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Structured product

identity using Identification of Medicinal Product (IDMP) ~ &/ &

5% 7% ) (ICH E2B(R2)# (R3) £

ESR ﬁ&-ﬁr’?] 3)

Changes from R2 -> R3

U Greater use of terminologies - Code lists

— reports would be generated in the same manner with the same data, regardless of
country of origin, in order to allow for global pharmacovigilance

([P reoss cpt  SNOME [ cems ICD-10)

U New data elements

Major additions:
— Structured product identity using Identification of Medicinal Product (IDMP)

+ Accurate and efficient assignment of cases and globally standardized and maintained product
identities

— Attachments within ICSR

Other important additions:
— Data elements for clinical trials (e.g. study registration number, study registration

country) @ Q

+ Allows customization to adhere with regional regulations

Changes from R2 -> R3

O Reclassification of data elements

— Deleted data elements from R2 that are captured elsewhere in R3
* Information on receiver of case safety report
* Safety report version number
* Number of separated dosages
* Date format fields

U Data Structure: Repeatable Sections
— Repeatable sections make it easier to transmit information and easier to
read the data
— Repeatable sections for medical history, drug dosage, indication, and
diagnosis information

B 3 : ICH E2B(R2)¥ (R3)z. # 2

Bw £8P § %% E2B(R3)W2 p*

AL 4cB 40 F W FDA

RFF 2015 & 7 7 A w B A0 FEIAT 2019 & 2o 26 (A
R EMAFE3 2017 # 11 * »5 7; p = PMDA B 331/£2016
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o

FDA
Electronic Standards Under Implementation .

E2B(R3) — The next-generation Individual
Case Safety Report

[

E2B (R3) Implementation Activities

]

: — EU
- -EZB(R3) 15 th_e L o Published regional technical specifications.
|mp|emlentat|on of ICSR—a o Implementation target date is estimated in
normative ISO/CEN/HL7 exchange Nov 2017
standard for adverse event
B g — Japan
information o Implemented in April 2016 with a three year
’ s . igrati iod
— Implementation activities in IELSIONIPENS)
regions — Us

o

o

o

Production submissions implemented for
vaccines in June 2015.

Drug and biologics regional technical
specifications document release in June 2016.
Drug and biologics implementation estimated
in Q2 2019
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Consumer MedWatch Form

r Voluntary Reporting
1rmn FM ERLL Y

« MedWatch Form 3500B
T . -"'.f“:""”‘"".‘:'.':.‘.f." o * |ntroduced mid-2013

+ User-friendly format for non-health
care professionals

* Includes 4 primary components

Toloa wAk appiast wdion ERapomad o o8 Ry el 31 BT + Patient
= * Product
= : - + Event
== + Reporter
T s + Captures other information included
e oot S on the 3500, but asks for it in a more
e —— o consumer-friendly way.
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FOA
Examples of Form Differences

Adverse Event/Product Problem Dechallenge

B. ADVERSE EVENT, PRODUCT PROBLEM 9. Event Abated After Use
1. Check all that apply Stopped or Dose Reduced?

|| Adverse Event _] Product Problem (e.g., defects/imalfunctions) #1 [_] Yes ._] No [_] Doesn't
[ ] Product Use Error | | Problem with Different Manufacturer of Same Medicine apply

Fa R A |‘ 3500

What kind of problem was it? (Check all that apply)
[7] Were hurt or had a bad side effect (including new or

worsening symptoms|
T 3T LR I i Did the problem stop after the
- F 35008 _J Used a product incorrectly which could have or led to a person reduced the dose or stopped
peobiem taking or using the product? _Ives [INo

[ Noticed a problem with the quality of the product

" | Had problems after switching from one product maker
to another maker
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B e (B g 2% o &2 WHO-UMC causality assessment #

F Re? >t Naranjo Algorithm % % 4 % definitely ~ probable -
possible 2 doubtful = & | Z 55 %

Bl 10 - Naranjo Algorithm causality assessment
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09:45-10:00

10:00-10:10

10:10-10:30

09:00-09:30

Day 1: Monday, September 11th 2017

Registration

Opening Ceremony

Opening Remarks

Congratulatory Remarks

Keynote Speech

Group Photo

Coffee Break

Session 1: Understanding ICH guideline
Chair: Sujung Lee (MFDS)

Sun Hee Lee (Director of
AHC)

Hee-mok Won
(Chairman of KPEMA)

Director General of
Pharmaceutical Safety
Bureau of MFD5

10:30-10:50
10:50-11:10
11:10-11:40
11:40-12:00
12:00-13:320

General Principles and Application of ICH
Guideline

= ICH E2C
« ICH E2E
= ICH E2B & E2D

Q&A

Luncheon

Jan Petracek
(PrimeVigilance and
Pharminvent)

Priya Bahri (EMA -
Remaote Presentation)
Gerald Dal Pan (US FDA)
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Session 2: Risk Management in Pharmacovigilance
Chair: Sreedhar Sagi (Sandoz)

13:30-13:50 Risk Management Plan

13:50-14:10 = 1) Regulatory Perspective

14:10-14:20 Q&A

14:20-14:40

- 2) i
14-40-15-00 Industry Perspective

15:00-15:10 Q&A

15:10-15:30 Coffee Break

15:30-16:00 Effective Risk Communication

16:00-16:10 Q&A

Session 3: Pharmacovigilance in Biotherapeutics
Chair: Daisuke Tanaka (WHO)

Post approval monitoring of Biotherapeutics

- — 3
16:10-16:30 (Korea)

Post approval monitoring of Biotherapetuics

R ihe o (EMA, US FDA)

16:50-17:00 Q&A

17:00-17:10 Wrap up and Conclusion

Day 2: Tuesday, September 12th 2017

Mi-Jo Kim {(MFDS)
Priya Bahri (EMA -
Remote Presentation)

Bee Kim (Movartis)
Jean—Christophe
Delumeau (Bayer/150F)

Sally Soh (H5A)

Su-Kyoung Jeong (MFDS)

Sreedhar Sagi (Sandoz)

MFD5

Speaker

09:00-09:30 Registration

Session 4: Assessing the Impact of Pharmacovigilance
Chair: Jan Petracek (PrimeVigilance /Pharmlnvent)

20




12:00-13:30

Measuring the Impact of Pharmacovigilance

« US

« Japan

QRA

Coffee Break

Panel Discussion

Luncheon

Gerald Dal Pan {(US FDA)
Yoshiaki Uyama (FMDA)

Gerald Dal Pan (US FDA)
Yoshiaki Uyama (FMDA)
Sooyoun Chung (KIDS)

Session 5: Promoting International partnership in Pharmacovigilance
Chair: Gerald Dal Pan (US FDA)

13:30-14:00

14:00-14:10

14:10-14:20

14:30-14:50

14:50-15:00

15:00-15:20

Partnership in Pharmacovigilance - the
Singapore’s perspective

Q&A

Public-private partnership in
Pharmacovigilance (EU/ South America/
Other Asian Perspective)

= Innovative Medicine Initiative:
- WEB-RADAR (Recognising Adverse Drug
Reactions)

« Drug Information Association (DIA)

QA

Coffee Break

Sally Soh (HSA)

Magnus Wallberg (UMC)
Jean-Christophe
Delumeau (Bayer/ISoF)

Session 6: Collaborative Effort among Regulatory authorities, Patients, Industry and

Academia

Chair: Jean-Christophe Delumeau (Bayer/ISoP)

15:20-15:40
15:40-16:00
16:00-16:20

16:20-16:30

16:30-16:40

Harmonization efforts in Pharmacovigilance

» Study on PV regulatory harmonization
within APEC region

» Harmonization Activities beyond APEC

= Integration of PV systems - showcased by
WEB-RADAR

QA

Coffee Break

Eui Kyung Lee
(Sungkyunkwan
University)

Daisuke Tanaka (WHO)
Magnus Wallberg (UMC)

21




16:40-17:10 Panel Discussion
17:10-17:20 Wrap up and Conclusion
17:00-17:10 Closing Remarks

Sally Soh (HSA)

Gerald Dal Pan (U5 FDA)
Magnus Wallberg (UMC)
Daisuke Tanaka (WHO)
Bee Kim (Novartis)
Yeonju Woo (KIDS)

Eui Kyung Lee
(Sunglkyunlowan
University)

Director General of
Pharmaceutical Safety
Bureau of MFD5

Director of AHC

¢

(9

v 13 p~14 p)

Day 1: Wednesday, September 13% 2017

Part 1: Adverse Event (AE) Reporting and Collecting

08:50
L Registration
09:20
09:20 :
- Bon-Ki K
= Opening Remarks (I?.EZ)S) ot
09:30
09:30 U'MC tools _ B Unde?'sta.nd overall Magnus Wallberg
= - VigiFlow, VigiBase, VigiLyze, functions of UMC system UMO)
10:10 VigiRank, VigiMatch, etc. and how to utilize them
10:10
- Break
10:20
10:20 | Advanced data collection methods )
= - Social media, Active surveillance, ga];:ecrghf; (:i:;ﬂ?::h;‘rfw gf;;i‘; Del Pan
11:00 | Mobile technologies, etc.
11:00
- Break
11:10

22




Time Topics Learning Objectives® Speakers
Sharing of various economies’ Draw out appropriate - Gerald Dal Pan (FDA)
11:10 | national pharmacovigilance (PV) re_gula_tor\-' harmonization | - Lih—_Iia Huang
. o direction by (Tarwan FDA)
1;1 0 E }U QA [ Chiaa TR understanding differences | - Sit1 Asfijah Abdoellah
i e e s found in each economy’s (NADFC)
Indonesia / Korea PV system - Yeonju Woo (KIDS)
12:10
z Lunch
13:40
Part 2: Adverse Event (AE) Analysis and Evaluation
13:40 | Qualitative and quantitative (data | Generate safety )
> S 3 ! i i Sareeya Wechwithan
— mining) evaluation of safety information by utilizing (Thai FDA)
14:40 | signals ICSR data
14:40
- Break
15:00
[Individual Presentation] Understand differences
Detailed signal management found in each economy’s
15:00 process of each country signal processing s
= o : i e ‘hich diff All Participants
17-20 | - Signal detection, analysis, procedure whic ers
assessment and safety measures | depending on its PV
within regional PV system system
Day 2: Thursday, September 14 2017
Part 2: Adverse Event (AE) Analysis and Evaluation
09i30 fcrzequRl jrere‘r?:;‘;—t;nfot? ffgfuable ICSR Dl IE 5L R:I lnlth[ e
10:30 | - causality assessment of ICSRs e i A M)
10:30
— Break
10:40
Ruth Savage
(UMC and NZPhv(C)
[Facilitator]
10-40 | [Hands-on Exercise] Apply ICSR evaluation - Jan Petracek
B Causality assessment of ICSRs methodology when (PrimeVigilance and
12:00 | (Group discussion) evaluating signals Pha:mlm-er_n) .
- - Sareeya Wechwithan
(Thai FDA)
- S1t1 Asfiyah Abdoellah
(NADFC)
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Time Topics Learning Objectives® Speakers
12:00

- Lunch
13:30

Part 3: Decision Making, Safety Measures and Risk Communication
- ; Understand ] .

13:30 ms J:rlanaggment plan (RMP) & pl covigilance Jean-Christophe

- Risk evaluation and mitigation cemnistiomrommetial Delumeau
14:30 | strategy (REMS) management (Bayer)

products

14:30

- Break
14:40
=14 Risk comnmmnication and how to Estabhsh eﬁ‘lc_lent s_afe‘ry Ia_u_ Petmc?k

- SR S information dissemination | (PrimeVigilance and
15:40 | system PharmInvent)
15:40

— Break
16:00
16:00 - K Determine efficient way Jan Petracek

o CD;ZE'IE]; tho da-"e%u' e to inform about the results | (PrimeVigilance and
17:00 ' of safety issue evaluation | PharmInvent)
17:00

- Wrap up and Closing Remarks
17:20
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