20
lNanIAUE1 deAAZBINILLIMNT B8, e
AufuRnuldszegnalunmsaidunumuienalsmiven 4.07+0.86 21.13
AONAADINNTIANUATOS DY,

AU URnulieyaungusznauns leeesauysel 3.98+0.96 24.12
AUsENOUNSAITENURAN IAdRUUSEANSAeNaNSIAUEN  3.94+1.04 26.39
U9% 08, purvuemes o, Ynass

Auszneunsiidiusilunisuansmnufniiiu Wy msinawe 3.88+0.87 22.42
foyadinmaiethdeyaliudstunuiiuresiminin os.

Anuianelalag s 3.82+0.82 21.46
Huszneunsiianuazainlunsldusmsnusnuenansiivens 3.70+1.06 28.65
AUNNNBIUTANTTUY B8,

39U 3.97+0.92 23.17

NATLAINNANTHUNIWALTIANLATNITAUNUN
nau anusaagulanannsiedn 8

1%

NSy Jamiddann
fando 1Foa “sunulunmaedeulsyUssavEamuay
Aanunlaenarsmiuendmsulservuisinas
1n” (MnsaslazuuLaAndiuady 3.54:0.90)
aoglu “Fuuiun” s1enmmén “Fuasugia”
dmfuilymsosasn fe 3o “FFuRaveusudiiu
lonansmAuen fduuilidiieane” (nmsauilen
AzuuLANLARLURAY 3.10+1.24) Fadunilsteden
Tu “arudadeindn” sren1van “auyaaaing”

d1vsunan1sfnwndequnin wudrdymdidg

donAnedtuNanIsAnyIUIINa Ineyunesdn 1589
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Besinm nglinnadiuii Ae 3o “msviayeains
Inweuazausiuniinenalsidvendiviu
UszavuegadiussAnsnndamadivdifisguas
AUTENOUN1S” (31U 6 AL) AMFULWIMIN TN
ffaudiunniigede auslivirgsunaiyd
NESAINUEE M UUSEUTURTUNNATTIUNALAE
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grveenuld (S1uru 6 Aw), udasAdadmiig
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A19799 8 UalAUBLUETIAIAFINTULLINIINITNAIUY

Ussihuiiddny ForuauuzuuafidAydvdunuamnen s

fordusuussrezay JolduauUZITEZE1?
1. Uszifuides “sruulunis - auelinbsnunasgdudin - l@ueliilAaNg Bridging study
NAAUUTEANSNMNULALAIM nadouY waiiolildlenansmiuen  wiSe Focus test Whunidiean
Whlarenansmivendnsu UINIFIUNAN (core PIL standard)  Anlgane (N=3)

al %4 a o YV = Py
Usgnaullsnmigann” (N=7)  wageugabinussnanunsadni v Bridging study et
warUsggnaldiudiuenvewuld  aisdsBamansvh user test aan
(N=6) HandusieIneglunguimeai
G Y a %
wInlnalAganu
Focus test #1889 laannngeau
o & Py ' !
nggaviselomngslinerii
N9 user test lagiilanvseqnd
HIUNTNAABUY wad a@nunsasnula

Tnelidewmnaaudn

~auelimsinsifiudiuau
wﬂammﬁmmaamaau user test
warmstimiasanuiisusndiunisi
ﬂiamqunﬂﬁuﬁiugﬁmmm

Usenalng (N=4)

~auelifisedenisnuiisu
user test mmmmgmﬁ' 9. SUTDY
LaLDIAINTANNTUN A
Fupoumstulu 8.5 fu oe. ¢ 1130
anaduguuuunmsiiansanliudy

wasanely 134 (N=3)

2. Uszifiuges “n1sviayeanns - laweliinisdneusudeusises

iinweiarauilunsvin vinwemadudea sidainnisl
nanstfugdmiussrvy Ussssudnlaldfumadndisg
ogTiUszAvEnmianng wagnEUsENEUMS (N=2)

W AiSguas Ussneunis” . aastuunnnsseuiidaisunas
(N=6) donpaediulasas ez sEUY

Weousadoya (N=1)
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A19799 8 UalaUBLUENIAIAFINSULUINIINITARIUT (AD)

UsznuiidnAey

YOLEUBUUZMUINAIAYF NS URUINIINI TN AL

¥

YoLEUBUL T LHY

JoLEUBLULTTEZEN7

3. Uszihudes “§1uiuynains
fiosuazliiaanadaniy

YSunanuniegase” (N=2)

- EUDIABINITIATIZNANTEIY
(work Load) Tdmau ienivun

dnsmasetegnses (N=1)

- EUDIILNITRINTUNSBY sub
contract (N=1)
NHIYLUG: sub contact u189a NS

19906 19UN8 9B UYL

4. USZhhuaed “Ueananay
A5n15n5TLENANTANAVEN
dusuusevrvueadl

LNedl” (N=2) (N=1)

- tauslviiemenIEaee1019
wWasuluguwuumewnshuiuled

whiluwaglimnauaunsangela

- wualiluswane1avinlvilenans
Mgl QR code vidaaunULl
Tsunsufiannsasudeyasiie  lu

wnasiNuelUssvuile (N=1)

- vEueln IS nnsUssnduNUs s

#oanslyUsevus1uenaIsiiy

g7 LU WHUNULINTLSING1UA,

diunsUssnduiuslaegiiveldes

wagluAaININISLImNE/oay.

Wiz (N=1)

anUTENANTTANEN

INNAKUUADUAIY N1TFNN1WAILTIEN Uag
NTAUNUINAY wuddaymdraliaiuiiy
aeandeaiy Ao 1309 “dunulunisnaasy
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Uszvvudsimigawnn” lagiauelifilonansiniuen
nans ey oo, 1dugdnsin Fannsl938dananadu
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v o v

lunsdlinausgnenduddnidenuenuiiead

oARsyimsasiuiiivtoya Jslidouurinin asd
nguilanutienadoulenalsAIAueI LN B
aenAdeatunsAnwIves anssas §iadey, 2014° 4
wui tnisesnuvanairinsiaesls Tunsdiinig
Uit Jugdrdlimipnudududdndunisun

Y
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