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% 8 APEC ¥ % # &% > £ 4R (Pharmacovigilance » @ # PV) %
H.E & v (regulatory convergence) - §& B>t APEC LSIF (Life Sciences
Innovation Forum )RHSC( Regulatory Harmonization Steering Committee )
EHT R 4 % T Pharmacovigilance Roadmap | 3+ & - %3 & #3417 4
® FF < > ¢ 7 @ assessment -~ training/workshop -~ assessment for
training/workshop ~ recommendations for regulatory convergence to RHSC »

Fp3t 3t 2020 & iF & APEC » %% 2% & i+ (regulatory convergence ) °

B 3% 3t & € 7 1) Training/workshop F# £ > #2013 2 2015 & 4 %]
Bped BREA € {5 0 3tk = 2016 £ APEC 3 Rpadfed w R 2
TR REE AT E 2 PR (2016 APEC Harmonization Center
Pharmacovigilance Workshop and CoE Pilot) 2 #%% = st ®"% 3t ¢ (&
# 1 =% ) & p = #£7% CoE Pilot 3" 5 ( Center of Excellence )( % # 3 % ) o
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... %5 B 72 WHO ~ WHO Uppsala Monitoring Center (UMC) .
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EF 4 B %k p j=# (Netherlands Pharmacovigilance Centre Lareb) ~ WHO -~
UMC- iz & KIDS( Korean Institute of Drug Safety and Risk Management ) -

2


http://www.apec.org/groups/committee-on-trade-and-investment/life-sciences-innovation-forum.aspx
http://www.apec.org/groups/committee-on-trade-and-investment/life-sciences-innovation-forum.aspx

US FDA ~ &74c sl HSA ~ 5 B MFDS %2 3 ] TDRF -

E9EE o AR EFR
gm%g&ﬁ’ﬁﬁgﬁiﬁﬁﬂ@ﬁr ﬁﬁﬁ?ﬁw
S
]

;‘Z%ﬁxg R

2N
FZErci giMtLET:
%

MatF t APEC 2 pfed v - ZBRZX 2TR 24572 2F & (ADR)



R AR,

\g;

.23



fo b BN ERGE A 2 ATEL SRR 0 A RFUTE R R
HEFSLT 2T RFEE P2 {REARRETIBG L L
RI'ZRefuz 2 RIRE > MiRRp A T X 2 TR ERPN FRGEE R
LR 2k

2016 # APEC 2 Rpifre w & 8% 2 AR S 31 € 2 25 (2016
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2016 # APEC # prfo? R4 > FALF%SA € 2 2150 (2016
APEC Harmonization Center Pharmacovigilance Workshop and CoE Pilot )
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UMC- & & KIDS( Korean Institute of Drug Safety and Risk Management ) ~
US FDA ~ 3743 HSA ~ 3 ] MFDS %2 A & TDRF -

> RAz

2016 AHC Pharmacovigilance Workshop Program (9 *» 5 p )

9:00~ 9:30 | Opening and welcoming remarks

10:00~10:30 | Pharmacovigilance activities of EU




10:40~11:10

Pharmacovigilance activities of Asia-Pacific

11:30~12:00

Pharmacovigilance activities of Industry

13:30~14:00

Effective methods for collecting high quality and reliable
reports

14:00~15:00

Panel discussion

15:20~15:50

Effective methods for Risk-Benefit evaluation

15:50~16:50

Panel discussion

16:50~17:05

Wrap up and conclusion

2016 APEC Pharmacovigilance CoE Pilot Program (9 * 6 p ~8 p )

Dayl : Adverse Event ( AE) Reporting and Collecting

9:20~10:20

ICH E2B Guideline

10:30~11:30

Pharmacovigilance methods

11:40~12:40

Global AE collection activities and ways to encourage AE
reporting of patients and healthcare professionals

14:00~17:20

Create and ICSR considering a serious AE related to a
medicine and consider methods for active AE collecting
when a signal is in AE reporting ( Group discussion )

Day2 : Adverse Event ( AE) Analysis and Evaluation

9:20~10:20

Requirements for causality assessment

10:30~11:30

Potential risk detection using accumulated AE reports




11:40~12:40 | Risk and Benefit assessment

14:00~17:20 | Drug related Benefit/Risk assessment in a mock scenario
( Group discussion )

Day3 : Decision Making, Safety Measures and Risk Communication

9:20~10:20 | Risk management system

10:30~11:30 | Decision making for safety measures

11:40~12:40 | Effective risk communication

14:00~17:20 | Decision making and communication in a scenario where a
risk has been identified ( Group discussion )
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(2) 3 i 3FmA (reporting bias) e
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2. Cohort event monitoring (CEM )
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3. Targeted spontaneous reporting ( TSR )
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Netherlands pharmacovigilance centrelareb i % “f TA % ‘Mﬁ%&
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PABZ A ZIRFBAEEPCLF 23 SFEF7 2R R
WAR K SLE LW S 1998 £ B4 A F R AR ks T
2013 # 2 rx o REALAR P ORAARARAE T B AF LY T L FF T
aF R R eI 0 3 @ e SAE (severe adverse events ) ~ #
ST R AW EREF R LF 5 (SUSAR) ~ ¥ jkfe Phase IV
trial H1IeHA LE R REH A LF BUEFFTHRLZRG o

BFCRE FHARAES Y ST SBES T LF B R
EE LA 2015 E R AR i 12,815 2 AR KR R S F R
EARCHFEFT L R RER T BL ARE (58.60%)
LT IIE A -

Annual ADR Reports in TW

Over 111,000 Cases

Percentage of reports submitted electroni cally increase from 30% to 60% after new
system_launching in 2013

L9 pmpAmsnane



http://www.fda.gov.tw/tc/siteContent.aspx?sid=4329
http://www.fda.gov.tw/tc/siteContent.aspx?sid=4329

D Characteristic of Reports-
Seriousness

ADR Reporting Source
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¥% /8 {8 22 F =% (post-approval benefit assessment )
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U.S. Food and Drug Administration

www.fda.gov

Protecting and Prometing Public Health

Drug safety knowledge is accrued

throughout the lifecycle of a drug

I Development Phase Postmarketing Phase >
+ Common adverse * Less common adverse events
events + Refined knowledge of specific adverse
+ Signals of other events
adverse events + Understand conditions of use

r
* Revised:
+ Label o . Label

Pharmacovigilance + Pharmacovigilance
planning planning

« Risk management « Risk management

+ Postmarketing studies + Postmarketing studies

This process is iterative, incremental
and essential ?

FreF 2 R E K A H R RER > ¢ B E
ZRMGEFTrd SHFRERERREIM I 2T AF el B
ok E IR RER LB E - R A FE RSB
/b %= 1=2% (Framework) » # ¥ ﬁ P E b TG
(Framework ) » s 22 5 /b "% 3= i 3 £ % >~ L@

IR HEFL R RS SL R e R
® X FE»E/h%iFimiE2 (Framework) #.p 4o F

(1) Structured Approach to Benefit-Risk Assessment in Drug
Regulatory Decision-Making

> R % % FDA
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Decision Factor Evidence and Uncertainties Conclusions and Reasons

Analysis of Condition

Current Treatment Options

Benefit

Risk

Risk Management

Benefit-Risk Summary Assessment

(2) PrOACT-URL
> HERRS P EMA

» Determine the nature of the problem and its context.
Problem
* Frame the problem

e Establish objectives that indicate the overall purposes to be achieved.

« |dentify criteria for (a) favourable effects, and (b) unfavourable effects

« |dentify the options to be evaluated against the criteria.

» Describe how the alternatives perform for each of the criteria, i.e., the magnitudes of all effects,
and their desirability or severity, and the incidence of all effects.

e Assess the balance between favourable and unfavourable effects.
» Report the uncertainty associated with the favourable and unfavourable effects.

* Consider how the balance between favourable and unfavourable effects is affected by uncertainty.

 Judge the relative importance of the decision maker’s risk attitude for this product.
» Report how this affected the balance reported in step 9.

* Consider the consistency of this decision with similar past decisions, and assess whether taking this
decision could impact future decisions.

(3) COBRA (Consortium on Benefit-Risk Assessment )
> AR RN TGA S A4 ~ e £ 4 vl

* Pro forma template
— Background
— Quality overall summary
* Non clinical overall summary
* Human pharmacology overall summary
+ Clinical overall summary
— Identified benefits and risks together with the main reason for inclusion or exclusior
—  Benefits and risks — study information
—  Benefit-risk summary table and expert judgement including weighting and valuing
— Benefit-risk conclusions

«  Summary template
— Abbreviated version
—  For use with stakeholders




(4) UMBRA (Unified Methodologies for Benefit-Risk Assessment )

> EBA- L E b =R 1E%E (Framework)
Common Elements of the Core B-R Framework
Framing the decision
( step 1: ) ldoman. benefits and risks
C— =/ step2: —
Building the S!ep3 7 7
Value Tree ‘ Refining the P —————
Value Tree Importance of g
y Benefit and &
——— Krmsks ) =
Step 5:
7 “..rs“’ = :::T ‘::u ﬂ guluaungm g
'.VStepa: Expert | Presentation of Unmt:\.tv . | g
Judgement and | Results | /
Communication “\MW‘I“‘*’") v
vterpretation and dations I
(=) h*& &
1 B iEdche &

B R R E R AR - TR FIRE LY 4L
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~RE PR s S ovEd B v A O EER - %5)%‘ A B s
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BA - i) 2 A a BRREHEL 75 RFR AR
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(1) ERFG2BE (5B G RBA )

: Thalidomide and
'._;! congenital abnormalities

)
Y
e

Have any of your readers
seen similar abnormalities
in babies delivered of
women who have taken
this drug during
pregnancy?

W.G. Mcbride
The Lancet December 16. 1961

PR AR HLRY § thalidomide & A 5 F T ik
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Foreign worker dormitories

Bengali & Thai Mandarin & Tamil
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The New Paper Tamil Murasu Berita Harian
& Wan Bao
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The Impact of Labeling Changes

ORIGINAL ARTICLE

Impact of FDA Drug Risk Communications on
Health Care Utilization and Health Behaviors
A Systematic Review

Stacie B. Dusetzina, PhD.* Ashlev S. Higashi, MPH,. 7 E. Ray Dorsey, M, MBA.}
*hD. || Haiden A. Huskamp PhD® Shu Zin, MPH,7
Craig F. Garficld. MD. MAPP.* and G. Caleb Alexander. MD, MS+§#

« “Although some FDA drug risk communications
had immediate and strong impacts, many had
either delayed or had no impact on health care
utilization or health behaviors.”

Source: Duzetsina et al. Medical Care 2012;50:466-478

(1) ﬁ]’,#ﬂ: g_‘if” AL
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