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Toipe. Tolwan

F 37 PIC/S EXPERT CIRCLE MEETING ON
GOOD DISTRIBUTION PRACTICE 4

Report of Expert Circle Meeting

Chyn-Liang (Cindy) Huang

Chief inspector, GMP Inspectorate
Division of Risk Management,
Taiwan Food and Drug Administration
Ministry of Health and Welfare

12 Mai 2015
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QOutline

*Planning

*Conference Schedule
*Participation

*Conference & Event Photos
*Website

*PIC/S Expert Circle Pre-meeting Questionnaire Statistics
*PIC/S Expert Circle Meeting Evaluation Form Statistics

Planning

*Expert Circle Co-ordinating Committee Meeting

*Time : 28-29 October, 2014

*Place : MHRA office, UK

*Attendant : Stephen, Catherine, Reto, Johanna,
Maria, Cindy

» Goal : Medic althcare
Prod > urvﬂqegw

~ Decide course topics —
~Invite speakers i
»Make action list (time frame)

11



Conference Schedule

23 - 26 March, 2015

374 PIC/S EXPERT CIRCLE MEETING
ON GOOD DISTRIBUTION PRACTICE

Time : 24-26 March, 2014
Place : Taipei Fee :

S 0] e | me

23 March 24 March 25 March 26 March

Expert Circle Meeting

Lunch

Committee Co-ordinating

Afternoon . Expert Circle Meeting Committee

Pre-meeting !
Meeting

Social Event
& Official
Banguet

12
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£ p]_ﬁl's Third PIC/S Expert Circle Meeting on Good Distribution Practice (GDP) i
[

2%1 5 FEPICISERERESNCOP) FRMEMH
=== Conference Schedule-1 o N ‘

*Introduction to the Expert Circle & Mandate
*Quality risk management (QRM) & Workshops

*Approach of the Spanish legislation to apply GDP requirements
to custom & border control establishments

*Maintainance of required storage conditions during
transportation & Workshops

7).
£ p]_ﬁl's Third PIC/S Expert Circle Meeting on Good Distribution Practice (GDP)
[ =
] EIEFICSEREREEAEGOP) BEEEHR
2815 (c0n)

v Conference Schedule-2 S — ‘

*Regulatory update
*Development of PIC/S Guide Q&A document Workshop
*Compare inspection processes

Inspection skills & techniques

*Computerised Systems & Data Integrity — Inspection Tips
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Participation summary
*The total number of countries - 25

*The total number of participants : 47
L [Counry | Number]

PIC/S Canada, Greece, Indonesia, Ireland, Japan, Korea, 34
member Malaysia, Netherlands, Norway, Singapore, South Africa,
Spain, Sweden, Switzerland, Taiwan, UK, Ukmaine

MNon-PIC/S  Brazil, Hong Kong, Tran, Kenya, Mexico, Philippines, 13
member Russia, Saudi Arabia

p!l:_5'
il
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Lecturers

UK

Medicines and Healthcare products Regulatory
|Agency (MHRA)

Switzerland

Cantonal Office for the Control of Medicines,
Regional Medicines Inspectorate of Eastern and
|Central Switzerland

Ireland

Health Products Regulatory Authority

Stephen(Steve) Todd
Senior GOP Inspector

Reto Locher
Inspector, Deputy Head Official

Catherine Meary
Inspeactor

Canada
| Health Canada

Sarah Skuce
Drug GMP Compliance Specialist

Spain ) .
Agencia Espafiola del Medicamentoy Productos gﬂ:ﬂt;l:li:shﬂ;;z:u Ea
Sanitarios (AEMPS) P

Suvaelon Emil Schwan

National competent authority: Likemedelsverket Inspector GMP/GOP

| [Medical Products Agency)

Taiwan
| Taiwan Food and Drug Administration

15

Chyn-Liang (Cindy) Huang
Chief Inspector / Section Chief




Committee Pre-meeting

*Time : 23 March, 2015 (Monday)

*Place * Humble House Function Room 11

Expert Circle Meeting

*Time : 24-26 March, 2015

16



Workshops

*Time : 24-25 March, 2015
*Place - Maple & Cypress Room
Function Room 1

Function Room 11

Co-ordinating Committee Meeting

*Time : 26 March, 2015 (Thursday)

*Place : Humble House Maple & Cypress Room
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Social Event
*Time * 24 March, 2015 (Tuesday)
*Place : Confucius Temple
Baoan Temple
The Grand Hotel Tour
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Official Banquet

*Time : March 24, 2015 (Tuesday)
*Place : The Yuan Shan club of Taipei
{(Grand Hotel)

19



Website http://www.picsgdp2015.com.tw/

Cirche WlsEEE 50
! Third IS EXZarte e (G07) |
Pk £ Good m::“::?:;n_ o AEEAR 1

2EL15 weenamatn

_— i 1
s o e T |
I
_P;’iﬁ :.':.Pfcff.,."f".ﬁaﬂmr....':ﬁf: B e shon P IG0F1 J IL. S
-_‘ . I
T e v, P e
[ I

Hewy | E-n'lllmll'hnﬂm] Frogian I E™
MNews L ﬁ———l el S N

=

iy Ao
IR AL LA

PIC/S Expert Circle
Pre-meeting Questionnaire Statistics
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Please specify which GDP guidance document you

use for inspections
(e.g. PIC/S GDP Guide, EU GDP Guide, WHO Guide...)

28%

20%
12% I
|'| I

PIC/S GDP EU GDP WHO Others  No Use/No
ruide Guide Guide response
o Country

e == L=l

32% 32%

. T =

Country

a3

Independent GDP unit or Unit with GMP

B Independent GDP unit ® Unit with GMP ® Other ® No response

21



PIC/S Expert Circle Meeting
Evaluation Form Statistics

e S ©

Were learning objectives met at this meeting?

Ewaluation

*For 94% of attendees who completed the evaluation form
the learning objectives had been met.

2015 - Learning Objectives

94%

mYeg

® Less Than Expected

22



Overall rating for the educational
component of the meeting

Excellent +very

Educational Part oy

Effectiveness of workshop session |l | (1)}
Freparation of workshop Leaders |l QR
UscFulness and relevance of information to my work [l | (1"
Value of presentations and workshop wpics Rl ll V8%
Diversity of presentations and workshop topics [ ——— ] © 5%,
Organisation of material and sessions [ ————— ] ] ()],

0% 100%5

mExcellent & Very Good @Good  ®Far @

Evaluation
The rating received for the educational part of the meeting scored extremely high with
many responders stating the sections scored very good or excellent,

Overall rating for each of the following items

} Excellent 4very

General ey

Transportation e~ 95%)

Room rate ) 53%

Technical equipment and support I 100
Time keeping ————— | (0%

Meals and refreshments I ———ll 057
ACTIVities I ————— il | (124

Registration (form, desk, assistance) SIS (1%,
Venue and facilities —] | (11)2/,

Overall organization SRS (¢,

% 100
®Excellen: mVery Good @Good ®Fair ®@nfa

[\
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Thank you'
—
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