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PMDA-ATC Pharmaceuticals Review Seminar 2017

Date: June 26-30, 2017

Venue: PMDA and Toyama prefecture

Offered by Asia Training Center for Pharmaceuticals and Medical Devices Regulatory Affairs (PMDA-ATC)

Day 1

Day 2

Day 3

Day 4

Day 5

9:30-9:50
Opening ceremony, group photo

9:00-9:10 Opening

9:00-9:10 Opening

9:00-9:10 Opening

AM-1

9:50-10:00
Seminar outline

9:10-10:00

Toxicology studies - Good
Laboratory Practice (GLP)- First
In Human (FIH) trials

Practice (GCP) inspections

9:10-12:00
Case study (review)

9:10-10:00
Post-marketing safety measures

Risk Management Plan

drug review / approval in Japan

Review of new drugs

Case study (cont'd)

Lunch 11:40-13:10 Lunch 12:00-13:30 Lunch 12:00-13:30 Lunch 12:00-13:30 Lunch
13:10-14:40 . § : 13:30-15:00
PM-1 |From clinical trial notification to 13:30-15:00 13:30-14:50 Recent challenge to accelerate

drug development in Japan

PM-2

Relief services

Review of generic drugs

Introduction of pharmaceutical
regulations by participants

Break 14:40-15.00 Break 15:00-15:20 Break 14:50-15:10 Break
15:00-15:50
New Drug Development —Target
15:00-16:00 15:20-16:20 15:10-16:30 Product Profile & Decision

Making Process —

Break 10:00-10:20 Break 10:00-10:20 Break
10:00-11:40 *Braak during session
-00-11: 10:20-12:00
AM-2 |Qutiine of PMDA Clinical trials- Good Clinical 10:20-12:00 Manufacturing site visit

and lecture
in Toyama prefecture

15:50-16:00 Break

16:00-16:20 Break

16:20-16:40 Wrap-up

16:30-16:50 Wrap-up

16:00-16:30
Closing ceremony

16:20-17:40
Self-introduction by participants

17:40-18:00 Wrap-up

18:15- Friendly Get-together
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As of April 1,2017
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.| Director of Center
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Director il

Festssh) o PP IAH AR

Office of Review Administration

Office of Review

[ Associate Executive Director

L Officer for Review of Break through
Products (Sakigake)
L Coordination Officer for Pharmaceutcal Airs
n R&D
B Associate Center Directr || Offices of New Drug IV
Center Office of Callular
Director | ] H
ol Associate Center Director Office of Vaccines and Bloo
S H Office of Nan-slinical and Clinical
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Products) L Offices of OTC/Quasi-Drugs
[ Associate Executive Director - Office of Generic Drugs
H Offices of Medical Devices Il
Dey
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Director (fo Principal Senior Scientists
edical
Devices) Senior Scientists

— i Director H

[

Office of Regulatory Science

Offices of Safety |, Il

Chief Safety Officer

Office of Medical Informatics and Epidemiology

Associate Executive Director

Office of Manufacturing/ Quality and Gompliance
Technology Promotion Group

PMDA 12558

B
Office of Intorational Cooperation
Chief Actuary
]  chierRelietomcer [ Office of Relief Funds

[ o marsgmrsoneer |

Offices of General Affairs / Financial Management

Director for Personnel Affairs and
"Human Resources Devels

| |

Offices of Planning and Coordination
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Number of Approvals and Review Periods

# of

Wonths ( New Drugs approvals

r 140 Communications with
Sponsors by utilizing

[ 120 scientific consultations

100 Increased number of

| g0 staff members

i - 40
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107 112 130 134 138 117 116 Review Period !!

FY2009 FY2010 FY2011 F\’Zﬂl! FY2013 FY2014 FY2015
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Scientific Consultations & Drug Development Stage

Non-Clinical " Clinical Review Post-Market
- ﬁ>

ant |

Pre P-| Pre P-Il End of P-II Pre NDA  Pre-post End of Re-
marketing evaluation
<Clinical trial consultations> period

Pharmaceutical Affairs Prior-Assessment
Consultation on R&D strategy Consultation

Medified from Figure by Ichimaru K et al, Clin Phormocol Therapeut, 88: 454-457, 2010
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Annual Shift in Number of Cases Provided Relief Benefits
for ADRs and Amount Paid

Number of applications Amount paid (million yen)
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FI7& GCP 4% on-site inspection I document-based inspection * Bl % it B
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Review flow of generic drugs

* Approval of new generic drugs: twice a year
(Listing in the drug price list: twice a year)

« February + February
- August Reviewing pericd for approval review: one year - August
Applicant g _ Equivalency Compliance ]
= E Revuew Revlew = g
S £ > —12
= 2 Responses Rosponses J g_ g
©
Pnda| (52 & 2
oL T
§ z GMP inspections 2 =
ox GCPinspections 2 s
R Notification = =
£E of the review s 2
MHLW 28 outcome &
w — =
Decision of
the approval A

59N > HALGE 2012 F- 1 HBAIGIR AR A EE A (AR E RS - 1A
EAHRARYASIE 40 o385 - BE HUSESIGHE 1 /N - 5 RESsRE R - L
HVSEREM: - e R BRI SRS - BE S TN A RS - B H
AE B EHEL BCS-based biowaiver (class 1 & class 3) » HEMIERESE&E H -

BEEREH (6/29)
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B 4P MEIR G P SRR A0S M SR BV RS IR 0 A E % AT B
S5 BRRE R 2 BdE > SrdEE R S AEFE b B R R HOE
FEIE Ry (M M(E (7 B8 g Dl > S5 R o VR B S i P L (R R4 B
W4T S Bz G BB AR S BEL TN G TR T REER
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4G PMDA - {RIB&RET » 2015 F4YH 9 iV FEOIE R E MR - HA 1
AR AR SR ZE A 2 - PMDA £ 2012 4 3 A 26 HEStAEEhRE S E i iER
ZH 0 B BT B O Eis R o i B A e] DR B R B BN BACE
FRAVEHEZE B EERAF R ~ PR - RIEEEAD ~ Bt EIER4 -

HA: 2001 48 10 B BEdaE e L& F A% 2 B (7 (Barly
Post-Marketing Phase Vigilance ' EPPV) > Bz A #T SE1% AL Ei1& 6 [ H A
Bt 2 B H R 2 F—X 0 218 Ry A 1 R ZRRr B e Ar ~ B

SR (E R B E TE SR e T AREE o sy st
W FEEEE B g2 s VS ECR BEE - I HAE Eifg 6 2 8 {5 F kHE
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AIZ K re-examination ARTEIRFH » IR E IS 2545 PMDA &4 - #5H
2000 £ 10 H 2 2001 4F 10 H 34 30 BHr o #irdE =~ A B S i s 8 1 2001
10 HE 2002 48 10 H 3 22 TRl e 2 A B R s s bt - 4831
EPPV H] LIA S (e R B4 B S B R B4 S b 7 0l
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Flow of EPPV

Sale sicesnssssmssssssannsnnsnsnsnnnnnnnnnnnn > 6months 8months
Delivery of new drugs
to medical institutions Report to
PMDA
Preparation of the 0 sesnnsn » 2months ==rrersssssmsnnnnnns
protocol of EPPV | |
I I every 2 wks I once a month I

- i —ir- - -
giving information by visiting, letters. FAX, E-mail etc.

2221

Reports of ADR

M PMDA-ATC Pharmaceuticals Review Seminar 2017 37

PMDA gkt & R E R EAE - MERECN — R ZME R - B ¢ JBE
IEEFREEEGE A S EE [ B ERES © RIS b im 2 Byt Feb s Ei
HJE& 53 By Yellow Letter(Emergent Safety Communication) ~ Blue Letter (B8 Z{HH]
DA FEEILRIZEA]T) ~ PMDSI (Pharmaceuticals and Medical Devices Safety
Information) B & TF{5 A PR B 77 BB - PMDA 4815 ol &EAHRE & R
I H PMDA t#17 7 —E P AP 2 R =20 (& Al ~ ZE6M)E TR -
RIRHE R S 2 E R E B RAREW ~ TREEEN - 5
—RIEISn ~ SRR b R B A e )

Information Services

(C) 2017 PMDA. Al rights reserved.
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SAKIGAKE - General timeframe

Consultallon

Ordinary Review

Non- Phase \
clinical 1

SAKIGAKE

Designation

\“‘ Designated in 15! round pilot (FY2015)

S
) Prod \

clinical / Ny /6 Pharmaceuticals

/2 Medical Devices

: ive Product
Consultation 3 Regenerative Products
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PMDA i 2011 4EBa4GET—(# ZL54512 MID-NET database » #1787k
R LUE By b iR S S 2 2 Bt BRI » IR T ER (LB it B 9T
R - HADA 23 (@8 bt - HEEHETHETI 2018 F2HHErT « HLER
B2 T MHLW & R 5 - F PMDA BEEf H B  TEs e & -

DIEESEBIREE R S 5% -

H H AR SRR (R = 3R SRS 0 AR S BRI BUR SR 8
J3E] o 6 H A 4EEE B 5% SR - B AR AL Target Product Profile (TPP) 222
DR I A ul R R R b 28 -

FERHREZH (6/30)

Hisagane Bast Plant (ASHRTH) 254

FiI{3& LT Hisagane East Plant (AR T ) 24 5% AFIEILR 1969
o REBOLES o RISt "R 2R RETERT S SRR - 1988 4
A EUSZ A E B —EH 45 058 “ADFEED®” - 2011 XS THRTH
SER BRI = — B RAES FTA RS eI LERFERE -
=R B = MERMETE -

2 WE A A £ EE Loxonin (non-steroid anti-inflammatory drug) REAR » 3%

16



anfR T EH & HAARMS - S5 SNAIERB T EIRRE - BHRAE /M 4alirFoR AR
fixhfEigs sy - SN ERMESAMHERE - HRT—K 24 Nk > 7354 3
Pil > 2 PRAEERAE - ZAENEA RIS > HEJJFEMM S Loxonin S
AEAT > Loxonin S AEATAE 2016 - 8 F M R B EBa 6 in - ] DUAE—fiR 4%
SR EERTE E R - RS -

SERE PS8, - i B > SR A R R RS 2 UL - AR
a2 AT 177 BH I P R s A - DABRTE 2 BK T (e e B N B SE S 2 i g e -
FRorE HH BRI AR A G > Syl B 2 PR et - B PR SRR B Y
Fo BRI ET B (B Y BUE L E BT EERE ST > DIFIEINZEE S H
it % R ER S BT A > ARk

Jr»%

RIS
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