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1.2014 # 11 * 25 p =~# PMDAAct -

2.2014 & 10 * 1 p =% MHLW Ordinance No0.26
3. Good Vigilance Practice -
4. Good Post-marketing Study Practice -

(z)& 5+ 3 (55 8% > T 4R (Early Post-marketing Phase
Vigilance, EPPV) :

Wy rd 288, p A -BFARLPOR &
bR R ER B AR T
B b3 a2 0 B s B

TRPPR(TEEF G BER DI LS ) Fpr

fis
=
T
e
ke
k
&
-
P

3
F W PR F6L 8B TR EFLE
PMDA(4- Bl - )2 1 4e3p v 3 (5852 % 2K
" o
Bll-pAErti 3582 2T4H
| 6 months | |8 montns|

EPPV | First |
protocol : 2 months 3-6 months H E
Description T Summary report

il to Medical Twice a month Once a month to PMDA

institutes | Periodic reminders by: MR visits, letters, Emails, fax, etc. |

()* 2 F B4R )
P LR ot Ry ghd Fof 4 | (HCPs) 4% 55 % %
Wig s & % F 84 (MRs)# # 5 flig 4 § % 4 (MAHS) -



id FRflgd 845047 % PMDA(Y-H 2) - PMDA
SF gL R PR 4 R (HCPs)d 4% o i d ] 35@’&5@
LT A-2015 £ 5 89%k p E WML E v
7 11%% p F ok 4 R
Bl2~p &% 25 3R
How Post-marketing Reports get to PMDA

MRs Visits HCPs, and

Companies (MAHs) collects information
N HCPs

\

Mandatory with
strict timeframe

&k &k

Patients/
Consumers \ \.l J'

Call center. etc.

Mandatory but
No timeframe

PMDA's
Safety,Database
L

Bl 3~ p AJ&EF 5 3R Bz B
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405981
80000 59088 400000
310557 313803
60000 265704 51165 300000

49276
41413

40000 36741 38427 200000

20000 100000

0] 0]
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Total including foreign ADR
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(M)E 5 2 B4R b "% 2= 2+ 4 (Medical Information for Risk
Assessment Initiative, MIHARI)
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R 2 F? :

3 Wz #FRx 2T ARMGd 2 K FDA 2 Center for Drug

Evaluation and Research (CDER)z. Office of Surveillance

& Epidemiology { 7 -
(F)i &% 2ERE
FRALT 2EARME I A WA B B
TR 2PEL LG FEIEE
(Z)i &% 2ERAHF
FEAIERE 2 TR AT

1.

21CFR314.80( Postmarketing reporting of adverse drug

experiences) °

. Guidance for industry: Postmarketing Adverse

Experience Reporting for Human Drug and Licensed

Biological Products: Clarification of what to Report -

. [Draft]Guidance for Industry: Postmarketing Safety

Reporting for Human Drug and Biological Products

Including Vaccines o

. [Draft]Guidance for Industry: Format and Content of

Proposed Risk Evaluation and Mitigation Strategies
(REMS), REMS Assessments, and Proposed REMS

Modifications -

. Guidance for Industry: Risk Evaluation and Mitigation

Strategies: Modification and Revisions o
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6. Guidance for Industry: Postmarketing Studies & Clinical
Trials °
(=) L F B 3FHA)
FRh? LF ARG 95% ik d 4~ S F R L
FUFsFefed e tye 20 Foily
AR % FDA > 75 5% i 4~ i)
il 3F % FDA MedWatch(4- ] 5) -
BIS5- 2R L F R #F

Patients, Consumer, and Healthcare Professionals

‘ Voluntary Voluntary ‘

Manufactu rer

FDA MedWatch
program FAERS Database

Foad cnd g Admimtas A
=MEepWATCH |
™ .
5%\ L
|

FAERS= FDA Adverse Event Reporting System
(for Post-marketing spontaneous information)

» Regulatory
Requirement

5%

—
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~
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i
L
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o FlEM e A iER N R T
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N

' %EE ¥ TR CRBLEN i dFA] T
wHFE L EET >ME 2K FDA P # 5% 2
Kike 35t FDA 2 208 3R T~ TARES ~ 2%

DMEARFL AT IHFEL gé ﬂﬂm ~ LRGSR E
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(-)F 02 BE

WEFLd 280 ¢ A B kg AL 5o E

AR FESL 2ERBH sV ES PR

(European Medicines Agency, EMA) - EMA £ 5

& % > % 4R % Pharmacovigilance Risk

Re > f7x
Assessment Committee(PRAC) » f # #& ix 2L 4] 222 3%

% Committee for Medicinal Products for Human

EOPRaS s

S X

Use(CHMP) » PRAC s e 3% ¢

1. 252 ' p > ¢ER%G20E TR ~ h'eiEd ¥ o
2. F 7 {$x > E 5% (Post-authorisation safety studies,
PASS)z_ & 1% 2 %1% o

DAL BRIE R~ R X 2PARL 23T o

S E (AT EFR S W 2RF LY LF

SN w
L I
__g.;m,
”&

PN Z2EREN
(F)i &% 2EARES
BELIEXD2EMRGEW I AWM PR
THEX2PHL R GEEFEE -
(Z)ri &% 2EARRF
BREALE 2EARAF T
1. Post-marketing PV Requirements :
(1)Directive 2010/84/EU(amending Directive

2001/83/EC) -
(2)Regulation (EU) No 1235/2010 -
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(3)Guideline on good pharmacovigilance practices
(GVP) -
()7 2 F BEIFFEA
R FRUBH L EFNT LF RUED
EudraVigilance > i& % i 8 FALE & 313t 2001 222 § >
£ % 3 #5id 4F (spontaneous ADRS) 2 % 5§24 5k A 5F
Hp € 2 -7 2 & i (suspected unexpected serious
adverse reaction, SUSARS) -
TR E PR 2EARAIR 2R
BN F P hR 2 EARGIR S RSP g0 L Bl AR
IR RE 2P T X 2EARFLE R R EET (R
6) -
Bo6~% 2 P X 2ERFIR

Approval 5 years 10 years

ADR (Spontaneous) Reporting ~

Ret{examination (4-10 years)

< | )-psUR S
ADR (Spontaneous) Reporting

PASS (if any)

ADR (Spontaneous) Reporting
PMR (if any)

Post-marketing studies

EPPV (6 mons)

Japan

Europe

v

us

\ 4

REMS (if any)
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2. % fi=4 7% (Disproportionality method) :
B g 2L P PEE TRk %

¥
B R 2 R KBRS A

TER'GRE v R RO d D4 2 R
S E AN T R S R P R

£
SN TEE S SE R AR A AT 0 U Y R e

PUFELXEHLFT LIEF Y 20 5|8 R s4p
e AT AR F P BT SR L B (e T) -
Bl 7~ £ fra 472

Drug X 3500/10000

Other drugs D 10000/ 10mil.

LEA TR TR E N ke G 2480 0 A
AP ¥ 7 ¢ &2 (proportional reporting ratios, PRRS) 2 4p
¥Hid 38 2% & v (reporting odds ratio, RORS) » 2+ 5 3 2 4r

L

(1)4p $Fid 370 F 5%
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Captopril % v%wjie7

g T #

~

ERELT S

> A 2L 5 _\ 2\ . T +
MEL > A E Y LN EEACT &

2L APHE AR F 2 & R &
PR RiE | His 3 20T
LTI RCE BRI 'S
Captopril a B
ERN c D
a
oL s b v +B
PRRs 23+ 3 5% 5 &2
(Cc+D)

(2)4p 31T 47 2% 5L 2

a
RORs 2 3+ 54 5 &
D
Bl 8~ AR S 4Rt 502 2 A H A L p a5
AE, | AE, | AE, Cough e | Subtotal
Drug, d d d d c d
Drug, d d d d c d
: d d d d C d
Captopril b b b b a b
: d d d d c d
Subtotal
—— Proportional Reporting Ratio
Cough |Other AEs| Subtotal _ a/(a + B)
CaptoprT : . ar® ReportingCO/dElfR:_tif)
Other drugs C D C+D a/C aD
B=Zb, C=2c, D=1d " B/D  BC

(B)F 2 AFLH TR P ¢
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PFE M KANPPRE - kR R RS F o] 2R
® o nmRES ok i 5 g 2 ¥ (Medicines and
Healthcare products Regulatory Agency, MHRA) % ] » H
PRR: & 3 R enfici@ &8 A3t B30 29 T3 X3t §
AR AR AR EN 3 s e
(4) 2 ff7A 47iF 2 ")
L GEA AT d G EESARR A LT AR
By AR FRRES AR TG OF > £
AL 003 Mk i iE o FP o B EIEE R
AR g B0 Fpt s Ty B e
VO R4 R 4702 20 4] 0 B)4e ¢ Bayesian
Confidence Propagation Neural Network(BCPNN) =
WHO Uppsala Monitoring Centre(UMC)#74x *
Gamma-Poisson Shrinker(GPS) = # & FDA #7& * o
= ~ kb *& ¢ 23+ 4 (Risk Management Plan, RMP)
B F IR - kIR ERR R E R M e g
h'e g IR e 3 5% > 7 (Safety Specification)
% 5% > % AR 4 (Pharmacovigilance Plan) ~ # &1 'a ¢ 35
(Risk Minimization) » % 78 $f4 |3p 4o7F !
1L 25X 2FAGFHEEE 2N LOMELSE > T *’FT
0 TRk B ~ Bodr B o~ TR R Y S5k~ PR E i
P Em Rk ETEEA L > 4TI
(1)£ & = =k & (Important identified risks) -
(2)£ & &% b & (Important potential risks) -
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()£ & 44 ik F 1 (Important missing Information) -

AL FHEEL 2ERSBAFT HREZ L MY
(Cohort Study) ~ J & ¥+ & # 3, i (Case-Control Study)
BGPTSR ERR Y R RE B RS G B
EEEN R Bt Fey el -
D)o 71 b &
PIEMR G ER BT E  BETRR Y T

(225 7 4B % H 4

ABIFRR G P B B FRH - U Fie
FRE2TACRGERTE B2

FELX2FA RS EIEIE L edHm2 R GEE- B

% =. PMDAPTAN - /3% non-peptide vasopressin V2 receptor
antagonist > i & #* 3t L% B d PMDA # &t § m
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