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Plenary Session:

e New paradigm of advanced therapy by qualified cell and gene products
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e Update on Thai FDA Regulations
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Track 1: QbD & PAT Session i 3 sidalaun

e Process Analytical Technology (PAT) tools for Pharmaceutical Industry
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e The Implementation of Quality by Design (QbD) in Regulatory Dossiers
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e Design Space Concept in Cleaning Process
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Track 2: ATMP Session 3 3 sindalaun

e Regulatory Guidelines for ATMP
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e ATMP Quality Development and Manufacturing Standard
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e (AR-T Cells Manufacturing facility: The first GMP-certified cell and gene therapy biotech
company in Thailand
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Track 3: ISPE Training (Day 1) # 2 siadalsun

e Process Validation: Stage 1 - Process Design
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e Process Validation: Stage 2 - Process Performance Qualification or Process Validation
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Track 4: HVAC # 2 virdalsun

e HVAC Design Considerations for Pharma Facilities in Tropical Climate
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e Pitfalls & Challenges in Pharma HVAC System
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Track 5: PHARMA 4.0 & GAMP5 i 2 siadalsiun

e Pharma 4.0
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e Update GAMP5
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Track 6: ISPE Training (Day2 - Morning) # 1 viadalsun

e (hallenges & Successes of ICH Q12 Related Submissions
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Track 7: Annex 1 & 2 vindalaun

e Interpretation and Key Updates of EU GMP Annex
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® Quality Risk Management for Cleaning and Disinfection
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Track 8: Facility # 2 viadalaun

e The Project Management for a Facility Start up
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e (ritical Utility GMP Compliance
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Track 9: ISPE Training (Day2 - Afternoon) # 2 sivdaloun

e Process Validation: Stage 3 - Continued Process Verification or Ongoing Process Verification
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e Unravelling Manufacturing Control Strategies: Maturity Model & Case Studies
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Topic: Get Back on Track for Pharmaceutical Industry
Date :18™- 19" July 2023
Location: Ambassador Hotel (Seminar will be in English.)

Course outline Day 1: 18" July 2023

8:50 — 2-00 Opening Remark by Mr. Totsapon Santitewagun (ISPE Thailand President)

@-00 — 945 ISPE Thailand Update & Hackathon 2023

@45 - 1030 Keynote Speaker by Assoc. Prof. Chanchai Sittipunt, M.D.
{(Dean of the Faculty of Medicine, Chulalongkorn University,
and Director of King Chulalongkorn Memorial Hospital)
New paradigm of advanced therapy by qualified cell and gene products

11:00 — 12:00 Keynote Speaker by Thai FDA
Ms. Worasuda Yoongthong
{Director of Medicines Regulation Division, Thai FDA)
Update on Thai FDA Requlations

TRACK 1: QbD & PAT TRACK 3: ISPE Training

Regulatory Guidelines for
ATMP

Dr.Piyanan Boonprasirt
(Pharmacist, Professional Level,
Medicines Regulation Division,

PLENARY SESSION

Process Validation:

Stage 1 - Process Design
(VDO Recorded)

Process Analytical
Technelogy (PAT) tools for
pharmaceutical Industry
Dr.Shobha Nagappayya

13:30- 15:00

DAY 1: TUESDAY 18TH JULY 2023

(ENDRESS+HALSER) Thai FDA) Limited to 40 attendees
The implementation of ATMP quality development
Quality by Design (@bD) in | and manufacturing standard
Regulatory Dossiers Dr.Chaiyong Koaykul
Assoc. Prof. Dr. Satit (Manager of Excellence Center
Puttipipatkhachorn for Advanced Therapy Process Validation:
3 (Faculty of Pharmacy, Medicinal Producfs, Stage 2 - Process
Bl Mahidol University) Chulalongkorn Hospital) Performance Qualification
U Design Space Concept in CAR-T cells manufacturing or Process Validation
a Cleaning Process facility: The first GMP- (VDO Recorded)
Ll Mr. Richard Chai (STERIS) certified cell and gene
therapy biotech company in Limited to 40 attendees
Thailand
Dr.Kitipong
Uaesoontrachoon

(GENEPEUTIC BIO CO_LTD.)

Note: 1. Topics & Time are subject to change as appropriate.
2_ISPE Training Track is VDO Recorded, licensed by ISPE.
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Course outline Day 2: 19" July 2023

TRACK 3:

IRACKSHVAC PHARMAA4.0 & GAMP5
HVAC Design
Considerations for
Pharma Facilities in Pharma 4.0
Tropical Climate Mr. David Margetts
Mr. Totsapon (FACTORYTALK
Santitewagun & ISPF Qualified Trainer for

(ISPE Qualified Trainer for | GAMF)
HVAC System & NEBB
Cleanroom Certifier, USA)

Pitfalls & Challenges in
Pharma HVAC System Update GAMPS

Mr. Totsapon Mr. David Margetts
Santitewagun (FACTORYTALK

(ISPE Qualified Trainer for | & ISPE Qualified Trainer for
HVAC System & NEBB GAMP)

Cleanroom Certifier, USA)

The Project Management for
a Facility Start up

Mr. Christopher Sweeney
(Former Senior GM, Kalbio

Interpretation and Key
Updates of EU GMP

Annex 1

TRACK 6: ISPE Training

Challenges & Successes of
ICH Q12 Related
Submissions

(VDO Recorded)

Limited to 40 attendees

TRACK 7: Annex 1 TRACK 9: ISPE Training

Process Validation:
Stage 3 - Continved Process
Verification or Ongoing
Process Verification

Mr. Richard Chai (STERIS) | Former Senior Engineering
Manager of M5D, Singapore)

ADUNARIU

TsausnuaNLNgines 1a8gUuan 11 (BTS wiun)

m:i::;:ausundumm G. Global Medika, Indonesia) (VDO Recorded)
Limited to 40 attendees
Critical Utility Unravelling Manufacturing
Quality Risk Management | GMP Compliance Control Strategies: Maturity
for Cleaning and Mr. Gaston Loo Model & Case Studies
Disinfection (ESCO ASTER PTE LTD & (VDO Recorded)

Limited to 40 attendees

Conference Hotel: Ambassador Hotel, Sukhumvit Soi 11, Bangkok, Thailand

http://ambassador.bangkokshotels.com/en/

Travel : http://www.amtel.co.th/location/
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28n19aanzLiigw (HOW TO REGISTER)

1. Online Registration Browse website WWW.ISPETH.ORG/AGM2023, fill-in delegate details and click
submit

2. Confirmation ISPE staff will confirm your registration status via email.
If not receive email within 2 working days after submitted the form, please contact our staff.

3. Payment Make a payment to reserve your seats and capture/ scan transferred evidences i.e. payslip
to email REGISTER@ISPETH.ORG

REGISTRATION CLOSES ON 15 JULY 2023 OR WHEN ALL SEATS ARE FULLY RESERVED.

FIND OUT MORE INFO & CONTACT US: WWW.ISPETH.ORG
EMAIL: REGISTER@)ISPETH.ORG T: +6688-090-4664

e - TERMS AND CONDITIONS
2801911521918 (PAYMENT METHOD)

All fees stated include
luncheons, refreshments and
documentation. It does not
include the cost of

Payment must be received before 15 JULY 2023 otherwise the

reservation will be cancelled. All payments should be made in Thai Baht.

BANK > KASIKORN BANK, LAD PRAO 67 BRANCH accommodation and travel.
ACCOUNT > ISPE FOUNDATION SUBSTITUTION / CANCELLATION
NUMBER > 027-8-46566-7 Substitute delegates are not
allowed. Cancellations must be
SWIFT CODE > KASITHBK received in writing at least 10
BANK ADDRESS > 2347 LADPRAO 67, WANGTHONGLANG, f’h“esg‘fjjtdays before the start of

BANGKOK, THAILAND 10310



mailto:REGISTER@ISPETH.ORG

	หลักการและเหตุผล

