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14 December, Thursday

8.30 am
9.00 am

Registration
Welcome Address:
ISPE Singapore & VNPCA & DAV

GMP REGULATORY

9.45 am Requirements and Preparing for EU, SRA

and WHO Inspections:

a. WHO/EU regulatory systems and requirements

b. Preparing for and hosting on site inspection from EU
agency

c. Responding to findings and CAPA preparation

Ashley Isbel, GMP Services Director, PharmOut, Australia

10.45 am Morning refreshments

11.15 am Opening Panel Discussion:

International Access & Preparing for Vietham’s Bio/Pharma

Industry for Access

Moderator:

Hong Ping LEE, Business Development, Exyte & Board

Director, ISPE Singapore Affiliate

Panellists:

Ms Dang Thanh Tam, Vice Technical Director, Stellapharm

JV. Co., Ltd

Ashley Isbel, GMP Services Director, PharmOut, Australia

Peiqing Zhang, Strategic Technology Partnership Leader

Gene Therapy, Cytiva, Singapore & Conference Chair, ISPE

Singapore Affiliate

12.15 pm Lunch

NEW DRAFT ANNEX 1/ ICH Q9

1.45 pm Revision of Sterile WHO/EU/PICs
Guidance & Challenges in Implementing the New Annex 1
Ashley Isbel, GMP Services Director, PhamOut, Australia

2.30 pm Contamination Control Strategy - General

Requirements and Documenting a CCS

Ashley Isbel, GMP Services Director, PharmOut, Australia

3.15 pm Afternoon Refreshments

3.45 pm Leaping into the Era of ATMP

. Regulatory consideration for ATMP - the global landscape

«  ATMP manufacturing facility - considerations for design-
ing the facility

«  ATMP manufacturing process - what's the science behind
the process design

Peiqing Zhang, Strategic Technology Partnership Leader Gene

Therapy, Cytiva, Singapore & Conference Chair, ISPE

Singapore Affiliate

4.30 pm Observations From Recent Inspections of
Sterile Products Manufacturing Including Biologics and
Vaccines:

a. Observations and findings from recent inspections:

b. QMS, QRM, DI and poor aseptic design

c. Facility and Equipment design and validation issues
Ashley Isbel, GMP Services Director, PharmOut, Australia

5.15 pm End of day 1

For enquiries contact:
linda.wan@ispesingapore.org

15 December, Friday

9.00 am Day 1 Summary & Opening Q&A

9.30 am Case Study Presentation: Experience in
implementing EU-GMP of Stellapharm J.V. Co., Ltd

Ms Dang Thanh Tam, Vice Technical Director, Stellapharm J.V. Co.,
Ltd

CLEANING & VALIDATION

10.00 am A Lifecycle Approach for Cleaning Validation

. Regulatory considerations for Cleaning Validation, what's
required and what's expected

*  The scientific foundations, what information are required to
establish a CV programme

. How is the risk based approach applied in CV

. How to continuously verify the cleaning effectiveness

Richard Chai, Senior Technical Service Manager,

STERIS Corporation, Singapore

10.30 am Morning refreshments

11.00 am

Disinfection

¢ Annex 1requirement on Cleaning & Disinfection

. Quality risk management principles

Quality Risk Management in Cleaning and

. Identification and management of risks in cleaning & disinfection

Richard Chai, Senior Technical Service Manager,
STERIS Corporation, Singapore

11.30 am

Maintenance

. Annex 1 requirement on Sterilization & Sterility Maintenance

. Use of Biological Indicators and Chemical Indicators in compli-
ance with Annex 1

. Use of sterile protective barrier system in compliance with
Annex 1

Richard Chai, Senior Technical Service Manager,

STERIS Corporation, Singapore

Annex 1 Compliance in Sterilization & Sterility

12.00 pm

Equipment

. Regulations related to microbial & particulates contamination

. Biofilm & rouge - Formation, remediation, and prevention

. Minimizing contamination risk through robust cleaning cycle
and periodic maintenance

Richard Chai, Senior Technical Service Manager,

STERIS Corporation, Singapore

How to Minimize Contamination Risk in Process

12.30 pm Lunch

2.00 pm Critical Utility Design & Maintenance

. Importance of GMP compliance & challenges faced

¢ Key control measures necessary for success

. Strategies for mitigating risks, implementing effective quality
control measures

Gaston Loo, Head of Engineering, Esco Aster, Singapore

DATA INTEGRITY / COMPUTER SYSTEM ASSURANCE

2.45 pm Are You Ready for Internet of Things?

* EU vs WHO regulations: what’s the difference?

. Can your current system meet data integrity standards?

. Prepare & build your Infrastructure - tools and applications
Stuart Sutton, Quality Operations Risk Consultant, FRASolutions,
Singapore

3.15 pm Afternoon refreshments

3.45 pm Audience Open Q&A with all speakers
Questions may be submitted in writing before and at any time
during the event. Submit questions here:

OE210
oA

4.45 pm Concluding remarks & end of Workshop

ALL PRESENTATIONS WILL BE AVAILABLE FOR DOWNLOAD 1 WEEK BEFORE THE EVENT




DU KIEN CHUGNG TRINH
Ngay 14 thang 12

8.30 am Dang ky dai biéu
9.00 am Phat biéu khai mac:
ISPE Singapore, VNPCA, Pai dién lanh dao Cuc QLD

NGUYEN TAC, QUY BINH CUA GMP

9.45 am Yéu ciu va Chuin bi cho Thanh tra cua
EU, SRA va WHO:

a. Cac hé théng va yéu cau quy dinh cia WHO/EU

b. Chuén bi va té chuc thanh tra tai ché ti co quan EU
c. phan ung véi cac phat hién va chuan bi CAPA
Ashley Isbel, Gidm déc dich vu GMP, Céng ty,
PharmOut, Australia

10.45 am Nghi giai lao

11.15 am Thao luan”Tiép can vdi cac quy dinh cua
Thé gisi va viéc chuan bi clia cac cdng ty Duoc Viét Nam
sén sang cho hoi nhap”

Moderator:

Hong Ping LEE, Phat trién Kinh doanh, Céng ty Exyte &
Ban giam déc, ISPE Singapore Affiliate

Ngugi dan dat:

Ba Ping Thanh Tam - Pho gidm doc ky thuat Cong ty
TNHH Lién doanh Stellapharm

Ashley Isbel, Gidm déc dich vu GMP, Céng ty,
PharmOut, Australia

Peiqing Zhang, Lanh dao cta céng ty Cytiva, Singapore-
déi tdc cong nghé chién luge Liéu phap gen & Chu tich hoi
nghi ctia ISPE Singapore Affiliate

12.15 pm Nghi an trua

DU THAO MGI PHU LUC 1/ ICH Q9

1.45 pm Stra d6i Huéng dan va théach thuc trong
viéc thuc hién quy dinh WHO/EU/PIC vé vé trung trong
viéc thuc hién Phu luc 1 mai

Ashley Isbel, Gidm déc dich vu GMP, Coéng ty,
PharmOut, Australia

2.30 pm Chién lugc kiém soat & nhiém - Yéu cau
chung va lap hé so CCS

Ashley Isbel, Gidm déc dich vu GMP, Céng ty,
PharmOut, Australia

3.15 pm Nghi giai lao

3.45 pm Buéc vao ky nguyén ctia ATMP (thudc
diéu tri tién tién dua trén liéu phap té bao hoac liéu phap
gen...)

* Xem xét quy dinh déi véi ATMP - béi canh toan cau

* Co s& san xuat ATMP - Xem xét viéc thiét ké co sé sadn
xuat

* Quy trinh san xuat ATMP - cg s& khoa hoc dang sau
thiét ké quy trinh la gi

Peiqing Zhang, Lanh dao cua céng ty Cytiva, Singapore-
déi tdc cong nghé chién luge Liéu phap gen & Chu tich hoi
nghi ctia ISPE Singapore Affiliate

4.30 pm Nhiing quan sat ti cac cudc thanh tra
gan day doi véi viec san xuit cac san pham vé trung,
bao gém ca sinh pham va vac xin:

a. Cac quan sat va phat hién tu cac lan thanh tra gan
day:

b. QMS, QRM, DI va thiét ké dam bao vo trung kém

c. Céc van dé vé thiét ké Co s& va Thiét bi va viéc xac
nhan

Ashley Isbel, Gidm déc dich vu GMP, Coéng ty,
PharmOut, Australia

5.15 pm Két thuc ngay 1

Ngay 15 thang 12

9.00 am Téng két ngay 1 va phan ma hoi dap

9.30 am Chia sé kinh nghiém thuc hién EU-GMP cua Stellapharm
Ba Bang Thanh Tam - Phé gidm déc ky thuat Cong ty TNHH Lién doanh
Stellapharm

QUY TRINH VE SINH VA THAM DINH

10.00 am Phuong phap tiép can vong dosi déi vsi tham dinh vé sinh
« Cac xem xét vé quy dinh déi véi tham dinh vé sinh, nhiing gi dugc yéu
cau & nhiing gi dugc mong dgi

« Co sd khoa hoc, nhitng thong tin can thiét dé lap chuong trinh CV

* Phuong phap tiép can dua trén rai ro dugc dp dung nhu thé nao trong
CV

» Lam thé ndo dé lién tuc xac minh hiéu qua lam sach

Richard Chai, Quan ly cdp cao Dich vu ky thuat, STERIS Corporation,
Singapore
10.30 am Nghi giai lao

11.00 am Quan ly Rui ro vé chat lugng trong Vé sinh va Khi trung
* Yéu cau cua Phu luc 1 vé quy trinh vé Vé sinh & Khir trung

* Nguyén téc quan ly rai ro chat lugng

e Xac dinh va quan ly rai ro trong qua trinh vé sinh & khir trung

Richard Chai, Quan ly cdp cao Dich vu ky thuat, STERIS Corporation,
Singapore

11.30 am
trung

* Yéu cau cua Phu luc 1 vé Tiét trung & Bao tri Tiét trung

* St dung Chét chi thi Sinh hoc va Chat chi thi Héa hoc tuan thd Phu luc 1
* St dung hé théng hang rao bao vé voé trung tuan tha Phu luc 1

Richard Chai, Quan ly cdp cao Dich vu ky thuat, STERIS Corporation,
Singapore

Phu luc 1 Tuan tha trong viéc Tiét trung & Bao tri Tiét

12.00 pm
thiét bi

» Cac quy dinh lién quan dén nhiém chéo vi sinh vat & hat

* Mang sinh hoc va phan héng - Hinh thanh, khic phuc va phong ngua

« Gidm thiéu rui ro nhiém chéo théng qua chu ky lam sach hiéu qua va bao
tri dinh ky

Richard Chai, Quan ly cép cao Dich vu ky thuat, STERIS Corporation,
Singapore

Céach giam thiéu rui ro nhiém chéo trong day truyén,

12.30 pm Nghi an trua

2.00 pm Tién ich quan trong: Thiét ké va bao tri

« Tam quan trong cla viéc tuan tha GMP & nhiing thach thic phai déi mat
» Cac bién phap kiém soat chinh can thiét dé thanh cong

« Chién lugc giam thiéu rui ro, thuc hién cac bién phap kiém soat chat lugng
hiéu qua

Gaston Loo, Trudng phong Ky thuat, Esco Aster, Singapore

SU TOAN VEN DU LIEU / DAM BAO HE THONG MAY TiNH

2.45 pm Ban da sdn sang cho Internet van vat?

¢ Su khac biét gitta cac quy dinh caa EU va WHO

« Hé théng hién tai cta ban cé thé dap ung dugc cac tiéu chudn vé tinh
toan ven dir liéu khéng?

« Cac codng cu va ung dung cho viéc chuan bi va xay dung Co sé ha tang
Stuart Sutton, chuyén gia tu van rui ro hoat déng chat lugng,
FRASolutions, Singapore

3.15 pm Nghi giai lao

3.45 pm Hoi dap ma vai tat ca cac dién gia

Céc cau hai co thé dugc gui bang van ban trudc va bat cu lic ndo trong su
kién Gui cau hoi tai day

4.45 pm K&t luan & két thuc héi thao

CAC NOI DUNG TRINH BAY TAI HOI THAO SE DUGC GUI LINK DOWNLOAD TRUGC KHI SU KIEN DIEN RA 1 TUAN




Speaker Biographies:

Ashley Isbel, GMP Services Director, PharmOut, Australia

Among Australia’s leading experts in sterile compliance and validation, Ashley offers 25 years of practical experience
as a qualified Chemical Engineer in GMP regulated industries (TGA, PIC/S, FDA), including pharmaceuticals, pharma-
cies, medical devices and blood and tissue. Ashley has trained regulatory

agencies as well as supported start-up companies to find their way through CFR 820, CFR Part 11, PIC/S, ISO 13485
and 14644, His expertise includes lifecycle validation, process engineering and GMP compliance, with specialties in
sterile manufacture including next generation medicines, HVAC systems and cleanroom design and construction
Ashley routinely conducts practical gap analysis, performs design reviews and inspections to assist companies
develop compliance road maps and support vendor audits.

Gaston Loo, Head of Engineering, Esco Aster, Singapore

As the Head of Engineering at Esco Aster and previously in MSD, Roche and Lonza, Gaston’s expertise is in critical
utility systems and GMP compliance. He has a proven track record of ensuring high-quality standards, regulatory
compliance, and patient safety in pharmaceutical manufacturing. With extensive experience and knowledge of
regulatory frameworks, including FDA and EMA guidelines, Gaston has successfully guided organizations in imple-
menting robust quality control measures and risk management strategies.

Richard Chai, Senior Technical Service Manager, STERIS Corporation, Singapore

Richard has more than 20 years of industry experience in manufacturing, validation, consultancy and technical
support for biotech, pharma, biopharma and medical device companies that include Schering Plough and Lonza.
Published several articles and book chapter in contamination control.

Peiqing Zhang, Strategic Technology Partnership Leader Gene Therapy, Cytiva, Singapore

& Conference Chair, ISPE Singapore Affiliate

Peiging is responsible for technical engagement with customers and the gene therapy community across Asia Pacific.
He has over 15 years of experience in biotech research, development, and commercial manufacturing. Prior to joining
Pall (now part of Cytiva), he held various roles in MSAT, process sciences, analytical development, and CMC manage-
ment at Novartis in Singapore, and Transcenta in China. Before moving the biopharmaceutical industry, he was with
A*STAR-Singapore’s Bioprocessing Technology Institute and was an Adjunct Assistant Professor at National University
of Singapore (NUS). Peiging obtained his PhD from NUS. He has published more than 20 peer-reviewed papers in
biology and biotechnology and is a frequent speaker in international conferences.

Stuart Sutton, Quality Operations Risk Consultant, FRASolutions, Singapore

Stuart Sutton has over 36 years’ experience which includes the Pharmaceutical and other Risk Regulated Industries.
He has extensive experience in the writing of Quality Management System documentation including computerized
systems.

Hong Ping LEE, Business Development, Exyte & Board Director, ISPE Singapore Affiliate

Hong Ping has over 28 years’ working experience in the Electronics Manufacturing industry, Advanced Technologies,
Life Science Chemical process & facility building design, construction, project management, general management,
sales, marketing & business development.

In the last 12 years, he has worked for multi-national corporations providing consulting, engineering and construction
services to the manufacturing, process, industrial and commercial sectors. His responsibilities included Strategic
Planning, Business Development, Sales and Marketing for Singapore and the South East Asian countries.

Ms Dang Thanh Tam, Vice Technical Director, Stellapharm J.V. Co., Ltd

Tam Dang leads the whole Quality management system responsible for specialized Hazardous manufacturing facilities
driving quality assurance, production, quality control and engineering subjects. She received a scholarship of The Irish
Aid program for the accredited Master of Science in Pharmaceutical Quality Assurance and Biotechnology in Ireland.
She brings in a wealth experience from 11 years in Pharma especially EU - GMP, PIC/S GMP and WHO-GMP and
Machinery in Pharma industry as well. She has led quality system groups focusing on data integrity, data statistical
control and trending for production data, stability out of trend analysis, cleaning validation, quality risk management
application on cross contamination and data integrity, qualification and validation, site audit for active ingredients and
so on.

About ISPE https:/ispe.ora/

The International Society for Pharmaceutical Engineering is the world's largest not-for-profit association serving
its Members by leading scientific, technical and regulatory advancement throughout the entire pharmaceutical
lifecycle. ISPE Singapore Affiliate has over 500

memlbers and is a major enabler of the local manufacturing industry.

About VNPCA http://vnpca.org.vn

Viet Nam Pharmaceutical Companies Association (VNPCA) is an organization that is constituted of companies
operating in the pharmaceuticals field in Viet Nam, joining and

complying with the Charter of the Association on a voluntary basis.

At present, the Association has nearly 200 members, including manufacturing,

import-export and distribution companies that currently manufacture and distribute the majority of the domes-
tic drug output for medical examination and treatment for patients, ensuring national autonomy in healthcare.
The production members of VNPCA all achieved GMP-WHO, some members achieved GMP-EU, GMP-PIC/S.




Dién gia Hoi thao:

Ashley Isbel, Giam déc dich vu GMP, Cong ty, PharmOut, Australia

La mot trong nhitng chuyén gia hang dau cada Uc vé tudn tha va thdm dinh vo trung, Ashley cé 25 ndm kinh nghiém
thuc té véi tu cach la Ky su hda hoc trong céc nganh dugc quan ly theo tiéu chudn GMP (TGA, PIC/S, FDA), bao gém
dugc phdm, nha thudc, thiét biy t&€ mau va mo. Ashley da dao tao cac co quan quan ly cing nhu hé trg cac cong ty
khai nghiép dat dugc cac chung nhan CFR 820, CFR Phan 11, PIC/S, ISO 13485 va 14644. Chuyén moén cda dng bao gém
xac nhan vong dei, quy trinh ky thuat va tuan tha GMP, véi cadc chuyén mon vé san xuat vo trung bao gém céc loai
thudc thé hé tiép theo, hé théng HVAC, thiét ké va xay dung phong sach Ashley thusng xuyén tién hanh phan tich
nhing thiéu sot thuc té€, thuc hién danh gid va kiém tra thiét ké dé hé trg cac cong ty xay dung 16 trinh tuan tha va hé
tro kiém todn don vi cung cap.

Gaston Loo, Trudng phong Ky thuat, Esco Aster, Singapore

La Trudng phong Ky thuat tai Esco Aster va truéc day tai MSD, Roche va Lonza, chuyén mon ctia Gaston la vé cac hé
théng tién ich nghiém ngat va tuan tha GMP. Ong cé thanh tich da dugc chiing minh vé viéc dam bao cac tiéu chuén
chat lugng cao, tuan tha quy dinh va an toan trong san xuat dugc pham. Vi kinh nghiém va kién thuc sdu rong vé cac
khung phap ly, bao gém cac hudng dan caa FDA va EMA, Gaston da huéng dan thanh cong cac té chic trién khai cac
bién phap kiém soat chat lugng chat ché va chién luge quan Iy rai ro.

Richard Chai, Quan ly cap cao Dich vu ky thuat, STERIS Corporation, Singapore

Richard cd hon 20 nam kinh nghiém trong nganh vé san xuat, tham dinh, hé trg ky thuat va tu van cho cac cong ty cong
nghé sinh hoc, dugc phdm, dugc pham sinh hoc va thiét biy té bao gém Schering Plough va Lonza. D& xuat ban mét sé
bai bao va chuong sach vé kiém soat nhiém chéo.

Peiqing Zhang, Lanh dao cua cong ty Cytiva, Singapore- déi tdc cong nghé chién lugc Liéu phap gen & Cha tich héi
nghi ctua ISPE Singapore Affiliate

Peiging chiu trédch nhiém tham gia tu van ky thuat véi khach hang va cong déng lieu phdp gen trén khdp Chau A Thai
Binh Duong. Ong co hon 15 n&m kinh nghiém trong nghién ctu, phat trién va san xuat thuong mai lién quan coéng nghé
sinh hoc. Trugc khi gia nhap Pall (hién la mét phan caa Cytiva), 6ng git nhiéu vai tro khac nhau trong MSAT nhu khoa
hoc quy trinh, phat trién phan tich va quan Iy CMC tai Novartis & Singapore va Transcenta & Trung Quéc. Trudc khi
chuyén sang nganh dugc pham sinh hoc, dng da lam viéc tai Vién Cong nghé X ly Sinh hoc cta A*STAR- Singapore va
1 Tro ly phu trg Gido su tai Dai hoc Quéc gia Singapore (NUS). Peiging lay bang Tién si tai NUS. Ong da xuat ban hon 20
bai bdo vé sinh hoc va cong nghé sinh hoc, déng thai la dién gia thusng xuyén tai cac hoéi nghi quéc té.

Stuart Sutton, chuyén gia tu van rai ro hoat déng chat luong, FRASolutions, Singaporg
Stuart Sutton co han 36 nam kinh nghiém trong linh vuc Dugc pham va Quan tri rai ro. Ong co nhiéu kinh nghiém trong
viéc viét tai liéu vé Hé théng quan ly chat lugng, bao gém ca hé théng may tinh.

Hong Ping LEE, Phat trién Kinh doanh, Céng ty Exyte & Ban gidm déc, ISPE Singapore Affiliate

Hong Ping c6 hon 28 nam kinh nghiém lam viéc trong nganh San xuat Dién ta, Cong nghé tién tién, Quy trinh hda khoa
hoc dai s6ng & thiét ké xay dung ca s8, xay dung, quan ly du an, quan ly chung, ban hang, tiép thi va phat trién kinh
doanh.

Trong 12 ndm qua, Ong da lam viéc cho céc tap doan da quéc gia cung cap dich vu tu van, ky thuat va xay dung cho
cac linh vuc san xuat, ché bién, cong nghiép va thuong mai. Trach nhiém ctia Ong bao gém Lap ké hoach chién lugc,
Phat trién kinh doanh, Ban hang va Tiép thi cho Singapore va cac nuéc Bong Nam A.

Ba Pang Thanh Tam, Phoé gidm doéc ky thuat Cong ty TNHH Lién doanh Stellapharm

TAM DANG trong vai tro Pho Gidm déc Ky thuat tai Stellapharm dang 1&nh dao Hé théng quan ly chat lugng cho nha
Xudng san xudt thudc nguy hai ctia Cong ty bao gém bao dam chat lugng, san xuat, kiém tra chat lugng va cac van dé ky
thuat. Co da nhan dugc hoc béng clia chuong trinh Irish Aid cho chuong trinh Thac si Khoa hoc vé Bam bao Chat lugng
Dugc pham va Cong nghé sinh hoc tai Ireland. Co cé bé day kinh nghiém 11 nam lam viéc trong linh vuc Dugc pham, dac
biét la EU - GMP, PIC/S GMP va WHO-GMP va am hiéu may moc trong nganh coéng nghiép Duge. Co da 1anh dao cac
nhdém tap trung vao cac van dé nhu tinh toan ven dir liéu, kiém soat théng ké di liéu ciing nhu danh gid xu hudng di liéu
san xuat, danh gia xu hudng dit lieu dé én dinh, tham dinh vé sinh, dp dung quan ly rai ro cho kiém soat nhiém chéo va
tinh toan ven dir liéu, mang danh gid va tham dinh, danh gia nha san xuat nguyén liéu, v.v.

Gidi thiéu vé ISPE: https://ispe.org/

Hiép héi Ky thuat Dugc pham Quéc té la hiép hoi phi lgi nhuan 16n nhat thé gisi phuc vu cac
Thanh vién cia minh bang nhing tién bd khoa hoc, ky thuat va quy dinh hang dau trong toan
b6 vong doi ctia san pham dugc pham. Cong ty lién két cha ISPE Singapore cé hon 500
thanh vién va la nhan té chinh thic ddy nganh san xuat trong nudc.




