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Abstract
Senior project title : e-Submission Landscape
Student’ s name : Miss Watjanee Sutthikasanee 5536572533
: Miss Kanruthai Praopund 5536506133
: Miss Kewalee Sawaddee 5536509033
Advisor/Co-advisor : Assistant Professor Puree Anantachoti, PhD.
Field/Department : Social and Administrative Pharmacy

Application of drug registration can be submitted in various formats, such as paper, Non-
eCTD Electronic Submission (NeeS), and electronic Common Technical Document (eCTD) formats.
Many countries adopt information technology (IT) to facilitate a drug registration process. In
Thailand, eCTD format had been selected to replace hard copy format. The eCTD pilot project has
been launched since January 2016, and the Thai FDA has put in to law to implement eCTD with
some drug categories e.g. new chemical eitities, biologics and human vaccines with the Thai FDA
Announcement No. 10090.2.6/7 dated October 26, 2016. With the mentioned situation, it was
interesting to review the enforcement of eCTD across countries, evaluate the advantages and
disadvantages of the eCTD utilization in pilot project, and evaluate cost-benefit of eCTD vs. hard
copy from the pharmaceutical industry’s perspective. The study designs applied for these three
objectives were literature review, in-depth interview, and cost-benefit analysis, respectively. It was
found that eCTD has been fully mandated by EMA and MHRA since July, 2015, and US-FDA since
May, 2017. HSA did not implement eCTD, but willing to accept eCTD submission, while NPCB has
its own system called QUEST. It was noted that the number of internal review staffs in Thailand
were 500-1000 times smaller than other regulatory agencies. Thailand did not charge any reviewing
fee, while other agencies charge 1,019,050-2,038,100 USD. As a result, the actual application review
time of Thailand took a lot longer than other regulatory agencies’ review time. As eCTD in Thailand
was at the very beginning phase, we found that the electronic portal gateway has not been
implemented.

Pros and cons of eCTD were evaluated among those participate in eCTD pilot project. The
respondents reported that eCTD help reducing paper use and was nature friendly. Moreover, eCTD
help ease the process of product lifecycle management. On the other hand, the barrier of eCTD
implementation experienced were lack of training, software instability, and increasing costs of
electronic dossier publishing.

The result from the cost-benefit analysis revealed that eCTD saved more cost when
compared to traditional hard copy in a 10 years period. This was true for small, medium and large
size pharmaceutical companies. The saving was up to 331.2, 9.0, and 4.7 M.Baht for large, medium,
and small size company, respectively. According to the eCTD analysis, the break-even point for
large size companies were within the first year, while both small and medium size company was
within the second year. In summary, the eCTD format is worth investing. Government should
prepare human resource, IT, infrastructure to support eCTD, and work process to ensure efficient
eCTD implementation. With the support of implementation of Article 44 of Interim Constitution
signed in December 2016, the efficient drug approval process is positive.
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sets are currently available) 5,600 euro

- EU Unlimited (all EEA (European

Economic Area) countries) 3,800 euro

(75)

USA EU UK SG MY TH
NIFOUTUNINIY - On site: € 3700 + | - On site: € 3700 + | - On site: € 3700 + | N/A N/A - lgsumsousuludng
travel costs travel costs travel costs N9 pilot Tng/ll
- Germany: € 1000 | - Germany: € 1000 | - Germany: € 1000 W@eanlgany
) (74) (74)
per person. per person. per person.
AN NYITEUL FURS validator Bulk validation set packages N/A N/A 2,300.00

EUR (NET) 7
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MU ITunsdewisugvesUsemeaansgolsng anamelsy wagansnve1andns 3918 venduas lunistunedeusmsveuwuy

a

Bidnwselindanu3gn Extedo Fndudedlasuniseusuminaulunisly vensdwas Al Extedo lagnnearuazninlunisinevsugauladisy

= < @ ! X = o o N v a P ¢ v a a 19 ! = Y Ao
"?N'E]'mLﬂumﬁﬁu’)ﬂﬂquﬂumzLUﬂu@quﬂqﬁiaaﬂizﬂ@Uﬂqi IﬂﬁJ‘VﬂﬂLa@ﬂ@‘UilW]fﬂ'UEJVl‘UigWlﬂLEJ@slluu‘ﬂ%ﬂ@ﬂ{Lsﬁﬂr]ﬂ 1000 %Ii@]@ﬂu BIVLHDINIIUIU

ey

Wrsamannnda 4 autuld uwimnidenineusuuenaniuiivsinenlddne 3700 ylsvianu Ssazdoaisuugidrsnlihu 8 au uavdeaded
Wuvnsdmsuginiseususe ¢

dsuAtigeine govding U Extedo TdimunAldtieuiseenidu 2 susuulng fie wuu Global dwisuldtunsidousiueiléin
Tanlusa 5600 glaviel waziuy EU Unlimited dnfuiunsdousifualulssmaaundnanamelsulumm 3800 gls drulssmaeuinimie
Tusen 3600 gls e Wuifiessia1es sensduas EURSvalidator) ™ deiivingusznounisdiontd sewsiuas 9nuidmau mdndeusuuay
Assnnizuanaseenty

dusulseimelng U%ﬁmﬁL%mamﬁaammwﬁmmLLaw:ﬁmm’%‘ammﬁaﬂmﬁm pilot project {uudsm Lorenz Tngldiislumbeaunisty
nzideuiuswessy uarudtmeniiinaululasinis pilot TnglsdnAlddemreusuuazaldnuronsduag Smdandae pilot Uismenazdes
Annaldrandilas Lagn1TaUTLLeN %w‘%ﬁmmﬁuuwmmmiﬁ%’umiamuLLazezjaw&m%mﬂmaﬁl,%mﬁmmaw%ﬁwLEN wevINlEUIUTEN Lorenz
wideAmingedne 2300 glaed 7 Tudruussmadsalusiu U3 Extedo iftaFindammin work shop nstiunsiBeusin3uensuuuy eCTD ile

UG AINIBY WA, 2559 i 7
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A7 8 TEELLIAINITNITUNBNEAT

Process

USA

EU UK

SG

MY

TH

F2HLIAINITNANTAUN

Screening: 60 JuYiNN13
7®)

Screening: 80 uyinis 7

Screening: 25 UM

NCE/NBE: 245 Juin

(58)

Screening: 1 Uy
©0)

wnans (eyavniiu g s s
MiguIUnzL iU
ASULI-VDILFIAY ;
Evaluation: 150 Ju ©Y Evaluation: Evaluation: Evaluation:
Jseine)
CP: 130 Ywirnig © NDA 273 Juvihnng €
Full dossier: 245 Tu
yinng
Total: 210 Juynng Total: 210 Wiy Total: 270 Winnns | Total: 245 Juvinnns | Total: 280 Juvinnng
S22LIAINITRANTAN 276 u® 438 Ju © 180-360 Ju ® 630 Ju ® 630 Yu

enans (Alease)

S288ANLUNNTASUINETsURSUgzanananuean lUTuwmasUsemna Fanatiinasaiuinmuua laenuiganunistunsidounisu

1 )~ I o o [y A o 1 ] v a = o o A & v o
g1UDILLAAZUTLNALAIULLANAIINU ﬁ’]‘Vﬁ'UL?aqmﬂqwuﬂiﬂﬂﬁuaﬂqquuu ‘UigLWﬁi%ﬂisﬁLjaqiuﬂqiwf\]'ﬁmﬁlV]gLUEJu@']TUEJ']U']UV]E‘jﬂﬂ@ 280 UN1N1T

Tunmstunsidewinsueing Yseian NCE wazdiringlui Tuvagnszezainistunedeuisueveslsemadunaziianulndifesiueglugae 200-

250 Twinis loun annnglsduazansivetandnsaslissesiainstungiowinFugnTuiuguuuunistu fsil 1. MRP: 210-390 Juyins 2.

DCP: 210-240 Juinns 3. CP: aelu 210 Tuvinnis 4. NP: anglu 210 Twinns ¥ dwsuennndssian leun Full application, Generic, hybrid
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or similar biological application, Well-established use application uag Fixed combination application ™ TuguvesUseimedsalus dnns
FMUASEEERANNNS IS ALENENSTUNDU Screening: 25 TUVIIN1T dmSutuneu Evaluation avudeanidumuusznnmefousiiuen fai
1.NDA wiadu Full dossier: 270 uvihnns / Abridged: 180 Juvinnns / Verification: 60 Jusinng ©¥
2.GDA wualu Abridged: 240 Yuvinnis / Verification: 120 Jusinng / Verification-CECA( the India-Singapore Comprehensive
Economic Cooperation Agreement (CECA): 90 Juvinis ©

[

Tududsemana@atu n15nSARUASEELAN B UNITRANTUNNZDIUANSULIANNUTELNNVBIET 798 NCE/NBE: 245 Tuvinnns,
Priority review : 120-180 uvi1n13, Generics: 210 Juvin1s “Pdmsuussimaansgoasninuinldszesiianlunistunsideoudifuen 210 u &
Ansunarnldasaiuenaativsaisinimuualagnuisunstunsiisudsue dalsemalnedndddinalunsfiansauinedeusisu

gIUTUTER
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A15197 9 AlganglunsTUNZDe U ULN

Ussnn USA EU UK SG MY TH
generic drug | $1,019,050 " NP: $128,354.80 (£103,059) Screening: $390.90 $496.11 Liiduanldane
DCP: $123,930.97 (£99,507) ® (59550) 2,200 RM fiiesanludfny

Evaluation: $57.99 (2,000 UM)
GDA-1 Abridged Dossier FglaliFuniseylin
= $2736.32 (5$3,850) nzideusnsuen 0
(85)

new drug $2,038,100 ©” Screening = $1954.51 $1,130.58

(5$2,750)

Evaluation: Full Dossier

= $58635.43 (S$82,500)
(85)

(5,000 RM )

dnsuanldanglunistunsidowsinSuen wuiUsswaansgewsnilianlddnediuilaiign fe $2,038,100 3awwiriu 73,053,802.34 un ©”

dm3U application w/clinical Taganeaauavitnisiungiousiven widmsvusemalnewuinludalginedni waliissnsiiualudrAgmintu

Wi 2,000 v 0 wazdnadislasueydinedeudSuauaainuu
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A1519% 10 szeznamanadmeidousisuenliuditinsneunadunsausn wag Exclusivity

Process

USA

EU

UK

SG

MY

TH

SYYTLIANNAINES
neideusnsusnlunaid

ANSNBUNAUASILTA

3

Suvinng Y

5 9D 24 ¥alag
(72)

5 19D 24 ¥alag
(72)

2 Juvihnng @

1 Juvihng ©?

1 Juviinng €

Exclusivity

Orphan Drug Exclusivity
(ODE) - 7 years

NCE - 5 years

Generating Antibiotic
Incentives Now (GAIN)
Exclusivity— 5 years added
to certain exclusivities

New Clinical Investigation
Exclusivity — 3 years
Pediatric Exclusivity (PED) -
6 months added to existing
Patents/Exclusivity

Patent Challenge (PC) - 180
days (this exclusivity is for
ANDAs only)

Biologics 12 years ©2)

8+2(+1) exclusivity
formula

- Data Exclusivity - 8
years

- Market Protection
- 2 years

(may +1 year of
market protection
for new therapeutic
indication which
makes benefit, +1
year data exclusivity

for OTC switch) **
(95)

This8+2+1
formula applies to
NCEs in all
procedures to all
Member States, for
first EU marketing
authorizations dates
of 1st November

2005 onwards

-Data exclusivity = 5
years 7

- no other incentive
(marketing
exclusivity, orphan

(98)

drug policy)

- 5 years for a NCE
- 3 years for a
Second Indication
of a registered drug
product. 9

- 5 years for

biologics exclusivity
(93)

NNYIRdaNagnlUdn 5

U U

U na9a1ndinisiien
1NTUNLDyURISUEN
W (egluyians

19591) 1
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szpvnamdanamandouiifueluudlinimeundu fe stoznadausiiinisbunsdeusiveaunssiaiosanldnsaaouay
psudumasenaswameunduiundiuen nuhannmglsluarannrenandnsliszernarlunimeunduiusurunelidvomadouiiven Tay
szovnanSanlddous 5 unttufeiniian 24 dalus 2 daudssmalneldingt 1 Yuinunisamiaaeudie one stop service

Data Exclusivity ustagUssmmaediaruuaninsiuiadesssozinanidmunliiianiasouasesdoyas Ussinnen uazenadl additional
exclusivity iusfu 1w Ussimalnenuiiidsegludunouninasanfwansenuuesnisi Data Exclusivity smaflavniglsuiSensalag Data
Exclusivity [unsiunsestoya nan1smnaeseniilidvdusifissfifeaunuitmeidunuy vilidguialianusalideyananomanain (clinical

trial) WetuvzLdswisuenlitue oyl wieiuerlildandnsinslulszsme wiedniUnsuunergrsognduiinaauudanniy widunveTy

Y

Ud o a o gj 4 o . . [ U‘US/ ddy"L 1% (101)1 udyv a i [ 1 = 4 VLSJQJQ a
NLLUHUATUYIUIENYIUUNBITBNITNN bioequivalence NRRMNWUATSYSANAID 5 YJubuuan AYVUE UVBDLIYNTDIAINATIAD MBDINTITLNIUAND

Mawieiiedlunsaseuasestoyandungiouinsuenasausnagetes 5 U sawansidelulnenuimnnudesliiinisynuiadeyaensn.a.

100 dyuannmeglsUuarans1veandnsd Data

2550-2556 (Szeziian 5 U) %ﬁﬂﬁﬂszL%ﬂlwaﬁﬁﬂ%’dwaé’mml,ﬁmqqﬁa 81,356 anuu sl ¢
exclusivity nugns 8 + 2 + 1 Inegnsildiuelmivszam NCEs AldSuoyiingifoumiuedausiuil 1 wowdnieu we. 2508 Husiuly s
fc%’m%’mqﬂ'i'%ﬂwfumLﬁﬂuﬁw%’umLLazﬂqmJ'izmmm%niuawmwsﬂsﬂﬁwﬁqamwmiﬁﬂié”m gnI 8 +2+ 1 il Usznaude Data Exclusivity 8 T
+ Market Protection 2 U (879 + market protection 3n 1 U dwdudeuddlnifinelinuaussleniiinainiiu vSewfia data exclusivity 80 1
T dsumadsussimenloidu OTC 9) dwiuannmglsuuazansgenandnsasil additional exclusivity wisduluguiensdl dail
1. Orphan drug #381MNs1 Ail Market Exclusivity 10 U

2. Pediatric #381HN

- New Medicinal Product / On Patent and Authorized Medicine 9z3l supplementary protection certificate (SPC) findn 6 e
)

= A !

- Paediatric orphan drug 9¥il Market Exclusivity Findn 2 U Fefotrsnandull Market exclusivity graunudis 12 Y 09
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A5 11 The certificate of pharmaceutical product (CPP)

Input

USA

EU

UK

SG

MY

TH

FRINISUTZNA
P90mseld +
sedonmenu
aulinzidouves
Uszasingsii
YUY

(The certificate
of
pharmaceutical

product (CPP))

not required

not required

not required

yes + EMA, US FDA,
Health Canada, TGA
waz UK MHRA @

yes + TGA, Chinese
Health, EMA, Health

Canada tlag US FDA
(65)

yes + EMA, US FDA,
TGA

%

Tuvnslsemenduazdoadiionanssuduan UL YR INAN UL ASHNE

Y

alulszimandulszmadsaanse 1Sandn certificate of

pharmaceutical product (CPP) “?TngUszimandasns Ao dalus saide uazlne Insdoinslusisu NDA winiu dwsusisueussnndua i

JeruTaild CPP Useneunstungidousisuen wu Useimaua@ennidue NDA uay biologics SnJudiosdiu CPP usmnduen generic wag

C . 1 o & v A
variation imummmmumawu

dnsuusewmdalnemvualigy CPP waznuunlseinaenadsausula@e EMA, US FDA, TGA
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ANS199 12 NNSHRMINANIULYRINLLUEUANSUYN

Process USA EU UK SG MY TH
MIAARUANUL VDS N/A tracking tracking Track@ PRISM N/A - nguffiuguaneueengnain (eail) erandiy
netleumSuen database database " “ Tl (02 590 7192)

- http://wwwapp1.fda.moph.go.th/webvoicel/

- Andamenued o ey 1

nsAneuanugvemelsuisueluidasUssinatinuadiendeiy Ingluannmelsuiazansivernndnsinisidnsmnunsiavenis
Wasuuawudlanzifeusivemdoniuuansmensmaasuudaduusazeds uasuansanugremadoumiuenanan (tracking database u
annmelsulagansI¥onnning) ﬁL?UMﬁ%Wﬂ’wmuauﬁamLﬁﬂquLLﬁiazﬂiszﬂ ) 9§y First new application : EMEA/C/H/000789/0000

uidmiuUszmAdsalUfazUssmalnensiamuaniuzveme fouiiunnazdunsindevesfiunsi oumundemenueysia
nzdoussusmiugemieeeg Wwn Ussinadaalusld TrackePRISM “ Fadu application SLumm%’aLﬁauamuzﬁummLﬁawﬁ’w%’umlﬂé’q;:ﬁu

[y

nesdeumugmiy email uagUseinalne wudhd 3 sduuulunsinaiuaniug Ae
1. Anseludangumiuguansuseangnain (enall) enandialva (02 590 7192) uazenansisy (02 590 7199)
. Aesuanuiivled; http://wwwappl.fda.moph.go.th/webvoice1/

2
3. Ansomenuies d ey laelalvusnisiu duns 89 Tuans (@nriuTungainies1an1siimun) Aauelian 08:30 - 16:30 . (H1in
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http://wwwapp1.fda.moph.go.th/webvoice1/
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M3NN 13 nszurunsuaslasunseu e eumSuen

Process USA EU UK SG MY TH
Variation ICH CTD Variation ICH CTD Variation ICH CTD Variation ASEAN Variation ASEAN Variation ASEAN Variation
Guideline Guideline Guideline - Guideline Guideline Guideline
Major Change - Major Change - Major Change Major and Minor Major and Minor Major and Minor
Moderate Change - Minor Change - Minor Change variation ¥ variation *” variation *”
Minor Change (109 -Extensions
-Urgent safety
restriction "%
Renewal 1 ‘{‘J (106) 5 ‘{‘J (79) 5 ‘{‘J (107) 1 ‘{‘J (54) 5 ?J (54) Glaaﬂs?ﬁﬁl
system of
approved
license

nszvIuNMInaTlasuniseydfinzifousiuen uady Variation waz Renewal system of approved license Ing Variation #u31 Uszive

ansgowsnT ananglsy wazanswenandng azdavaninas variation Weniuaiu ICH CTD Variation Guideline Tnganafinnnuunnsnsiuaniioy

dwsundasUssme Useinaansgeluiniinigyi variation wualy 3 Uszamie Major Change, Moderate Change was Minor Change “luwey

fannmelsy wazlszmeanswanandnsaziianuadierdiulaewiady 2 Ussiavlve) fie major waz minor variation

(105

) dunguuszme

DFeUILI ASEAN Variation Guidelines LHunaninausilunisanyvinliaennandiu waze1ativenivuanianuuanaieiuanteslunmazuszna ©9
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d1%3U Renewal system of approved license Aia NMssioagnzilaumTuen desenamgniinisiinunssezattunsaiun1swang

15U ans19e1andng wasUsemanalde svdesweangnsilowmsuemneg 5 U lngavdadin1stuienansuaniniudnuewaeiy
17) yag 6 wou (Wnawde) ** diudssine

¥
[y v A

W all annne
neidouisueneuiununangneiloudisuenagatey 9 wou @amelsy™ ansigoraning
ansgenini uazUsvmadsalus azdesieengmeidousifuenng 19 % 192 Tngussinaansgoimimunligiidesmssenyioumivenaz s
sfiumslusewieiud 1 ganau fa 31 Sunauvemn® “uazdsunalne aum.s.u.en 1.6.2510 atuufly w.a.2522 nanimstunsdeusi

1Y ! = [ Y ] o aa
gnlaifpanengidoumsuen Tringideumsvenasndin
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Y A

= g = o o/
4.2 NN5ANENYRYBLEEYBINSTIUNLLTBUAISULLUU eCTD Tulsewmdlne

M50 14 FoRuardelduanmsdunivalimunuguszneunsiulasenis eCTD Pilot Tu
Uszwalny

Y A Y =)
VN A RIGLH]

yaa v a

1. fwansunulunislinsznny 1. gnimihisuiinvey 1w1any

Y

2. il life cycle management 9g78 Wwenmngylunslaaensinag

TmdiulseIanismsuilalusay
A%a M lrann1senansne e umnsu
i 1 < é’
g lpagraudussuuunniu
ALAINABNNTYINGIY DIAINEINNTE
IALMIIUNIDNINTUINLLD YUFITU
' & sda o
UL NALITNRARITY

AU IMBTAINYAAD WAEIINIY

Weaannniseusundeldiieanana
YAAINT
1 =l 3 6

AnyliianesvesrennLas
L9997n99AS bug LARTU

i ) ¢ &
AU IUNTONANTBNALIS
Aldelunsindanazingesnm

FONAWITUTIAIADUT9E

wanuananunla 5. anuliAuduresldnuuengy

PNMTFUA BRI I LNz T UM SUTUUSENIWIAAI9 WU sBungidoudsu

Y

= a

g3UuU eCTD SiUselew Ao Yrsandunulunisidnseawinlianusunaunisiaaull 39
sednde uenaniddl life cycle management fimaindiorh variaion vemedeu
srsuslunmemevtharansatslidamaninadeusifusldesnaiuszuuinntu
Hoaanilil XML backbone fiansnsaudlatoyanzifousudianmsadoudenisudluan
misuunsousluimadouenarsld shliausoanszernavesnssuiunsudle

fananle wagdeihlimiudseiinisyiau sidensudluieglundazasdnme waznisiy

sULUU eCTD degnuiganuazanlvinuganwseuuazgerunsifouiniuenlun1sdnwsey

Y
2

wazsunzileuinFugiurerduainiaddlupeuiimesdiuyaaa vinlmianuuenaniuin
1 adadnsalasatu dmsvalassanequasnisdeuunld eCTD e fanwseunzileu
galiweavglunmsviguwuu eCTD Weawnelulagduil gnsivdnsuiiaveulunsdnm
nefeuiiduutey wiheadudndidnenmaunsiavimedeuisueundunaing
Weglunsldgenins lesannseususmisuszaunisalinsvinnuiiiieadesiu

a a o A ° U P LY s s ! i =
didnnsetinddsluiiivane dmsuanudlunisdmanvendwis 1w tenansildlunisniey

[ U

Inddidnnsetindezoadu PDF Wil uazazdondu Acrobat su 1.4 Yulusiudaenans

[ @ <3 a s a @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)

I 9 Aaa 9 =y a s 1 Ao o
Lﬂuuﬂmay’ammuﬁmmmmiﬂﬁwmﬂimmmwuwmmummmwmﬂﬂ

g g

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.


http://www.impactpharma.com/blog/ready-set-submit-electronically/
http://www.impactpharma.com/blog/ready-set-submit-electronically/
http://www.impactpharma.com/blog/ready-set-submit-electronically/
http://www.impactpharma.com/blog/ready-set-submit-electronically/
http://www.impactpharma.com/blog/ready-set-submit-electronically/
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2wipaen Bookmark senanldsuuulivun luwutuarlsiannsaiu validationld v
Tl input lsidhAuiszuureniuaidmundsdanugeenlunsiniiung du
aralsiadsveswendaiiuAnnniinaneensiuaivannvans illasadeoniiasu
agguaniinrauanieiy Wethlldmudymerailidhiuvesenasiislewly validate
Fmhesnuihlildin Saiansudlegdou wazluursnduenduidmedl Bug intu
wenndaldirelumstatouaziisesnumeenduasiinadoudiags viliunamisnulsl
anansaidsld waziilesanmsldguiuu eCTD Wuguuuulnl uasdedldnusiu

AouImes i biRldnunduinetatinuidnsesu lddududumsldnugdwuulng

4.3. MsRnwmsUszifiuauduanvesnislasuanld eCTD Tuyunssvasdusznaunis
Tuuszindlne

Tunmstssdumuduantunuit memsaldanglumsinwisumsdousivelae
ULV hard copy uay eCTD gnianslunsed 15 flaldanenisnss wu Aigueiesdne
lonans mnszay Amendwd Wudu uazAldsnemadon Taun Andelonamniy
NzLlsurISueITININMINUA LLazLﬁa‘imiwﬁ%’aya A1 NPV 984 hard copy wag eCTD Tu
Uismuadn nans wazlve dagnuandlumstedl 22 wuii -

o US¥MAUIALAN A1 NPV 989 hard copy wag eCTD wihiu 20,131,651.31 UNuaY
15,426,660.77 Umnudsy Sazdiviussnuunananimsegldnstunsden
M3uegUkUY eCTD awvinliusendnaldinglata 4,706,990.54 vmdlafieui
JULUY hard copy

o UTENUUIANATN A1 NPV 983 hard copy wag eCTD Wiy 26,239,300.20 U
way 17,229,312.30 Umaudiu dsazdivinuismauanarsmsegldnstunsfou
isuenguuuy eCTD wvhbisendnaldanelafis 9,009,987.90 vmdlefisuiv
JUKUU hard copy

o USEMIUIALUG A1 NPV 983 hard copy wag eCTD Wiy 50,137,158.03 Unuas
18,923,963.84 UMANANNU ?z'}wzLﬁuiw%ﬁmmmlmy,'ms%’[,%mi%wzLﬂﬂuﬁh%’u
g15ULUY eCTD agvilusevdnAldanslite 31,213,194.19 v Weiflsuiu

sUkUU hard copy

[ @ <3 a s a @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)

I 9 Aaa 9 =y a s 1 Ao o
Lﬂuuﬂm@uﬁammuﬁmmmENTﬂiNm'ﬂ3tytymWuﬁmmmummmwm'ﬂﬂ

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.


http://www.impactpharma.com/blog/ready-set-submit-electronically/
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M5 15 I8MSAUNY WazuraanunvessensildlunistunsideusiSuenguiuy hard
copy Hagguuu eCTD

Cost structure Cost Hard copy eCTD Source
Direct cost
1 pSesUu 54,000.00 X (108)
2 awlinfinim@edu 5,000.00 X (109)
95% V41 FTV)
3 Awmdndindd @edu 5%  17,500.00 X (109)
Y841 #13U)
\A3RIEBLeNENS 36,000.00 X (109)
5 ADUNIADS 600.00 X X (110)
AwaNALIS Varied by size X (111)
company
7 AN Varied by size X (111)
company
8 ANUTUNINIU Varied by size X (111)
company
9 Wil 41.00 X X (112)
10 n3zanw (G 500 Welw)  96.30 X X (112)
11 fumdniuenans 14,466.60 X (113)
12 quiavisaiuenans 6,072.00 X (114)
12 eufulenansann 1,000.00 X (115)
outsource
13 adudums 600.00 X X (111)
14 wiineu (Regulatory 62,000.00 X X (116)
affairs specialist)
15 Administrative Assistant 20,000.00 X X (117)
16 administrative cost X
Variation of hard copy
17 Anszay 96.30 X X (112)
18 gy 41.00 X X (112)
19 AnAuUNNI 600.00 X X (111)
20 administrative cost X X

a

[ @ <3 7 a @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)
I 9 Aan 9 =y a s 1 Ao o
FuududeyavestidadrveslnsenulSyaninusidwiunauzideia
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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Cost structure Cost Hard copy eCTD Source

Variation of eCTD 70% of hard copy

Indirect cost

21 dndelemamniu X
NzLdsuATUET

L AMISNZ19)

1. Auualya1 administrative cost AaLu 10% w9 l931891190599%UA

2. fwualianlddneeanisii variation Tuguuuu eCTD Anlu 0.7 wiwesguuuy

hard copy

a Y a

o v 3 s @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)

I 9 Aan 9 =y a s ] Ao o
nJuuﬂmauﬁammuﬁmmmmmemﬂmﬂnuwuﬁmmmummmmmﬂﬂ

g g

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)
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15799 16 wansAldaneildlun1stunzdeusnsuenguuuu hard copy Fsveziaan10 Yluusevuueian (2016-2026)

Cost Year
0 1 2 3 4 5 6 7 8 9

Direct cost
1 \3eeUsy 54,000.00 55,080.00 56,181.60 57,305.23 58,451.34 59,620.36 60,812.77 62,029.03 63,269.61 64,535.00
2 Amtinfiunisn Aadu 95% v 1 65U)  49,162.50 50,145.75 51,148.67 52,171.64 53,215.07 54,279.37 55,364.96 56,472.26 57,601.70 58,753.74
3 Amtinfiuid @Fendu 5% vos 1 #15v) 9,056.25 9,237.38 9,422.12 9,610.56 9,802.78 9,998.83 10,198.81 10,402.78 10,610.84 10,823.06
4 \3eagheLenans 36,000.00 36,720.00 37,454.40 38,203.49 38,967.56 39,746.91 40,541.85 41,352.68 42,179.74 43,023.33
5 pofnes 219,000.00 223,380.00 227,847.60 232,404.55 237,052.64 241,793.70 246,629.57 251,562.16 256,593.40 261,725.27
6 wilay 4,243.50 4,328.37 4,414.94 4,503.24 4,593.30 4,685.17 4,778.87 4,874.45 4,971.94 5,071.38
7 n3zAY (31 500 LHW) 9,967.05 10,166.39 10,369.72 10,577.11 10,788.66 11,004.43 11,224.52 11,449.01 11,677.99 11,911.55
8 fudniiuienans 72,333.00
9 YUIPRBAAULONES 121,440.00 123,868.80 126,346.18 128,873.10 131,450.56 134,079.57 136,761.16 139,496.39 142,286.32 145,132.04
10 Tp4.AULeNa159N outsource 20,700.00 21,114.00 21,536.28 21,967.01 22,406.35 22,854.47 23,311.56 23,777.79 24,253.35 24,738.42
11 Afudumg 1,800.00 1,836.00 1,872.72 1,910.17 1,948.38 1,987.35 2,027.09 2,067.63 2,108.99 2,151.17
12 Wina (Regulatory affairs specialist) 744,000.00 784,920.00 828,090.60 873,635.58 921,685.54 972,378.24 1,025,859.05  1,082,281.30  1,141,806.77  1,204,606.14
13 Administrative Assistant 240,000.00 253,200.00 267,126.00 281,817.93 297,317.92 313,670.40 330,922.27 349,123.00 368,324.76 388,582.63
14 administrative cost 158,170.23 157,399.67 164,181.08 171,297.96 178,768.01 186,609.88 194,843.25 203,488.85 212,568.54 222,105.37
15 variation

- ANNTEATY 6,741.00 6,875.82 7,013.34 7,153.60 7,296.68 7,442.61 7,591.46 7,743.29 7,898.16 8,056.12

- guly 2,870.00 2,927.40 2,985.95 3,045.67 3,106.58 3,168.71 3,232.09 3,296.73 3,362.66 3,429.92

- ANAUNIY 42,000.00 42,840.00 43,696.80 44,570.74 45,462.15 46,371.39 47,298.82 48,244.80 49,209.69 50,193.89
16 administrative cost 5,161.10 5,264.32 5,369.61 5,477.00 5,586.54 5,698.27 5,812.24 5,928.48 6,047.05 6,167.99
Indirect cost
17 Andelomamniunydeudn 215,047.43 215,047.43 215,047.43 215,047.43 215,047.43 215,047.43 215,047.43 215,047.43 215,047.43 215,047.43
Annual cost 2,011,692.06  2,004,351.33  2,080,105.03  2,159,572.02  2,242947.47  27330,437.11  2,422,257.77 251863806  2,619,818.94  2,726,054.43
Present cost 2,011,692.06 194597217  1,960,698.49  1,976,314.32  1,992,829.78  2,010,25552  2,028,602.75  2,047,883.23  2,068,109.26  2,089,293.73

Net Present value

20,131,651.31
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15199 17 wansAldaneildlun1stunzdeusnfuenguuuy eCTD 99szeziia10 Tluusenawinin (2016-2026)

Cost Year

0 1 2 3 4 5 6 7 8 9
Direct cost
1 Aoufiames 219,000.00 223,380.00 227,847.60 232,404.55 237,052.64 241,793.70 246,629.57 251,562.16 256,593.40 261,725.27
2 wiinau (Regulatory affairs specialist) 744,000.00 784,920.00 828,090.60 873,635.58 921,685.54 972,378.24 1,025,859.05 1,082,281.30 1,141,806.77 1,204,606.14
3 fsoftware 900,000.00
4 ampinm 200,000.00 200,000.00 200,000.00 200,000.00 200,000.00 200,000.00 200,000.00 200,000.00 200,000.00 200,000.00
5  ApuTUNInU 70,000.00 70,000.00 70,000.00 70,000.00 70,000.00 70,000.00 70,000.00 70,000.00 70,000.00 70,000.00
6  administrative cost 213,300.00 127,830.00 132,593.82 137,604.01 142,873.82 148,417.19 154,248.86 160,384.35 166,840.02 173,633.14
7 variation (0.7 N84 hard copy variation) 39,740.47 40,535.28 41,345.98 42,172.90 43,016.36 43,376.69 44,754.22 45,649.31 46,562.29 47,493.54
Annual cost 2,386,040.47 1,446,665.28 1,499,878.00 1,555,817.05 1,614,628.36 1,676,465.82 1,741,491.70 1,809,877.11 1,881,802.48 1,957,458.09
Present cost 2,386,040.47 1,404,529.40 1,413,778.87 1,423,793.00 1,434,576.39 1,446,134.15 1,458,471.88 1,471,595.72 1,485,512.26 1,500,228.64
Net Present value 15,424,660.77
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M1597 18 wanaanl¥enldlun1stuneleudfuensuiuy hard copy F1eseeziian10 UluuTemawinnaia (2016-2026)

Cost Year
0.00 1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00
Direct cost
1 edeaiu 54,000.00 55,080.00 56,181.60 57,305.23 58,451.34 59,620.36 60,812.77 62,029.03 63,269.61 64,535.00
2 awidnfiusis Aadu 95%vedl msu) 95,000.00 96,900.00 98,838.00 100,814.76 102,831.06 104,887.68 106,985.43 109,125.14 111,307.64 113,533.79
3 Awdindiasid Aoy 5%vee1 fsu) 17,500.00 17,850.00 18,207.00 18,571.14 18,942.56 19,321.41 19,707.84 20,102.00 20,504.04 20,914.12
4 Lﬂ?mdwmaﬂmi 36,000.00 36,720.00 37,454.40 38,203.49 38,967.56 39,746.91 40,541.85 41,352.68 42,179.74 43,023.33
5  pouiees 219,000.00 223,380.00 227,847.60 232,404.55 237,052.64 241,793.70 246,629.57 251,562.16 256,593.40 261,725.27
6 il 8,200.00 8,364.00 8,531.28 8,701.91 8,875.94 9,053.46 9,234.53 9,419.22 9,607.61 9,799.76
7 nsgane (3u 500 WKL) 19,260.00 19,645.20 20,038.10 20,438.87 20,847.64 21,264.60 21,689.89 22,123.69 22,566.16 23,017.48
8  gwaniiuienans 86,799.60
9  uavieafuenans 182,160.00 185,803.20 189,519.26 193,309.65 197,175.84 201,119.36 205,141.75 209,244.58 213,429.47 217,698.06
10 oUAULONAITINN outsource 40,000.00 40,800.00 41,616.00 42,448.32 43,297.29 44,163.23 45,046.50 45,947.43 46,866.38 47,803.70
11 ﬂ%‘ﬂLﬁuV]’N 3,000.00 3,060.00 3,121.20 3,183.62 3,247.30 3,312.24 3,378.49 3,446.06 3,514.98 3,585.28
12 wiinau (Regulatory affairs specialist) 744,000.00 784,920.00 828,090.60 873,635.58 921,685.54 972,378.24 1,025,859.05 1,082,281.30 1,141,806.77 1,204,606.14
13 Administrative Assistant 240,000.00 253,200.00 267,126.00 281,817.93 297,317.92 313,670.40 330,922.27 349,123.00 368,324.76 388,582.63
14 administrative cost 174,491.96 172,572.24 179,657.10 187,083.50 194,869.26 203,033.16 211,594.99 220,575.63 229,997.06 239,882.46
15  variation
- ANTEAY 8,185.50 8,349.21 8,516.19 8,686.52 8,860.25 9,037.45 9,218.20 9,402.57 9,590.62 9,782.43
- gty 3,485.00 3,554.70 3,625.79 3,698.31 3,772.28 3,847.72 3,924.68 4,003.17 4,083.23 4,164.90
- ANAUNIY 51,000.00 52,020.00 53,060.40 54,121.61 55,204.04 56,308.12 57,434.28 58,582.97 59,754.63 60,949.72
16  administrative cost 6,267.05 6,392.39 6,520.24 6,650.64 6,783.66 6,919.33 7,057.72 7,198.87 7,342.85 7,489.70
Indirect cost
17 FiWLﬁEJIamaﬂ”lﬂ‘ﬁuszﬁEJu‘ﬁ’] 716,824.78 716,824.78 716,824.78 716,824.78 716,824.78 716,824.78 716,824.78 716,824.78 716,824.78 716,824.78
Annual cost 2,705,173.89  2,685,435.72  2,764,775.56  2,847,900.42  2,935,006.89  3,026,302.16  3,122,004.58  3,222,344.26  3,327,563.72 3,437,918.56
Present cost 2,705,173.89  2,607,219.15  2,606,066.13  2,606,232.31  2,607,715.61 2,610,514.83 2,614,629.69  2,620,060.77  2,626,809.53 2,634,878.31
Net Present value 26,239,300.20




M1599 19 wananldenldlunstungleuiuesunuu eCTD F1eszesiian10 TluuTemauinanaia (2016-2026)

Cost Year

0 1 2 3 4 5 6 7 8 9
Direct cost
1 Aoufawes 219,000.00 223,380.00 227,847.60 232,404.55 237,052.64 241,793.70 246,629.57 251,562.16 256,593.40 261,725.27
2 wiinau (Regulatory affairs specialist) 744,000.00 784,920.00 828,090.60 873,635.58 921,685.54 972,378.24 1,025,859.05 1,082,281.30 1,141,806.77 1,204,606.14
3 fsoftware 1,500,000.00
4 ampinm 300,000.00 300,000.00 300,000.00 300,000.00 300,000.00 300,000.00 300,000.00 300,000.00 300,000.00 300,000.00
5 AlpuTUNInU 80,000.00 80,000.00 80,000.00 80,000.00 80,000.00 80,000.00 80,000.00 80,000.00 80,000.00 80,000.00
6  administrative cost 284,300.00 138,830.00 143,593.82 148,604.01 153,873.82 159,417.19 165,248.86 171,384.35 177,840.02 184,633.14
7 variation (0.7 N84 hard copy variation) 48,256.29 49,221.41 50,205.84 51,209.96 52,234.15 53,278.84 54,344.41 55,431.30 56,539.93 57,670.73
Annual cost 3,175,556.29 1,576,351.41 1,629,737.86 1,685,854.10 1,744,846.16 1,806,867.97 1,872,081.89 1,940,659.11 2,012,780.12 2,088,635.28
Present cost 3,175,556.29 1,530,438.26 1,536,184.24 1,542,795.32 1,550,273.21 1,558,620.19 1,567,839.11 1,577,933.45 1,588,907.21 1,600,765.03
Net Present value 17,229,312.30
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M15°99 20 wanaAnlgnenldlunstungileumSuensuhuy hard copy Hszesiian10 Tluusenvuialvg (2016-2026)

Cost Year
0.00 1.00 2.00 3.00 4.00 5.00 6.00 7.00 8.00 9.00
Direct cost
1 wdestiu 54,000.00 55,080.00 56,181.60 57,305.23 58,451.34 59,620.36 60,812.77 62,029.03 63,269.61 64,535.00
2 Awinfiusidn @edu 95%wveal shdu) 188,100.00 191,862.00 195,699.24 199,613.22 203,605.49 207,677.60 211,831.15 216,067.77 220,389.13 224,796.91
3 Awmdindusid @Eadu 5%l 3u) 34,650.00 35,343.00 36,049.86 36,770.86 37,506.27 38,256.40 39,021.53 39,801.96 40,598.00 41,409.96
4 edesieienans 36,000.00 36,720.00 37,454.40 38,203.49 38,967.56 39,746.91 40,541.85 41,352.68 42,179.74 43,023.33
5  pouiunes 219,000.00 223,380.00 227,847.60 232,404.55 237,052.64 241,793.70 246,629.57 251,562.16 256,593.40 261,725.27
6 uilu 16,236.00 16,560.72 16,891.93 17,229.77 17,574.37 17,925.86 18,284.37 18,650.06 19,023.06 19,403.52
7 Aszae (3u 500 wiy) 38,134.80 38,897.50 39,675.45 40,468.95 41,278.33 42,103.90 42,945.98 43,804.90 44,681.00 45,574.62
8 gwdnfiuienans 101,266.20
9 guAvBLAULNENT 242,380.00 247,737.60 252,692.35 257,746.20 262,901.12 268,159.15 273,522.33 278,992.77 284,572.63 290,264.08
10 VeuAulenansaIn outsource 79,200.00 80,784.00 82,399.68 84,047.67 85,728.63 87,443.20 89,192.06 90,975.90 92,795.42 94,651.33
11 adufun 4,300.00 4,896.00 4,993.92 5,093.80 5,195.67 5,299.59 5,405.58 5,513.69 5,623.97 5,736.44
12 wilnew (Regulatory affairs specialist) 744,000.00 784,920.00 828,090.60 873,635.58 921,685.54 972,378.24 1,025,859.05 1,082,281.30 1,141,806.77 1,204,606.14
13 Administrative Assistant 240,000.00 253,200.00 267,126.00 281,817.93 297,317.92 313,670.40 330,922.27 349,123.00 368,324.76 388,582.63
14 administrative cost 199,826.70 196,938.08 204,510.26 212,433.73 220,726.49 229,407.53 238,496.85 248,015.52 257,985.75 268,430.92
15 variation
- AINTTAY 9,630.00 9,822.60 10,019.05 10,219.43 10,423.82 10,632.30 10,844.94 11,061.84 11,283.08 11,508.74
- ﬁﬂLLﬂm 4,100.00 4,182.00 4,265.64 4,350.95 4,437.97 4,526.73 4,617.27 4,709.61 4,803.80 4,899.88
- ANAUNA 60,000.00 61,200.00 62,424.00 63,672.48 64,945.93 66,244.85 67,569.75 68,921.14 70,299.56 71,705.55
16  administrative cost 7,373.00 7,520.46 7,670.87 7,824.29 7,980.77 8,140.39 8,303.20 8,469.26 8,638.64 8,811.42
Indirect cost
17 F’]"lLﬁEJIaman%uszﬁﬂu%’] 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70 3,135,376.70
Annual cost 5,414,573.40  5,384,420.66  5,469,369.16 5,558,214.85  5,651,156.57 5,748,403.80  5,850,177.21 5,956,709.31 6,068,245.02 6,185,042.45
Present cost 5,414,573.40  5,227,592.87  5,155,404.99 5,086,553.96  5,020,979.42  4,958,623.61 4,899,431.32  4,843,349.77  4,790,328.66  4,740,320.03

Net Present value

50,137,158.03
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M135°99 21 wansanldenldlunstunsleuiifuensunuu eCTD Faaseeziian10 UluuTenvwalvg (2016-2026)

Cost Year
0 1 2 3 4 5 6 7 8 9
Direct cost
1 Aoufiawes 219000 223380 227847.6 232404.552 237052.643  241793.6959 246629.5698  251562.1612 256593.4044  261725.2725
2 wiinau (Regulatory affairs specialist) 744000 784920 828090.6 873635.583 921685.5401  972378.2448 1025859.048  1082281.296 1141806.767  1204606.139
3 fsoftware 2,000,000.00
4 ahginnm 400,000.00 400,000.00 400,000.00 400,000.00 400,000.00 400,000.00 400,000.00 400,000.00 400,000.00 400,000.00
5 AlpuTUNIneU 90,000.00 90,000.00 90,000.00 90,000.00 90,000.00 90,000.00 90,000.00 90,000.00 90,000.00 90,000.00
6 administrative cost 345300 149830 154593.82 159604.0135 164873.8183  170417.1941 176248.8618  182384.3457 188840.0172 195633.1412
7 variation (0.7 N84 hard copy variation) 56772.1 57907.542  59065.69284 60247.0067 61451.94683  62680.98577 63934.60548  65213.29759 66517.56354  67847.91482
Annual cost 3,855,072.10 1,706,037.54 1,759,597.71 1,815,891.16 1,875,063.95  1,937,270.12 2,002,672.09  2,071,441.10 2,143,757.75  2,219,812.47
Present cost 3855072.1  1656347.128  1658589.606 1661797.645 1665970.032  1671106.224 1677206.343  1684271.175 1692302.166 ~ 1701301.418
Net Present value 18923963.84
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M157991 22 a3u NPV veamstungileusiiiuenlagld hard copy wag eCTD uTEvewun

#1139
YUIN NPV conclusion eCTD save
UIEN hard copy eCTD
S 20,131,651.31 15,424,660.77 eCTD is worth to 4,706,990.54
M 26,239,300.20 17,229,312.30  invest more than 9,009,987.90
L 50,137,158.03 18,923,963.84 hard copy. 31,213,194.19
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WATIIAT APV WUd1eseil 23 uazsunind 7 uanagadunuvesnisliy sukuy eCTD ey
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167,094.36 Waz 606,398.49 muanau) uazauinlwglutusn (APV = 1,559,501.30)

M15999 23 AUl gULuUNsTung e Ul Uy eCTD wukuudnnldnseany dmsu
UTENEN 3 YU

APV S M L
1 -374,348.41 -470,382.39 1,559,501.30
2 167,094.36 606,398.49 5,130,747.05
3 714,013.98 1,676,280.38 8,627,562.43
4 1,266,535.30 2,7139,7117.37 12,052,318.75
5 1,824,788.69 3,797,159.77 15,407,328.13
6 2,388,910.06 4,849,054.41 18,694,845.52
7 2,959,040.93 5,895,844.99 21,917,070.49
8 3,535,328.44 6,937,972.31 25,076,149.09
9 4,117,925.44 7,975,874.62 28,174,175.58
10 4,706,990.54 9,009,987.90 31,213,194.19
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The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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dUSUNIYN Sensitivity Analysis QﬁwmaﬁamaﬂaﬁwﬁnmﬁaLLﬂsﬁmﬂﬁmﬂ%
dawanaA1 NPV saving Ua9usenaunm1ee taun andelenita Inenvuali Base case 199
Andelonaluuigmuuadn nans g Wity 2 Wew Andu 100% waziyinns@ne
Savualiien Sensitivity vasandelenatidudsusiuindu +/- 70% uenainifiansan
ALUIAUNUIINNITIN variation UkUY eCTD lngimiunly Base case ¥@3AldT1en159
variation JUMUU eCTD 1¥u 0.7 1¥ue33uuuy hard copy wazimundaswesnsiasuy
RIENol ﬂ'wT"lfjm 0.5 111 uag Agean 0.8 i Fanansfnwuandlunnsedl 24 dlevh
Sensitivity analysis T8eMa2fauUsudmUT mmmm%’wé’fﬂmmmiaﬂiwé’mlﬁlﬁaﬁms
JunziDoumuenzuiuy eCTD unun1sli3uuuy hard copy Aonadwsooninuinni 0
athslsAmaniierh Torado diagram wuidndsandelonaliefiuanansluaniiuegig
Fuldda luvnefiduussuyuainnisyii variation UkUY eCTD Sulinadwsiiuandrafios

@ v
baNUBY

A1519% 24 Sensitivity Analysis 98ssuusALdlon e

FuUsiivih Sensitivity Ananlysis S M L

Andglanid

eCTD vhlvoyifvzifeouldisondn  3,384,389.41  4,601,317.48  11,929,761.35
WUULAY 1 LADu

eCTD vhlvoylifvzifeouldisondn  4,706,990.54  9,009,987.90  31,213,194.19
WUULAY 2 Loy

eCTD vhlveuifvzifeouliisondn  6,029,591.66  13,418,658.32  50,496,627.03
WUULRY 3 Loy

AUNUNIYN variation

é]’unmaa ectd = 0.5 ¥29n52A Y 4,815,700.34 9,141,992.67 31,368,493.91
AuYLYeY ectd = 0.7 V89 4,706,990.54  9,009,987.90  31,213,194.19
AUYUYRY ectd = 0.8 YBINTEAY  4,652,635.63  8943,985.52  31,135,544.33
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are the Senior Project authors' files submitted through the faculty.
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Sensitivity analysis on variable that most influenced the saving of eCTD

compared to hard copy of small company.

eCTD variation cost

Opportunity cost

3,200,000 3,700,000 4,200,000 4,700,000 5,200,000 5,700,000 6,200,000

gﬂmwﬁ 9 sensitivity analysis on variables that most influenced the saving of eCTD

compared to hard copy of small company.

Sensitivity analysis on variable that most influenced the saving of eCTD

compared to hard copy of medium company.

eCTD variation cost

Opportunity cost

4,000,000 6,000,000 8,000,000 10,000,000 12,000,000 14,000,000

g‘dmwﬁ 10 sensitivity analysis on variables that most influenced the saving of eCTD

compared to hard copy of medium company.
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Sensitivity analysis on variable that most influenced the saving of eCTD

compared to hard copy of large company.

eCTD variation cost

Opportunity o _

9,000,000 19,000,000 29,000,000 39,000,000 49,000,000 59,000,000

g‘dm‘wﬁ 11 sensitivity analysis on variables that most influenced the saving of eCTD

compared to hard copy of large company.
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Module 1 Administrative information 2V
1.1 Forms
1.1.1 Application form: FDA form 1571
1.1.2 Application form: FDA form 356h
1.1.3 User fee cover sheet: FDA form 3397

1.1.4 Annual report transmittal: FDA form 2252
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1.1.5 Advertisements and promotional labeling transmittal: FDA form 2253
1.1.6 Transmittal of Labels and Circulars: FDA form 2567
1.2 Cover letters
1.3 Administrative information
1.3.1 Contact/sponsor/Applicant information
1.3.1.1 Change of address or corporate name
1.3.1.2 Change in contact/agent
1.3.1.3 Change in sponsor
1.3.1.4 Transfer of obligation
1.3.1.5 Change in ownership of an application
1.3.2 Field copy certification
1.3.3 Debarment certification
1.3.4 Financial certification and disclosure
1.3.5 Patent and exclusivity
1.3.5.1 Patent information
1.3.5.2 Patent certification
1.3.5.3 Exclusivity request
1.4 References
1.4.1 Letter of authorization
1.4.2 Statement of right of reference
1.4.3 List of authorized persons to incorporate by reference
1.4.4 Cross reference to other applications
1.5 Application status
1.5.1 Withdrawal request
1.5.2 Inactivation request
1.5.3 Reactivation request
1.5.4 Reinstatement request
1.5.5 Withdrawal of an unapproved NDA
1.5 6 Withdrawal of listed drug

1.5.7 Request for withdrawal of application approval
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1.6 Meetings
1.6.1 Meeting request
1.6.2 Meeting background materials
1.6.3 Correspondence regarding meetings
1.7 Fast track
1.7.1 Fast track designation request
1.7.2 Fast track designation withdrawal request
1.7.3 Rolling review request
1.8 Special protocol assessment request
1.8.1 Clinical study
1.8.2 Carcinogenicity study
1.8.3 Stability study
1.9 Pediatric administrative information
1.9.1 Request for waiver of pediatric studies
1.9.2 Request for deferral of pediatric studies
1.9.3 Request for pediatric exclusivity determination
1.9.4 Proposed pediatric study request and amendments
1.9.5 Proposal for written agreement
1.9.6 Other correspondence regarding pediatric exclusivity or study plans
1.10 Dispute resolution
1.10.1 Request for dispute resolution
1.10.2 Correspondence related to dispute resolution
1.11 Information amendment: Information not covered under modules 2 to 5
1.11.1 Quality information amendment
1.11.2 Safety information amendment
1.11.3 Efficacy information amendment
1.12 Other correspondence
1.12.1 Pre IND correspondence
1.12.2 Request to charge
1.12.3 Notification of charging under treatment IND

1.12.4 Request for comments and advice
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1.12.5 Request for a waiver
1.12.6 Exemption from informed consent for research
1.12.7 Public disclosure statement for exception from informed consent for
research
1.12.8 Correspondence regarding exception from informed consent for
research
1.12.9 Notification of discontinuation of clinical trial
1.12.10 Generic drug enforcement act statement
1.12.11 Basis for submission statement
1.12.12 Comparison of generic drug and reference listed drug
1.12.13 Request for waiver for in vivo studies
1.12.14 Environmental analysis
1.12.15 Request for waiver of in vivo biocavailability studies
1.12.16 Field alert reports
1.13 Annual report
1.13.1 Summary for nonclinical studies
1.13.2 Summary of clinical pharmacology information
1.13.3 Summary of safety information
1.13.4 Summary of labeling changes
1.13.5 Summary of manufacturing changes
1.13.6 Summary of microbiological changes
1.13.7 Summary of other significant new information
1.13.8 Individual study information
1.13.9 General investigational plan
1.13.10 Foreign marketing history
1.13.11 Distribution data
1.13.12 Status of postmarketing study commitments
1.13.13 Status of other postmarketing studies
1.13.14 Log of outstanding regulatory business
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1.14 Labeling
1.14.1 Draft labeling
1.14.1.1 Draft carton and container labels
1.14.1.2 Annotated draft labeling text
1.14.1.3 Draft labeling text
1.14.1.4 Label comprehension studies
1.14.1.5 Labeling history
1.14.2 Final labeling
1.14.2.1 Final carton or container labels
1.14.2.2 Final package insert (package inserts, patient information,
Medication guides)
1.14.2.3 Final labeling text
1.14.3 Listed Drug Labeling
1.14.3.1 Annotated comparison with listed drug
1.14.3.2 Approved labeling text for listed drug
1.14.3.3 Labeling text for reference listed drug
1.14.4 Investigational drug labeling
1.14.4.1 Investigational brochure
1.14.4.2 Investigational drug labeling
1.14.5 Foreign labeling
1.15 Promotional material
1.16 Risk management plans
Module 2 Summaries
2.2 Introduction to summary
2.3 Quality overall summary
2.4 Nonclinical overview
2.5 Clinical overview
2.6 Nonclinical written and tabulated summaries
2.6.1 Introduction
2.6.2 Pharmacology written summary

2.6.3 Pharmacology tabulated summary
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2.6.4 Pharmacokinetic written summary
2.6.5 Pharmacokinetic tabulated summary
2.6.6 Toxicology written summary
2.6.7 Toxicology tabulated summary
2.7 Clinical summary
2.7.1 Summary of Biopharmaceutic Studies and Associated Analytical Methods
2.7.2 Summary of Clinical Pharmacology studies
2.7.3 Summary of Clinical Efficacy [indication]
2.7.4 Summary of Clinical Safety
2.7.5 References
2.7.6 Synopses of individual studies
Module 3 Quality
3.2 Body of data
3.2.S Drug Substance [name, manufacturer]
3.2.5.1 General Information
3.2.5.1.1 Nomenclature
3.2.5.1.2 Structure
3.2.5.1.3 General properties
3.2.5.2 Manufacture
3.2.5.2.1 Manufacturer(s)
3.2.5.2.2 Description of Manufacturing Process and Process
Controls
3.2.5.2.3 Control of Materials
3.2.5.2.4 Controls of Critical Steps and Intermediates
3.2.5.2.5 Process Validation and/or Evaluation
3.2.5.2.6 Manufacturing Process Development
3.2.5.3 Characterization
3.2.5.3.1 Elucidation of Structure and other Characteristics
3.2.5.3.2 Impurities
3.2.5.4 Control of Drug Substance
3.2.5.4.1 Specification
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3.2.5.4.2 Analytical Procedures
3.2.5.4.3 Validation of Analytical Procedures
3.2.5.4.4 Batch Analyses
3.2.5.4.5 Justification of Specification
3.2.5.5 Reference Standards or Materials
3.2.5.6 Container Closure Systems
3.2.5.7 Stability
3.2.5.7.1 Stability Summary and Conclusions
3.2.5.7.2 Post Approval Stability Protocol and Stability
Commitment
3.2.5.7.3 Stability Data
3.2.P Drug product [name, dosage form, manufacturer]
3.2.P.1 Description and Composition of the Drug Product
3.2.P.2 Pharmaceutical Development
3.2.P.3 Manufacture
3.2.P.3.1 Manufacturer(s)
3.2.P.3.2 Batch Formula
3.2.P.3.3 Description of Manufacturing Process and Process
Controls
3.2.P.3.4 Controls of Critical Steps and Intermediates
3.2.P.3.5 Process Validation and/or Evaluation
3.2.P.4 Control of Excipients [name]
3.2.P.4.1 Specification(s)
3.2.P.4.2 Analytical Procedures
3.2.P.4.3 Validation of Analytical Procedures
3.2.P.4.4 Justification of Specifications
3.2.P.4.5 Excipients of Human or Animal Origin
3.2.P.4.6 Novel Excipients
3.2.P.5 Control of Drug Product
3.2.P.5.1 Specification(s)
3.2.P.5.2 Analytical Procedures
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3.2.P.5.3 Validation of Analytical Procedures
3.2.P.5.4 Batch Analyses
3.2.P.5.5 Characterization of Impurities
3.2.P.5.6 Justification of Specification(s)
3.2.P.6 Reference Standards or Materials
3.2.P.7 Container Closure System
3.2.P.8 Stability
3.2.P.8.1 Stability Summary and Conclusion
3.2.P.8.2 Post-approval Stability Protocol and Stability
Commitment
3.2.P.8.3 Stability Data
3.2.A Appendices
3.2.A.1 Facilities and Equipment [name, manufacturer]
3.2.A.2 Adventitious Agents Safety Evaluation [name, dosage form,
manufacturer]
3.2.A.3 Novel Excipients
3.2.R Regional Information
3.3Literature references
Module 4 Nonclinical Study Reports
4.2 Study reports
4.2.1 Pharmacology
4.2.2 Pharmacokinetics
4.2.3 Toxicology
4.3 Literature references
Module 5 Clinical Study Reports
5.2 Tabular listing of all clinical studies
5.3 Clinical study reports and related information
5.3.1 Reports of biopharmaceutic studies
5.3.2 Reports of studies pertinent to pharmacokinetics using human
biomaterials

5.3.3 Reports of human pharmacokinetic (PK) studies
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5.3.4 Reports of human pharmacodynamic (PD) studies
5.3.5 Reports of efficacy and safety studies [Indication]
5.3.6 Reports of postmarketing experience

5.4 Literature references
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DAY ACTION
1 Buduveantstunsideusiuen
80 173U Receipt of the Assessment Report(s) 910 Rapporteur and Co-

Rapporteur(s) fiuszifiulag CHMP members wag EMA

94 PRAC Rapporteur MAYIVDIAUNII1 RMP assessment report %34%1714
nsMauEulueuIAnLAgInU pharmacovigilance plan wag risk
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DAY ACTION

157 FIUTBNUNANITUTEIUNTNBUAUBIIN CHMP (Co-) Rapporteurs Whay
PRAC Rapporteur 71l#5U21n CHMP, PRAC members wag EMA

160 PRAC CHMP Committee members kay EMA @spnufniiiuineiiunis
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LazaLTNYiNsuanIANARLTIY PRAC vhnisussidiuningiu
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® Land1sdaunsauluniIstunsiauniIsuen

Module 1: Administrative information

AN51971 28 WARISIEALLIEALBNANSTIUNTSEUNLD8UANS UL module 1

1.0. Cover letter Applicable
1.1. Comprehensive Table of contents Applicable
1.3. Product Information Applicable

1.3.1. SPC, Labelling and package leaflet

1.3.2. Mock-up

1.3.3. Specimens

1.3.4. Consultation with Target Patients Groups

1.3.5. Product Information already approved in the Member

States
1.3.6. Braille

1.4. Information about the experts Applicable (to be
1.4.1. Quality signed by the
1.4.2. Non-Clinical expert responsible
1.4.3. Clinical for the information

included in Module

2.3)
1.5. Specific requirements for different types of applications
1.6. Environmental risk assessment Not required
1.7. Information relating to Orphan Market Exclusivity Not applicable
1.8. Information regarding Pharmacovigilance Not applicable
1.9. Information relating to Clinical Trials Not applicable

a Y a

o 1 9 ] <3 =y s Y]
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)
I 9 Aaa 9 =y a s 1 Ao o
uJuuﬂm@gammuﬁmmmmiﬂiwmﬂﬁﬂgtymwuwmmummmzwmﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



Module 2: Common Technical Document Summaries
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A15197 29 WERSIYRLLIYALBNENSNITUNSEUNLD8UANS UL module 2

2.1. CTD table of contents (Module 2-5) Applicable

2.2. Introduction Applicable

2.3. Quality Overall Summary Should be
2.3.S. Quality Overall Summary Drug Substance included

2.3.P. Quality Overall Summary Drug Product
2.3.A. Quality Overall Summary Appendixes
2.3.R. Quality Overall Summary Regional

Information

2.4. Non-clinical overview

2.5. Clinical overview

2.6. Non-clinical written and tabulated summaries Generally not

2.6.1. Introduction required, unless
2.6.2. Pharmacology Written Summary requested by the
2.6.3. Pharmacology Tabulated Summary competent
2.6.4. Pharmacokinetics Written Summary authority
2.6.5. Pharmacokinetics Tabulated Summary
2.6.6. Toxicology Written Summary

2.6.7. Toxicology Tabulated Summary

2.7. Clinical Summaries Generally not

2.7.1. Summary of Biopharmaceutics and required, unless
associated analytical methods requested by the
2.7.2. Summary of Clinical Pharmacology Studies competent

2.7.3. Summary of Clinical Efficacy authority
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2.7.4. Summary of Safety
2.7.5. References

2.7.6. Synopsis of individual studies

Module 3

a a d' 44' = o w
B3N 30 LLaWi’]EIa%LE]EJWQL@ﬂﬁqimiﬁUﬂ’ﬁﬁuvmL‘UEIUW']?“UEJ'] module 3

3.1. Table of contents of Module 3

Applicable

3.2. Body of data

3.2.5.1.3. General Properties (name,

manufacturer)

3.2.5.2.3. Control of Materials (name,

manufacturer)

Intermediates (hame, manufacturer)

(name, manufacturer)

(name, manufacturer)

3.2.S. Drug substance (name, manufacturer)
3.2.5.1. General Information (name, manufacturer)
3.2.5.1.1. Nomenclature (name, manufacturer)

3.2.5.1.2. Structure (name, manufacturer)

3.2.5.2. Manufacture (name, manufacturer)

3.2.5.2.1. Manufacturer(s) (name, manufacturer)

3.2.5.2.2. Description of Manufacturing Process

and Process Controls (name, manufacturer)

3.2.5.2.4. Controls of Critical Steps and

3.2.5.2.5. Process Validation and/or Evaluation

3.2.5.2.6. Manufacturing Process Development

3.2.5.3. Characterisation (name, manufacturer)

3.2.5.3.1. Elucidation of Structure and other

Applicable
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Characteristics (name, manufacturer)
3.2.5.3.2. Impurities (name, manufacturer)
3.2.5.4. Control of Drug Substance (name,
manufacturer)
3.2.5.4.1. Specification (name, manufacturer)
3.2.5.4.2. Analytical Procedures (name,
manufacturer)
3.2.5.4.3. Validation of Analytical Procedures
(name, manufacturer)
3.2.5.4.4. Batch Analyses (name, manufacturer)
3.2.5.4.5. Justification of Specification (name,
manufacturer)
3.2.5.5. Reference Standards or Materials (name,
manufacturer)
3.2.5.6. Container Closure System (name,
manufacturer)
3.2.5.7. Stability (name, manufacturer)
3.2.5.7.1. Stability Summary and Conclusions
(name, manufacturer)
3.2.5.7.2. Postapproval Stability Protocol and
Stability Commitment (name, manufacturer)
3.2.5.7.3. Stability Data (name, manufacturer)
3.2.P. Drug product (name, dosage form)
3.2.P.1. Description and Composition of the Drug
Product (name, dosage form)
3.2.P.2. Pharmaceutical Development (name,
dosage form)
3.2.P.2.1. Components of the Drug product
(name, dosage form)
3.2.P.2.1.1. Drug Substance (name, dosage

form)
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3.2.P.2.2. Drug Product (name, dosage form)
3.2.P.2.2.1. Formulation Development (name,
dosage form)
3.2.P.2.2.2. Overages (name, dosage form)
3.2.P.2.2.3. Physicochemical and Biological
Properties (name, dosage form)
3.2.P.2.3. Manufacturing Process Development
(name, dosage form)
3.2.P.2.4. Container Closure System (name,
dosage form)
3.2.P.2.5. Microbiological Attributes (name,
dosage form)
3.2.P.2.6. Compatibility (hame, dosage form)
3.2.P.3. Manufacture (name, dosage form)
3.2.P.3.1. Manufacturer(s) (name, dosage form)
3.2.P.3.2. Batch Formula (name, dosage form)
3.2.P.3.3. Description of Manufacturing Process
and Process Controls (name, dosage form)
3.2.P.3.4. Controls of Critical Steps and
Intermediates (name, dosage form)
3.2.P.3.5. Process Validation and/or Evaluation
(name, dosage form)
3.2.P.4 Control of Excipients (name, dosage form)
3.2.P.4.1. Specifications (name, dosage form)
3.2.P.4.2. Analytical Procedures (name, dosage
form)
3.2.P.4.3. Validation of Analytical Procedures
(name, dosage form)
3.2.P.4.4. Justification of Specifications (name,
dosage form)

3.2.P.4.5. Excipients of Human or Animal Origin

q
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(name, dosage form)
3.2.P.4.6. Novel Excipients (name, dosage form)
3.2.P.5. Control of Drug Product (name, dosage
form)
3.2.P.5.1. Specification(s) (name, dosage form)
3.2.P.5.2. Analytical Procedures (name, dosage
form)
3.2.P.5.3. Validation of Analytical Procedures
(name, dosage form)
3.2.P.5.4. Batch Analyses (name, dosage form)
3.2.P.5.5. Characterisation of Impurities (name,
dosage form)
3.2.P.5.6. Justification of Specification(s) (name,
dosage form)
3.2.P.6. Reference Standards or Materials (name,
dosage form)
3.2.P.7. Container Closure System (name, dosage
form)
3.2.P.8. Stability (name, dosage form)
3.2.P.8.1. Stability Summary and Conclusion
(name, dosage form)
3.2.P.8.2. Postapproval Stability Protocol and
Stability Commitment (name, dosage form)
3.2.P.8.3. Stability Data (name, dosage form)

3.2.R. Regional information

3.3. Literature References Applicable
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Module 4: Non-clinical study reports

= = A N = o w
AN 31 LLami']EJaSL@EJﬂQLaﬂa'ﬁﬂ/ﬂsmuw]iﬂu%%L'UEJ'LW]']TUEJ'] module 4

4.1. Module 4 Table of Contents Applicable
4.2. Study Reports If applicable
4.3. Literature References If applicable

Module 5: Clinical study reports

AN5197 32 WARSIYALLIYALBNANSNITUNTSEUNZD8UANS UL module 5

5.1. Module 5 Table of Contents Applicable
5.2. Tabular Listing of All Clinical Studies If applicable
5.3. Clinical Study Reports If applicable

5.4. Literature References
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Licence applications: marketing
authorisations (including extension
applications) fees

Major

Mational fee (including hybrid applications)

Decentralised procedure where the UK is a concerned member state (CMS)
Major (reduced in exceptional circumstances or orders under Section 104/105)
Outgoing mutual recognition where the UK is the reference member state (RMS)
1stwave

2nd wave

Incoming mutual recognition with the UK as a CMS and European reference products

Y a

£92,753

£89,556

£29,732

£4,573

£27,308

£62,42
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Abridged complex

National fee (including hybrid applications)

Decentralised procedure where the UK is a concerned member state (CMS)

Outgoing mutual recognition where the UK is the reference member state (RMS)

15t wave

2nd wave

Incoming mutual recognition (UK CM5) and European reference products

Abridged standard

Mational fee

Decentralised procedure (UK CMS)

Outgoing mutual recognition (UK RM3)

15t wave

2nd wave

Incoming mutual recognition (UK CM5) and European reference products

£25,643

£24,760

£10,753

£7133

E17,330

£9,402

£9,078

£4,282

£3,567

£6,350
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Bbridged simple

National fee £2,564
Decentralised procedure where the UK is a CMS £2,564
Qutgoing mutual recognition where the UK is an RMS £2.564
Outgoing mutual recognition (informed consent) £2,564
st wave £2,564
2nd wave £2,564

Duplicates for all of the above outgoing mutual recognition applications when undertaken at the same time  £2,564
as the lead application

Decentralised procedure where UK is RMS

Major £121,664
Abridged complex E£35,634
Abridged standard £15,659
Abridged simple £8,105

Extension application
Extension application group (Mational fee) £25,643

Extension application group bulk (Mational fee) £9,402
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Extension application group
Decentralised procedure where the UK is RMS £35,634
Decentralised procedure where the UK is CHMS £24,760

Outgoing mutual recognition (UK RMS)

1st wave £10,753
2nd wave £7133
Incoming mutual recognition (UK CMS) £17,330

Extension application group bulk
Decentralised procedure where the UK is RMS £15,659
Decentralised procedure where the UK is CHMS £9,078

Outgoing mutual recognition (UK RMS)

1st wave £4,282
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Extension application group bulk

Decentralized pracedure where the UK is RMS

Decentralized pracedure where the UK is CM5

Outgoing mutual recognition (UK RMS)

Istwave

Ind wave

Incoming mutual recognition (UK CMS)

(To which Section G of Part IV of the Annex to Council Directive 75/318/EEC refers)
Parallelimport complex application (2)

Standard application (2)

Simple application

Change of ownership (including THMPD registrations)

Manufacturers' licences (including THMPD and homeopathic medicinal products
Standard (3)

Non-orthadox practitioner (NOF)

Change of ownership
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£15,659

£9,078

£4,282

£3,567

£6,350

£18,180

£6,663

£1,792

£442

£3143

£183

£344
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Sequence Type

O 0O O 0O O O O

Application form (g.1)

@)

CPP (In case of Importer)
o duoyatnanusuNNaBIaNTT drug_esubmission@fda.moph.go.th lagRsiite
BAI “Request e-Submission Identifier”

e rUsznounisazlasu Identifier number a1ely 10 Juvinis

3. msmsfmaaummgnﬁawaqLana'lsfiauﬂ'ls?iuﬁ'ma
. QﬂizﬂaUﬂﬂsﬁﬁLﬁuﬂﬂiﬁﬂﬁz
o Mwewduag dwuamaaeuaugndesdmiunistunsdouiiveuuy
Bidnnsedind (e-CTD Validation Criteria Version 1.0) wasRuniana1sHa

o mimfsgaaw{maﬂmi niyUsgneus wgﬂgma .
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o gl dlrusn1sus Teelufianldany aunsaldarnduddnen

4. msﬁﬂdﬁagaL%’ﬁgjizuu/miﬁuﬁwa
e fUsznoumsiiiunsdavsnethddoyaingszuurudiuduni
drug_esubmission@fda.moph.go.th IWEJ??Q%%&ME??}“ Request submission
appointment”
e lulutamnehdseyaidiszuu fussneunmmienansdiiande -
O wild@eUzniln (Cover Letter ) @u@Ingnauuuynelsena 911U 2 atu
o) mamimwaaummgﬂéfaaﬁaums?juﬁwa
fuaTunzdeusnuen (WU o.e) Himsatubeuses
CPP

[

CD/DVD flussateyaiidmmdounadoiisun Th Module 1 Specification V

Y

O O O

1.0

e fUsznounsiesinisdananenielu 30 Jundslalay Identifier

5. N1598NLAYIU
o luluiifusznounminiudveiidningniudmihiiasshnsnseasunnugndedy
Fanafindnada mnkunsrsadeudiifagyinnisasiuteyadngssuy
e fFuiinraudve (Product Team Lead) azvimsnsinaeudvatiowiu (Screening)

WALATDBNLAVSU 015 Aely 30 Tuynng

6. N3UsHLAU
e H5UHAYOUAYD (Product Team Lead) agvin1sueunanenulvifiugidei ey

e JEIYILIINITUTTIY HusruLBidnnsedind
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& d o o o w - - -
Funsumstumvadunzdsuiidusuudidnnsatng (E-submission)

H P L .
1. TUABUNITIUYD E-submission Identifier

o . = = = A P = n
dilsznavninsanmeandedivefunsdowiomuuuiifinnss ind Ty Excel Template
(%1 Dowload 1ifduleddiing aalilasinis “Tessnnsiuuinisluvzideuguoy E-submission”
#ia “Excel Template §wduiiune E-submision Identifier T 2559 (http//drug fda maph go th/)

winyldaunmuonans 1w fee 0.1 Fdareduwdifuaymin) uag CPP (hedamind)

A A

dsu1d38wad drug_esubmission@fda.moph.go.th

INN or Generic Name : Foandgnweild auwesgiu

International Nonproprietary Mames {(INNs)

Dosage Form : §748417UkUL The European Directorate
for the Quality of Medicines & HealthCare (EDOM
Standard Terms)

TaiFin
- danduutla 10 %u
Wiwihd eamsraseurugnfinsrasioyaly Excel Template Usznauduenmsivuuun P

l Hayagniio
ag

2808 E-submission Identifier

4 Y
2. UAvunen1suuAIUaASILIN

i 30 Fwhms

s T J . . n\. 3].-!;-.
flszneumsudslnvanyunfiduad drug_esubmission@fda.moph.go.th — R
E-submission

l Identifier

oy Buduiulavuie

A

3. pMsduArveTunzideudniuswuudiannseiind

o

fusenaunifaasemanmisasinatoyarwelinsudugnies fil
Cover Letter (wilsdarinas 2 4a)
Avaa .1 ( atfudd 2 ge)
validation Report (1 %)
GMP waz CPP (nsdendidn) (@iuafe 1 ga)
Media formats Fussqldd e (1 mm)
WeB / ue B (1 9m)
fAr¥usoineg fiferatunsiumsSowhiuem (1 90) Audaaly
wilsdouaudung (1 ya)
wuuslafufuiintayansdewdiiven (1 a)

wwsitiavane TngAnranaitionly nuiaszuy (Wiea 315)

v e v Taleinu
Wil ae. psIAL0NaTS way Upload File g sever I_%

l Hufienansuas Validation Report
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l snuisenasusy Validation Report

Import bz

!

seniaviuinmT uasiu Media formats,

Cover Letter #iasfuuda wazliluiudmae

!

Admin Assingment PTL/CO PTL Tussuu

|

duRBUMIATINADULALTELuA I

4. msuszdlumvadunzifoudmdueuudidnnsaiind

PTL/CO-PTL AsamapuA1valimsiu ety PTLACO PTL agunaudily (LOQ)
=l 4’ w ) " - I3
el 90 Tu amRioysswy » | wdsilsznaunsEuELaEnan

l Tisiufily l

gilssnaunBudavineuily (Seq...)

aonaviuLT

Inedpumiemanauas dtogadivofudluld
l AsUfUgNEY fail
Cover Letter (wiladothas 2 4n)

wdaiusznaunsuniudee 8.1 fauaniud
Tracking Table (1 %ja)

l Validation Report (1 9n)
PTLACO-PTL Assingment gliitnmneusag Media formats fiussabidduaudle (1 4m)
smdlussuu AwsasyssLane agunnauniy LOO
l LanasBY 9 7 PTL/CO-PTL fasue

PTL/CO PTL Uswamughieangy

|

PTL/CO-PTL davimtisdnauiiausudiudia

!

Wi e, Sndamifidenderiueg Tufly

sl (uiansd)

l laifudle
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wusaspanludfynsiuns Doudifu

5. nsdusasunaludagnsiunsdeuaivensuudiannsaiing

Y

Ui gEudwadufivivasduivios Weawuuausludifey fil
aanuasananImiveaiuiivilyiooyliangn

P3 manufacturing site Waz P 5.1 Finished product specification

d' & d' o X = o v a a 4
E‘Uﬂ?‘WVI 19 wansflowchart YURBDUNITIUAIVDYUNLLUYUANTULLUUBLANNIDUNA (E-

submission) 1%
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a ISP H
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JoNNUAIUNITIAATLULDNENT

29AUSENAUNENVDINITIUAIUBLUU eCTD Usenaunie:

1. Directory structure ®”

A19971 38 LansiIeeg Directory structure U89 Nzidaumsuayil electronic identifier
el123456

a Y a

o v 3 s @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)

v
a 1 ]

I 9 Aan 9 =y = Ao o
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Wemnmueazgnilisnulusy XML auglumeiiiedesonishum i 0

13197 39 Module 1.0 Cover Letter and Tracking Table

Section ID Business Terminology XML-Element

1.0 Cover m1-0-cover
1.0.1 Tracking Table m1-0-1-tracking
1.0.2 Cover Letter m1-0-2-cover-letter

2. XML eCTD instance®”

Example 6-1: Instructions for a Simple New Submission’
The following XML fragment demonstrates the submission of a clinical overview of efficacy as a single
PDF document.

<7xml version="1.0" encoding = "UTF-8"7>
<IDOCTYPE ectd:ectd SYSTEM "util'dtd/ich-ectd-3-x.dtd">
<?xml-stylesheet type="text/xsl" href="util'style/ectd-2-1-x xsl"?>
<ectd:ectd xmins:ectd = "http://www.ich.org/ectd” xmins:xlink = "http-//www.w3c.org/1999/xlink">
<m2-common-technical-document-summaries>
<m?2-5-clinical-overview xml:lang = "en">
<leaf ID="5123456" operation = "new” xlink:type = "simple" checksum-type="md5”
checksum = "e854d3002c02a61fe5cbe926fd973401" xlink-href = "m2/25-clin-
over/clinical-overview.pdf" application-version = "PDF 1.4">
<title>Clinical Overview=/title>
<leaf>
</m2-5-clinical-overview=
</m2-common-technical-document-summaries>
</ectd-ectd>

This submission includes the file “clinical-overview.pdf” in the relative directory “m2/25-clin-over/” (i.e.
the one starting below the dossier number directory). The file is “new” and has a descriptive name of
“Clinical Overview™

The regional review application should treat this as a new submission to be associated with the submission
identified in CTD module 1, which is region specific.

sUAWT 20 uansiIoE1s XML eCTD instance

v 0 o <3 a P A o
unAngotazuiudoyantiumuvesnssauSyaninusnldusms luadulyangma (CUIR)

I Y an FY a P ] A v W
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3. Content files

M157197 40 FeEne Content files 484 Module 1 Th eCTDE?

Module 1 Th eCTD Detail

Module 1.0 Cover Letter and Tracking Table

1.0.1 Tracking Table History of Sequence
- Required by Validation Criteria

1.0.2 Cover Letter Overview of application and
sequence

- Required by Validation Criteria

Module 1.2 Application Form

1.2.1 Application Form WUUAYDTUNZLTBUAS U LU

ASEAN HARMONIZATION (huv #.1)

1.2.2 Annexes

1.2.2.1 Letter of Authorization | ¥l9@euauUs1u1a (authorization

form)

1.2.2.2 Manufacturing License | dwunlusugianang1unutagiy

1.2.2.3 Production Permit ANYBBUNNANERLIAIBENS (LU
He.8)
1.2.2.4 GMP Certificate dumiladeiuses GMP vadKEn

duumiadeiuses GMP vaaKan

ANgUSTINA

1.2.2.5 Importing License drunluoygndvisodee ik

Tagtu Whanlusverandns

1.2.2.6 Import Permit ﬁ'ruaaigfgﬁmﬁm%aé"&mﬁaazhw
(WU U8 .8)
1.2.2.7 CPP-CFS Certificate NN UTDINARAUNEN

Module 1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

1.3.1.1.1 Product Description 2810 (Labelling)

[ @ 3 a J a @
unaageuazuudoyantivauued Iassaulsganinusnliusms luadsdynnawa (CUIR)
I 9 Aan 9 =y a s 1 Ao o
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1.3.1.2 SPC Toyalagaguvesndninginuiuy
Summary of Product
Characteristics (SPC) #3® Product
Data Sheet

1.3.1.3 Package Leaflet

1.3.1.3.1 Package Leaflet - Thai | lena1siiiuenniwlng (SPC/PI/PIL)

1.3.1.3.1 Package Leaflet - LONENIAAUYINIYIDINYY
English (SPC/PI/PIL)
1.3.1.3.1 Package Leaflet - lnasifugnnwdu (SPC/PI/PIL)
Other Language — Optional
1.3.2 Mock-up $19819 Aa1NLAZLENAITAINUEN
- Optional
1.3.3 Specimen g‘dmamﬁmaﬁwztﬁﬂu 21y gLin

<
LLﬂ‘U‘Qﬁ be1E YUY

1.3.4 Consultation with Target Patient | Kan15M13eiUgeNENGY

Groups - Optional

1.3.5 Product Information already approved in Other States

o Y v

1.3.5.1 Foreign Regulatory AsuseINsisteayansiuneideu

Status fsuen Tulszinasig 9

1.3.5.2 Foreign Product Information

1.3.5.2.1 < Product Information | tenansmiveilasueudily

Type> FaUTEINe
— Optional
1.3.5.3 Data Similarities and nasiUIsuTBUAMILUE DU/
Differences UANFY
— Optional
1.3.6 Braille NYILUAR
- Optional

Module 1.4 Information about the Experts

[ [

1.4.1 Quality DUAKIALFTHUDNAITAUANN

Y

unAngeuazuuvoyantumuved Inssnusyaunusn 1vusns luaaayangmd (CUIR)
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- Optional

1.4.2 Non-Clinical

Toyandnwssaenatsauiiily

ARUN

- Optional

1.4.3 Clinical

UUARANATYULBNATAUAFTN

Y

- Optional

Module 1.5 Specific Requirements for Different Types of Applications

1.5.1 Information for

Bibliographical Applications

- Optional

1.5.2 Information for Generic,
'Hybrid" or Bio-similar
Applications

- nansoeden s duenaniisy/e

andieylvsl/enTyingpdne i

1.5.3 (Extended) Data/Market

Exclusivity

AFUTRINSUItayadniinsen

1.5.4 Exceptional

Circumstances

- Optional

1.5.5 Conditional Marketing

Authorization

o w =

ASuTRaRaulunsTUNzLDsuANSUeN
ASUTRaRaUluNIsTUNZLDeUANSUEN

2NN AFUsEINTEENIiueAY

1.5.6 Additional Trade Name - Optional
Declarations
1.5.7 Co-marketed Medicines - Optional

Declarations

Module 1.6 Environmental Risk Assessment

1.6.1 Non-GMO Mandatory Selection

- Required by Validation Criteria
1.6.2 GMO Mandatory Selection
vanews) Budeyaifisaud 11Wd | - Required by Validation Criteria

Y
wihu ldeugnlviudeyans
1.6.1 uaz 1.6.2

Module 1.7 Product Interchangeability Equivalence Evidence

=)

4

unaagouaziiuveyaniuauved IassnufSyaruwusnIvuins luadalyagma (CUIR)
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1.7.1 BE Protocol nanguanaumiieuiulung
1.7.2 BE study report 98N isvasHARSei(Product
1.7.3 Comparative in vitro Interchangeability Equivalence
dissolution/release studies evidence) (571f5lATIN1ANYINE
1.7.4 Comparative clinical BE, including BE protocol)
studies

1.7.5 Comparative

pharmacodynamics studies

1.7.6 Other

Module 1.8 Information relating to Pharmacovigilance

1.8.1 Pharmacovigilance System - Optional
1.8.2 Risk-management System - Optional
1.8.3 SMP Protocol - Optional

Module 1.9 Information relating to Clinical | - Optional

Trials

Module 1.10 Information relating to - Optional
Pediatrics

Module 1.R Responses to Questions - Optional

Module 1.A Additional Data

1.A.1 Assessment report from other - Optional

regulatory agency

1.A.2 Checklist Form/ Self Assessment - Optional

Report

1.A.3 Information on Development Studies | - Optional

1.A.4 COA from Institute of Biological NAIAT LN T Ing ey el
Product nsguaves antuining

ASUANYIANEATNITUNNE NI

gosluulazdulyi(BIOLOGICS)

1.A.5 Comparison Table TayalUIeuLiguten-taidy

eI lrinveIunggunu

gnlungunisintninuilsn
UNARgoUAZUNNTOYARVUIANVDI IATINTHUTYYIHWUTN 1M U3 N3 THAAI 19w (CUIR)
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wennunladunsidsuluuseine
InendmisluwiUseansuanas

AUUaanY

1.A.6 Information of Exportation - mivdefnsiasenInelseinagan
%39 Invoice %38 Proforma
Invoice %38 Letter of Credit
(nseldsoen)

- MJ9F0WITRENEINSUAIDON

o 1

1.A.7 Declaration from applicant A13UTB99 LU ANSUTONEY
ATuNZIUURNTUEENITYY /81
anddaylval /el /en3ving vy

/873A3u Ansuseauluni1siu

IS o

N UYUASUYT AISUTDINTITHA

Jauadnsunsen Asusesdauly

Y

nMsTungilewmsuenanizngy

[

ANSUTRIRaUluNsTUNELDeu

'
o A

ANSULINBNAI0DNANUTELNA

o = 13 [ £
ANUTBINNTLIENLNUEN LUUAU

1.A.8 Template of Database entering wuutuiindeyangidousinsuen

(Optional)

Module 2 %
Module 2.1 Common Technical Document Summaries (Modules 2-5)
Module 2.2 Introduction
Module 2.3 Quality overall summary
2.3.1 Introduction
2.3.S Drug Substance - NAME — MANUFACTURER
2.3.P Drug Product — NAME
2.3.A Appendices
2.3.R Regional Information

Module 2.4 Nonclinical Overview

[ @ <3 a s a @
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Module 2.5 Clinical Overview
Module 2.6 Nonclinical Written and Tabulated Summaries
Module 2.7 Clinical summary
Module 3 %
Module 3.1 Table of Contents of Module 3
Module 3.2 Body of Data

3.2.S Drug Substance

3.2.P Drug Product

3.2.A Appendices

3.2.R Regional Information

Module 3.3 Literature References
Module 4 %
Module 4.1 Table of Contents of Module 4
Module 4.2 Study Reports
Module 4.3 Literature References
Module 5 "%
Module 5.1 Table of Contents of Module 5
Module 5.2 Tabular Listing of all Clinical Studies
Module 5.3 Clinical Study Reports

Module 5.4 Literature References

a
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