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6/4 B2(E1t—HARR)

6/5-6/6 211 2018 FEA4: 55 8hE (MHLW)EIL T BUE N B & Bt a5
WG TRIE(PMDA)IT S8 35 N\ B0 &

6/7-6/8 {E PRI

6/9 BR(HAR 510

EN Y oW =

SIS & B R - e H SR MR

F—K(6/5)
A Proposed Topics
10:00-10:50 | Interaction between MHLW and PMDA
(1) The responsibility and cooperation of MHLW and PMDA
(2) The challenges of MHLW in overseeing PMDA
10:50-11:00 | Break
11:00-12:00 | Personal Medicine

(1) Management for personal medicines delivered by
international parcels and couriers (the prescription drug and
OTC drugs not approved by MHLW/PMDA)

(2) For OTC drugs sold from the Internet, does Japan an open
attitude for drug import and export? Are there any restrictions
to the quantity?

13:00-15:00 | The consultation process

(1) The application process, consultation fee and application




criteria
(2) The challenges, difficulties and solutions in consultation
(3) The binding between consultation minutes and NDA/IND
cases

(4) The role of MHLW during the consultation process

15:00-15:15

Break

15:15-17:15

The Management of pre-market approval
A. The management of drug products
(1) The application and review processes
(2) Refuse to file
(3) The communication processes between the sponsor and
reviewers
(4) External consultants

(5) The QA of review reports

FHK(6/6)

10:00-12:00

E-submission and platform

(1) The management of platform, electronic certificate, drug
license and package insert, as well as review and response
processes

(2) The cooperation in application and review processes

between MHLW and PMDA

13:00-14:00

The Management of pre-market approval
B. The management of drug substances
(1) The management of drug substance distributors

(2) Drug master file




Post market management
(3) The variations of drug substances (who shall apply for the

changes)

14:00-15:00 (4) The GMP for drug substances

15:00-15:15 | Break

15:15-17:00 | Post market management

(1) The definition and review processes of major and minor
changes

(2) The management of major changes

(3) The management of minor changes (annual reports or

others)

17:00-17:15 | Wrap up

(Z) TR
E4Z8E (MHLW) BT T EUA N\ B4

HAEAZH A MAILW) K —FrEHE —B&EH - £E5HER
(Pharmaceutical Safety and Environmental Health Bureau) T & #5580 T
BrnfEY)EHE AR R F AT 2R - BEELHEBURB S S EH FE
B o I TEUE NS SR s S S B (PMDA)FY 2004 ERLIT. > FEEIER
o TRIR R & LLIEA o3 Bl > B SRl B B DA N B dsma SO
FHEAR NSV REETlE -

PMDA &5 2 EFEFER - Ba%En - BEGM R bitmEE > BamEl ol
HEA SIS B HHF O EE - OARSnE RS SCHF AR TR BB -
H1 PMDA 253 & » MHLW ¥f PMDA 7 &G FUF & AERUE § IR
EUAEN B E R OETTAEPEE AR R E B HE AR
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HHE - PrégandEarEITERE T - PMDA &5 4R Rslast & LB maRE
7 AR BLEE T 2 BB RRUE R EI G B LU
B PMDA T{E > il PMDA $e QHFH AT RIF R (%

H o

FEHAEE s PR R il 7y - PMDA 2 K aEga 55 X112 - PMDA
FEAMETYIIEFL - Y PMDA Frpl SRSy 2 TR EE
A B AR IR S e M bR RS < AU » SRR RIS
B HH SE A R B EE RIS B A A AT 48 (I P ER R R Fom AL B2 R - — e
G B RER R R i I Fs PMDA BAZEZ s 4s I  RITE AR
RErR D AR R 844 - H ARSI RENE 52T AgG(firstin human)
AYEE LR R\ SR AR fE] fy VU4 © PMDA F&ESEHR - SRRV EDRE T
MHLW {E g8 AR -

HratgE B E oy o WP+ 3R S5 A i B 50 H EE DA RCHR IR A8 FH RO % =

( Common Technical Document, CTD ) f22E& K} » PMDA #E{TE&E 1% [0 MG i
[ ~ BRI > BN R > FEE AR 00D e S MHLW > DUF] MHLW
FEATEIREHEAYEER - MHLW RS &1 - PMDA FLEERI A5 » 460
MHLW ZBdgEE & A 2= (Pharmaceutical Affairs and Food Sanitation
Council, PAFSC) BN R Z B 58513 » FFH MHLW {EREAERIZE -

SEnak sl oy TER Y - HEE A Ef2R PMDA 2t 55 - PMDA &5¢H
R L - A B E A ERNGE TER S ER R - Alg A
e ek B e T a0 BRAIE MHLW R EEEEEIRES » AN R EARHR
TENF » A EEEE MHLW 2281 -

HASE Ll PR 2 (8 RERIRSSR M E (GCP)fF e & R EE T 2 (8

REUE(F AR EL(CMP) T & MEE% 73 T UL GCP k. GMP &% & i PMDA



AR MHLW #zdy - Hrt GCP EIXEL 7 » Mkt ki R B i a5 1R -
PMDA grifE{THmEE - EEMELPE Phase Il BEPREEREZE B 10 BRI S ER
(Multi-regional clinical trial, MRCT)#{THE % » B G EE TSR E T
MHLW » RS/ g U E s s GCP EiLHLE 2 L am R E -

HUIME Z » MHLW B PMDA (% Ry W (E AR AR B SRR A - MHLW filE
B 1% - PMDA BT & EEHE > B MHLW iR PMDA & sia 45 SR F
BARHYHE -

i)

H ARSI A 588 A SR o e R 7 s ey (B e B re e e - #5 H SR
SR R R o DR ENETHErT - S5k H PMDA &R TET
(e B RslEs - BRSSO AR E B E T THAVER - & ] A
A -

PMDA {3 8295 & B[] & B 85 IR % SO 88 & 28 % - HURBRWE I T
{EERFT - BT R E AR ~ ] - BEPR T EEY) 55 B P R i S
IPREVEREEY)) 58 = BRI R TR A S A S ~ IR S SEARR 5 SR IUELP T Rt
AR JURE ~ MIRGE R UBURNEEY) » BTERF T R DUREEY) - AW Se A AR
JEH B A — e A S sl m EHAE K 12 (8 H - R F AR AR
H 75 donE st sk - PMDA SEA(E 12 (8 H N2 & SRR EE
2% - PMDA SRR 1555450 - PMDA fRHAVEE IR B B & pRE ERA
s#af)(pre phase-l) - B[I#E1T Phase | EgpRatEnRT < sligat Eake - T2 FEHIEER
N N R Y e e e YA 7 N b R B i e = A S 7 N I
BiF - REMR IR & n R UESER - TN - RERRE R R R A iR T
s e (B —) - MiEraE & B o a0 F a5 Al (Pre-NDA) RS s Bl =Z B 2
At BVERRRNUE A RSB ST HT - DRIIEG 2 {18 PR B 1 2 5 5 R i e 7 4
e EC HER L BB R S T e A AR At e Bk -



Scientific Consultations & Drug
Development Stage

Non-Clinical | -“ Clinical Review Post-Market

1 1 1 Tt 1

Pre P-I Pre P-ll End of P-lI Pre NDA Pre-post End of Re-
marketing evaluation
period

‘ Clinical trial consultations ‘

Regulatory Science Strategy Prior-Assessment
Consultation (R&D) Consultation

Modified from Figure by Ichimaru K et al, Clin Pharmacol Therapeut, 88: 454-457, 2010
m Training for TFDA on June 5-6, 2018 12

— PMDA ZE¥bfT 55 2% P e s i s

PMDA HysAsR G & FHAE — - & HFAVEEEENEREE © Ik
ERIREE B BRI S ) 8 FE(EE 1 Phase I Bz RaEz45 - (End of phase
I study) Je & &l 5 50 FH 35 il (Pre-Application) sksa T E R B #E S B0 i -
—f%IM= > End of phase Il study 38R % - M &G (£ ILIFESE phase 111 5{5E
e TR o

S ER SRS e B Y » B Fy T RS A ~ s ER RN R
[ RA SH I FE I L SR BRI K M B HVea e g - S B eash st E A
30 534 » HABRE A s A g RpE m s
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Example of consultation fees (non-orphan)

Consultation category Consultation fee (yen)/USD

Procedural consultation for drugs 150,900 yen/1,340 USD

Pre-Phase | study 4,578,500 yen/40,670 USD
End of Phase Il study 7,419,900 yen/65,910 USD
Pre-Application 7,419,900 yen/65,910 USD
Prior-Assessment Consultation (quality) 3,763,800 yen/33,430 USD
Prior assessment consultation for drugs (phase | study) 4,301,100 yen/38,200 USD
Prior assessment consultation for drugs (phase Il study) 5,551,000 yen/49,310 USD

Prior assessment consultation for drugs (phase Il / lll study) 8,622,300 yen/76,590 USD
Preliminary consultation Free of charge

Pre-submission pre-consultation meeting for review schedule Free of charge

M Training for TFDA on June 5-6, 2018 24

— PMDA sk 5% H
&% PMDA -] 34z s iats - 15 5t H PMDA s R % Se DI HIEIE

SR R SEr > B EBHAA S - 1 PMDA ARG SRIskE 5k =2 8
FEPGHIEE o PLE G RE 2% 2 /N > G iR i rlgk H PMDA &85k
= RO R B o SR HEERE L T A e e R B R A
{18 F i EAgER S - B AT H 2B —(E T e - PMDA &ffiEZ
22 PEBHE H A - HEEE R Gk a) IR Bt e fHR &k - PMDA &N EREr
Rk il s o b L 5'C AT 5 BERR P © SRR A P22 PMDA BYEE - AIlg H5HmE
HIH G5 - PMDA fE &R BA1& 30 H N5E s s & sRac sl P2 (R LRs -

PMDA 58 Ry fE s afsiia] - w] LUK 883 B B ]l e S - P E IR 4

AR G —GHEHEEIHE R R eE B R - (efif PMDA fEEEIR
BRI AR B ECHE AN > M ERE A AL AR - AL Ay
[ -
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NIRRT ILESR

A B s S SRR FR R AR CTD A dmilHiasg &kt - B=FRH
AR EER G SR IS WHEEE LTINS A EE - MFRERTRL
i CTD {5 FFESFHVMI: - 82 CTD W% » AR ORI FIEEE S - 5550
IR ARA R R ZE A 20 AR R A e 28 58 S —HU AR
B - FRAEZEEEEE T UAENAR ) WAL -

i

Format of application form

Application form

BEW=+= (5= | ALBIS for marketing
® A E ® & authorization
: B A4 | BT AR P
1 113
£ ¥ &
| 7 # # % W% &Non-proprietary names
| 5 R 5 5 i X it & & §Components and quantity or nature
[ M i # i &-Manufacturing process
| B # R © B & <¢Dosage and administration
W i X 3 # % &lndication

B ik BOU A % W M & Storage condition and shelf-life
o &k B s L #% &Specifications and Test Methods

o= o= [ & | Pr {3 Hi | FFATEE Sy RIFREEK Sy ARl U IRER T
g Drug product’s Name Location Aggigg?itelgn License number
L manufacturer — > —
{oes | BF 7E Hi | BFRIXOy BEREIX Sy | BFRIR R UIARER T
]I? o v Bl A 0 |
Drug substance’s

[ manufacturer % | Manufacturing site information

B 8 o
ERz L b EERAG ORGERTEOERA PR L £7

& B &b

i g H
Training for TFDA on June 5.6, 2018

4
f

= BgEan - BN ~ (bt RSN E AR A E

H A S A FH 55 2RI 4 12 [/ H - B G2 gl (AR B S 1
ER o AT - LT — e SR AN NS 12 (@ 7 - MR PR R
IFf] - HARHYRTEER AR - AREFEPS BRSNS - W AREIHIRE 4
J& o (g8l PMDA FHZ BT & DA EA S8 a2 P B EfE (B PY) - PMDA 2 4%,
RS E% 0 BrEL RS [ YRR AA sk (Initial meeting) » 2482 PMDA
B P A EL BRI » T PMDA SeREErRansh 5 A B RBAR RIS 17F GCP

E%5E1% PMDA E P B B S BRI N E R FE AL &al i £F GMP
12



BB TERRAERREE  EHET MHLW DIE R ESEE &SR
£r(Pharmaceutical Affairs and Food Sanitation Council) » i 58 & & 40 i g
HRmEEEFRGS R 0 L Ean g FFEAR 8 X(3,6,9,12 AARHR) - EEA
FyBSHl R EERT 5 5550 - MHLW it 3,6,9 K 12 H ABHEESR RIS » Fiplst A S
W B SRR R o R B T o 0 BESE Rl G PREE AT BLSERT 2 B - &
HEENFREREBERLE - HAEFELHE 120 [MgEe B Framets
EHE EGLLHSURABAY PMDA 4855 b » H P a5 pli oy 88 K e Bk 2
KT SRR S I GEER -

Review timeline for new drugs (standard review)
Review per‘iods ‘ LZmonths ’
e medan- 33-24-28 05-06-07_  S1-57-68 _ _12-15-20 07-09-1¢
5
a
g g
g . :
2 ®
< g ZEE - _
< RS, £ = g§ £ ©
3 |8 S g
= T GLP/GCP inspection > 2 2
%] . GMP inspection > é
=
: o
£ -
. 1 — ]

U HARM SRS s AR
IRFT A s AR S AC B A -G &R (Initial meeting) » & 25 R AR
DR Z[ERERS - PMDA G ig th A & s 20K - fan e s ml & SoRese i S A
A Gk E e A R VB R S S i TR IE I AN E
FHER & S H R i S8 A B B S A A s A Bl i L E A R - i da gram Al AT ek -
ifi PMDA EZSE B 52 & S ] 7y Ry &5 I 8 2 S I AT & % - PMDA S o0 #

F*V\H

13



GG RES ; REEFERGHR T S WEE - AR -
ERRREEEE - (HENSRE G EEEHAM AR TR E R SR -

H A S B 8 Se I AR AN FR BT AR (- (Refuse to file) - #8485
A TR —REEE — RER Gk R 5 28 AR SR e
{EFEMFHIEE - PMDA S DI EH S AHEAR FHEIVELH - BEhE I HE AR 2 SE AN
ik BEAEE - R —EH NS E BRI o FREAVRAHIE
Ty RIS Z B o3 R TEURTEIGRK ~ RO IRk BRI =R %
HEVTE R A B AR EIA A | i B AT RN SR ATE s mIE - e
GEFREAHIRE 2 0B > LAY B B A K
MEBEER B LGS

HAY 2004 4FFildaR2 B SE a5 5wt LA TE &k eCTD) High - L oy ik
(RN, CTD A RIRAL - B4 HASHT S A B B 50 B (Lt MG I R 1
AR AL BT - B AT4Y 90%FHE5E A eCTD ;5 FHEf 2020 4
safl R E T LA RGN S AR ESERRREER -

DL eCTD Ak s E R A BUSIRE EH 58 - B Es 22y H
i BUTHTEE ETE 8 RIS E R - B0 8 FIRAVEE R LI RS
SERERESCAIAREEZ DL eCTD 2 - HEERIZAE T » HuHEEEEA PMDA
WL T A (RS B AL 35 A A i  BUSIRE ST T EAER
PMDA €45 T—({EZH 5t (receipt number) » FEHIEHRISIESCAIFER] - HIEE
B SHEERER CTD AR 4mHFes - i L@ L2 BRI did - BRI
BEIE XML GBS - FEE 25 S8R ERE -~ (Validation tool) » R 244
ERPR T ~ A&EES EMEMES - PMDA 558 T EABATEE J5480s Bt
SN T (E R EE A AT BT R LR S oe 5 B D BHELE I E I e

EERIE B EREE - PMDA B8 B4 & M EEIRE -
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» Submission and Validation Overview

i I \

(T
Applicant PMDA

@
Request Create —
eCTD Receipt # | ¢ ' CTD Receipt# L DB [ ——

Ty

Prepare eCTD }1—

alidation™,_Yes

\

c—if'n
~ Validation _ ’?‘*_7-——7—

PMDA

Validation Tool r 1
A 4 @ocm
— . 1 h d #

{ Submit }7 Receive
J

k J

& 7 HrEEL RS U E T LA R

12 2016 4 9 HAl B LiEHEREF M DVD () g AT HEEE
sfedlk CTD Mz(HIEEE Iy DVD K HIEEE R Cover letter EMEE 5% - DVD
EREA SRS > FH PMDA BHfa#EE - Hrf DVD giRfifr{F 30 4 /£ 2016
10 HE%G - mIE AR ek S

2016 4F 10 H1% PMDA BliaERI o TR RS E R - FH SR AR s
— Ptk EEEPRE B &R  HIREERRERE R &Y EEXR » #t PMDA 17 Electronic
Submission Gateway(ESG) Z4RE(E KA EE e - H55 ARIH]K eCTD
PR ER BRI RS ESG 2x (4 - 1 2016 £ 2 2019 4 Ky jg il - HEgE s BT
#EFE CTD BRI BEREEERHxE T2 - (B4F 2020 1% - HEE AL R
1 eCTD F ESG 24

FIMESS SN BRI - PMDA @i eCTD BB HTML 555 » ERFE
IR D FEHR > ERIEREEERE - Fikas VSRR ZIME: - fElR
BRI, -
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i H
A ZIS

H A g K B ks A (Pharmaceuticals and Medical Devices Act){&)AH

E

2005 Jit{T1% - smFEEER S & (Market authorization holder, MA holder) ¥4
HEELHVE T - WHEESE LB RiE H#i(Good Quality Practice, GQP) -
BTE UM SR80S ~ poin B E - B Rinls B AN G $%an (B RS M #i(Good
Manufacturing Practice, GMP) - GQP FJz5 T R/EH 2 /A - GMP &5, 8% T
A ESRAEAE - 5 RGBS 7 iy B A 5EE - B sieinlr= G0 - BUEEE
IR BUEINE R RIS I A IR SERRE ) A H B & PR e
FRBAHRE R E VR ERE i ~ BUE— PR E B hn e & i DU - (Rl - s
AE SR VN RS R F R H R ARV - HAEIE LT GMP &%
E151 g PMDA &85 5 B S85% Il PMDA BBURF &%

GQP Management by MA Holder

MA Holder
MF in-country ‘ m ' Results Market Release
@sight / Record

representative Yy
Manufacturer Manufacturer Manufacturer Market
(APD) (Drug) (Packaging, Tesring) €

Obeying of GMP

( - :Product Flow)

75 Good Quality Practice Management i 2:[&

HAAE R 2E 215 2% (Drug Master File, DMF)AYEERANME T - HAZERIA
TE JFURHEE TR E B ek H HELE R Ry HIE SRS 2 (rag H SRy
know -how » FEEGACE #kHE S K AHBERHCTD Module 2 K Module 3) -
PMDA 4578 #k36 5% (H R S8 H 3 A 5 2 RS IR SR8 o AT nl3ehs
RIS 57E05% » PMDA A BB EKI &5 501U & - 2005 FEEFEE
EIEAE % - B SR & H oy Ik J7 S5 ET DR 6 F B A DM HYJFR 2 -
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Master File System of JAPAN

Supporting
Data

Efficacy, Safety,

Efficacy, Safety,

Quality (portion) Quality (portion)

MF Registration
Number

Closed Part
iManufacturing| Available by other drug
Method ete.)

Quality

anufacturin;

Registration
quality part
(CMC)

B+ HAERIEE T f%22(Drug Master File, DMF)&5

PMDA #£17 DMF 25 #iks » 5 i (e & B R k) 45 80385 5254 (MF holder)
e [ERF e RS IR E R - MG R B E R LR EE NS
(DMF) » 2 f7 88 KEEE 00 H A PMDA HHE% » $85¢ CTD Module 2 5z Module 3
BRI EAIRGSEINE & (MA holder) - MA holder 70275 A PMDA i 5 5 i
&5 © PMDA A EBHinda - MIEARE E ARy 0 AR R SIS IR E R 2 BRI o]
AN BEM/ANRER AR - SR ZFEINANE RSN E

ja

EEEE HEE A AT S RRMEY - EFEEEEENF(EEHET
i GMP #E{ 7588 5 A5 3 W17 38 K1 PMDA BlIa]» (F5 A — XAV ER] GMP &iZH

PMDA EiadBUS A TEHEE F i - BRIRNCEREES - I#EECH
WA EREEE TS HE -

FEIBHEE A Z FORHEEACRER 7y > B R S E BgthA TIRsR s (RI5T ] &
5%) > SO FEE AR S RCHT RN H AR I R FUR SRS R TR > Bl T
TREERS ] UG B AT (o FH 4 SRR S B i i B
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BUE THREHE (GMP)

GMP &5y BB EREAE HE T - g AR HEEIEAE GMP 2
EMREEN - BaEmER - SRR RFEE N B EHEBPER PMDA #

TR ST (Risk analysis) 2275 » [E4b - gy £75 a il (Ui okl 28) -

BURE ~ BGOSR e O e) ~ JSMEE S ~ A RS GMP RS - E
[El4c sk - B2 PMDA SHE RS o bR R S50 K 10 524 T EfRieR
ERATE AN -

HHERORAEAE ) - PMDA St TR EF i3 F selection sheet fiiZk
GMP #RE 5 » R E & T GMP E R HEEH B A RIS - 4HRGER /N -
EREAT > A NS BUE R SUERE S - VB g SR AR RIS
T R E IR . EI AR A R B R B S K A 0 H o ERR
G AR A B RS R ERSERA B2 0 HEEE A BREERE
B B[R imE AR DIERSFEI A IER B R - HINE MBI SE R -
B HIBLE RO S HIRHIGE R F Y - PMDA RFIEHE%R - GRS
A% 5 (R LA -

H A4/ M o L I P 2 7 =R U A [ » 22 SR AT RS M /DR 2R
firPA b PMDA [EMZRE » BBy 7 imanig - A L5 NBRE - /BIMEm
HIEIRZ Il 3 £ 5 K » IEE AR 3 £ 6 HEmAEOREUERG AHR &
T G eRUEmICER - A SRV - SSRGS Y L E - AR R
fEFEREEN » SRR - BRRIRE - T 2 (M RAE R EEE
2B~ HERL(Validation) 55 - Bt d RS R % - B TR 5 5 A Ba g
JTERGRA: - BB St am g e 2 R AR (A MA holder - HEEAZ B S
g BUESE o W EUESEET 2 BRI E RS -

+
+

\[3e]

_{.N‘
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Events for on-site inspection

« Product characteristics
“Selection Sheet” . grocess ;:haracter\stics
- Dosage form
-~ | -+ Inspection history by other authorities
+ Recall history
+ Inspection report from PIC/S members
|
Database: PMDA inspection history

J\ GMP F il & g ]
GMP HHHEAH Y - FREEE EAE RO H - BEIAREE N G © 35
Ry R o3 SRR A 2 T 5% 22 Rl AR BRI E0R)  35 Ry i — Blke ] Z EE A
AIEFEHAEBREEORE - REZ G K EFEH -
LA R e e
HAZE S K B REkeEs A (Pharmaceuticals and Medical Devices Act)#iE &
sy8H (Partial change)/Hia EEMBIEL " H5E | EAERKGNE @ KHEE
(Minor change) R /EFEH HHGE » FESELLEE B 1% 30 KA T il#R  PMDA BIa]AE -
(BAETR HH SR 70 58 B A Ay > ZHN 38 25 i HOSE  BE i e ik » A0[RI AT R
REEEH 81 HARZERABIAR > 9858 MA holder DA AEEMEEER
SEMAWEIEST GQP Ab - IVHE ST SR TR B
—RRIMS > B B e RIE AT B i 8 e MR - 4
anAfE ~ I~ VAR EECEEEE EE - MR RS E NS EHA EENE
FEHEER » JRE bl 55 W RIER i pds

~|

HIHH
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HARZE L e ARSI A 6 £ 10 2% FEHEREMHE
(Risk Management Plan, RMP)fE(r b Hit& FEEZ (18 1) + ¥Rl SEin 45
IRy 8 - - B il RS HET T FF 45 & (Re-evaluation) » 5P EE i R 27

21 (benefit/risk) e —fi i &E_E & 6 (& H AT IIH_E i e =Bt (Early
Post-marketing Phase Vigilance, EPPV) - Fij 2 {&# 3 MA holder Y\/EE R EE5 1

BB PR A e 2 i [FIRF AR A B A I 2
mnPASoE S A RIEARAE - e A HE—K - g0 E e =Rl Lk
EPPV SHE XL AET - PMDA & 58 F & (5 A B T &R o 117 & 5
b E TR RV E R L (e P e 22 L & LD PR A B e e e 7 31 VB L
b Z P ] Bz T DU b i/ IMEZ J77% » A3t R B Ry IS R A
IEMEFIEE A

}

Pharmacovigilance Framework in Japan
6-10 years

Approv

Spontaneous ADR orting

Planning o EPPV
Re-evaluation

RMP Real-world use
Conditions survey
of Approval

Database study
including MID-NET
If necessary

PM Clinical Trial
RMP o000 0 -

Periodic reporting

EPPV : Early Post-marketing Phase Vigilance
(6 months intensive monitoring)
RMP : Risk Management Plan

Re-EX : Re-examination
'Hlm Pharmaceuticals and Medical Devices Agency
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(provisional translation)

Classification and availability of Drugs

Before June 12, 2014
Prescription Drugs
First-category Second-category Third-category

Face-to-face medicines medicines medicines

Only Face-to : Available
fara Face-to-face anline

EERVE

Prescription Drugs OTC Drugs

First-category | | Second-category || Third-category
Face-to-face medicines medicines medicines
Only
Available Available Available
online online online
as well as well as well

Face-to-face
anly

#When drugs in this category are sold, pharmacists have tcl 2 Ab':"‘-'t 3 years after Ep_pl’cl'u!"r:-ll
ida information based on pharmacological knowledge and counsel. (existing some exceptions)

HAEAERE IR B IR RE 5 88 E BT H - Rl 1k RS H Wi SR 2R
7y Z BEELECRIMBEE - B 2011 SR H ABUNBHG TS INE 48R SY 5 2013
TR R SER RS A - TROVE I (N B B A S S A I B (R S0 ] AT AR e - P
2014 FHE > HABUNZSLIMNTE A FIET T s T % ) s E &

SELE O BRUERERR GBI HEEEWSER - BRE - TRGYECT
AR AR o on R E B A SR
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