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Where are you joining us from 
today?
• 800+ registrants for todays symposium

• 40% of registrants from our key PDA Chapter areas; Singapore & Australia

• 85% of registrants from other parts of Asia Pacific
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Member Benefits Summary
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View the full library of Technical Resources in our online TR Portal for free!

Network with regulators and industry experts through PDA events and 
volunteer opportunities
Read the latest research on the PDA Journal of Pharmaceutical Science and 
Technology website
Catch up on industry and Association news with the PDA Letter

Grow your local network and learn about issues affecting your region 
through chapter involvement
Gain access to professional resources like our Online Membership 
Directory and PDA Career Center
Take advantage of discounts on conferences, courses and books
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PDA Technical Report Portal
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PDA Members 
have 24/7 access 

to more than 70 
active technical 
resources in the 
PDA TR Portal. 
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Member Types and Pricing
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https://store.pda.org/JoinPDA.aspx
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Agenda
Time Presentation Speaker

08:10 – 08:55 hrs (Singapore)
10:10 – 10:55 hrs (Australia)

Data Integrity – Focus on Microbiological 
Testing Challenges

Bruce Loxley

09:00 – 09:45 hrs (Singapore)
11:00 – 11:45 hrs (Australia)

Data Integrity – Focus on Quality Culture Wallace Torres

09:50 – 10:35 hrs (Singapore)
11:50 – 12:35 hrs (Australia)

Data Integrity – will the Cloud Reign? Paul Kerr

10:40 – 11:00 hrs(Singapore)
12:40 – 13:00 hrs(Australia)

Question Time All Speakers
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Bruce Loxley
• Bruce performs regional and global auditing of GSK Vaccines and 

third party provider sites and functions focusing on AsiaPac. Bruce 
has 29 years in the Pharma and Vaccines businesses, variety of 
roles in Validation and Compliance in both Drug Substance and Drug 
Product Manufacturing in UK, France and Singapore. 

• Bruce has been a PDA Singapore Chapter member since 2014. 
Since February 2020 he has been PDA Singapore Chapter 
President

• Bruce holds a Bachelor in Applied Science (Applied Chemistry) from 
Curtin University of Technology, Perth, Australia
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Wallace Torres
• Wallace I. Torres is responsible for all the Quality units that provide support to the 

Manufacturing operations on a Single Use Systems (SUS) plant. Prior to Singapore, 
he was the Quality Executive Director for the Drug Products manufacturing facilities 
in Puerto Rico. 

• Prior to Amgen, Wallace worked for 25 years at Hoffmann La Roche in several 
positions in the QC/QA, Manufacturing, Strategy, and Supply Chain areas. His 
experience includes responsibilities as Site Head of Manufacture, Global Head of 
Risk Management, Global Quality Manager and QA/QC Head at Contract 
Manufacturing facilities. During the years he also held several leadership positions 
in Switzerland, USA, Mexico and Brazil. 

• He holds a B.S. degree from the University of Puerto Rico (Biology), an MBA from 
the University of Phoenix (Management), an MBA in Advance Management 
Practices from the University of South Australia and a Doctorate on International 
Business Management (PhD) from the Swiss Business School. 
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Paul Kerr
• Paul has over 35 years broad pharmaceutical experience across 

various technological areas (Laboratory, Manufacturing and IT) as a 
qualified chemist, an IT project manager and consultant. He has 
conducted IT gap analysis and compliance audits for companies to 
a range of international standards and regulations, including FDA 
CFRs, PIC/S, EU and ISO/IEC. Paul trains in computer validation 
(21 CFR Part 11 and GAMP) and assists companies establish IT 
Governance compliance and computer validation programs. He 
regularly gets involved with specific validation projects using 
automated systems, on premise and in the cloud, in clinical, 
manufacturing, laboratory and QMS environments.
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Question Time
Can Bruce share examples of systems that 
he might come across in companies that 
encourage and promote speaking up about 
DI? 
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Question Time
Wallace - How do we identify and reward positive 
DI behaviour, especially since it is supposed to be 
the default behaviour?
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Question Time
Wallace - How do you get the shop floor 
personnel to embrace DI culture?
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Question Time
Bruce - In case of DI violation investigation:  
At which stage of investigation person 
involved in violation should be isolated 
(prohibited for further routine work)?
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Question Time
Bruce - Is joint microbiological analysis by 
internal / external auditor is helpful to know DI 
issue in Laboratory ?
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Question Time
Wallace - Is it possible to measure data integrity 
and quality culture in Quality Metrics? Can you 
share your experience on this?
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Question Time
Bruce - What data needs to have both performer 
and Verifier signature. How to do you know which 
data should have both Performer and Verifier?
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Question Time
•Paul - Are there specific guidelines on how to 
validate Cloud technologies? Will this follow the 
GAMP5?
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Question Time
•Paul - You presented SaaS provider validation 
leverage follow V Model. Recently I was aware 
about Computer System Assurance (CSA 
Concept). How do you see the CSA Concept fits 
to V-Model moving forward?
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Question Time
•Paul - What sort of issues in Data Integrity do you 
expect to see as a result of this COVID-19 
pandemic, say either directly or indirectly?
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PDA Resources for Developing a 
Mature Quality Culture
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http://www.pda.org/scientific-and-regulatory-affairs/quality-culture
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Thankyou for joining us today
• Thank you PDA Singapore and Australia Chapter 
Committee Members

• Membership discount codes and slides from todays 
presentations will be shared with attendees via e-mail in 
the coming days
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