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Webinar Disclaimer

To the extent any expressed opinions or
conclusions presented here today, they are
individual opinions or conclusions and do not
necessarily reflect those of any company, SoCal
PDA Chapter or PDA Association.

pda.org



Chapter Volunteers
Sheba Zaman
Regina Atim
Christy Wong
Pari Kazeminy
Rick Tao
Stephen Greco
Stephanie Lee

Moderator & Panelist
Susan |.s Schniepp
Chevohn Joseph
DeNea Conner
Elaine Sartain
Sonya Meheux




MISSION

To develop scientifically sound, practical
technical information and resources to advance
science and regulation for the pharmaceutical
and biopharmaceutical industry through the
expertise of our global membership

VISION

To be the foremost global provider of science,
technology, and regulatory information

and education for the pharmaceutical and
biopharmaceutical community

PDA: Connecting People, Science and Regulation®

PEOPLE: Enhance the value of PDA membership

SCIENCE: Be recognized as a leading

organization for manufacturing science, quality
and innovation

REGULATION: Our regulatory activities are
scientifically and technically focused, and current
information is communicated to our members

BUSINESS MANAGEMENT: Enhance
business processes to provide a solid
foundation and organization to sustain PDA’s
people, science and regulation strategies
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SoCal PDA Chapter Webinar: Featured Sponsor

Novatek International

Since 1996, Novatek International has been providing a new
N OVA ' E K breed of risk-based, process-driven LIMS software solutions

g

4
: that target the pharmaceutical, biotech and other health-care
Ei industries. Novatek differentiates itself in this competitive
Providing our industry Risk-Based, industry by offering 14 process-based, business ready,
Process-Driven LIMS software software modules that can be used as stand-alone solutions
solutions for over 20 years. or in conjunction to create an all-encompassing Quality
Contact your local representative directly: Solution.
Should fﬂl.l be Email: Esther.MacGregorantint.com
managing it better? Phone: 1714 928 4231 T —— From raw materials to finished product, environmental

monitoring to cleaning validation, stability studies to quality
management systems, Novatek International understands
your scientific, business, and regulatory requirements and
leverages that knowledge to improve your quality processes.

For more information on Novatek International: Contact
California Novatek Territory Manager Esther MacGregor at:
Esther.MacGregor@ntint.com or 714-928-4231 website:
www.ntint.com
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Success at
Every Stage
Azzur Group c;n be your

partner From Discovery
to Dellvery™

10

Featured Sponsor

Azzur Group

With offices located in Los Angeles and San Diego, Azzur Group
is here to help you bring your projects to life and follow them From
Discovery to Delivery™. As a network of qualified GxP
consultants, engineering, technicians, and scientists, we partner
with you to deliver project management, engineer, and compliance
services tailored specifically to your regulatory needs throughout
the GxP lifecycle. Our collective companies act as one unified
team to quickly and effectively provide you with the consulting,
engineering, validation, IT, technical, cleanroom, and laboratory
services you require.

For more information, visit Azzur.com or contact Shalom Sunny,
Regional Director, Greater LA at shalom.sunny@azzur.com or
310-994-5718 website: www.azzur.com

COPYRIGHT © PDA 2018
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SoCal PDA Chapter Webinar: Featured Sponsor

CAl

CAl delivers integrated solutions to help clients achieve
operational excellence and accelerate speed to market. With 500+
global resources, CAl brings extensive experience, detailed
knowledge, and an extreme can-do attitude to meet project

to Achieve requirements and exceed expectations.

Operational Readiness

Integrated Solutions

For more information, please visit https://cagents.com/
or contact James Lambert, Director of Operations at
jim.lambert@cagents.com or 503-432-7004 website:
www.cagents.com

Leam More
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SoCal PDA Chapter Webinar: Silver Featured Sponsor

STERIS Life Sciences

STERIS Life Sciences provides pharmaceutical, medical device and
research companies with over 100 years of experience in the fields
of sterilization, cleaning and infection prevention. As a trusted
partner and global leader in contamination control, our
comprehensive cleaning, disinfecting and sterilization products and
services minimize microbial contamination risk in critical
manufacturing and research facilities.

= STERIS

ADVANCING THE SCIENCE OF
CONTAMINATION CONTROL

Learn how our products and services
can be customized to meet your needs

STERIS’s science-based approach and hands-on experience with
regulated industries help you maintain critical cleaning and
sterilization standards required, with patient safety the ultimate goal.
Our STERIS team members include well-known industry experts
with direct experience solving challenges in environments like yours
with insights, products and services that are effective and proven.

LEARN MORE

For more information please contact Stacey Betts, Life Sciences
Contamination Control Solutions Account Manager at

Stacey betts@steris.com or 949-436-1513 website:
www.sterislifesciences.com
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SoCal PDA Chapter Webinar: Featured Sponsor

Bioscience International

B IOS( l I ' N ( I ' The Bioscience International SAS family of air samplers

and compressed gas units are the gold standard

in quality and reliability. From international space stations,
NTE RNATIONAL to bioterrorism investigations by the CDC,
contamination control by global food and pharmaceutical
. . . firms, to hospital operating rooms; they are
Innovatlve MlCFOblOIOQY PFOdUCtS trusted by the world’s most demanding organizations. SAS
is backed by routine 2-3 day turnaround time
for maintenance and service which is performed in our ISO

17025 accredited facilities with an
unconditional satisfaction guarantee.

For more information, please visit: https://biosci-intl.com/ or
contact David Shelep at dshelep@biosci-intl.com or 760-
413-5157 website: www.biosci-intl.com
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Featured Topic

Advancing Insights from Leading Women in Life Science

In this event we will have a panel discussion addressing a range of current industry topics from
Remote Audits and Regulatory Compliance to personal challenges such as coping with the
current realities of working in a COVID-19 era.

Webinar Managers

Sheba Zaman, SoCal PDA Chapter President-Elect & Head of Product Specialist & Training
at Novatek

Regina Atim, Medication Management Systems-UXD Principal Consultant at BD
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WHAT WOMEN MAKE
Why | eaders In TO A WHITE MAN’S DOLLAR

] (] ASIAN WHITE BLACK/AFRICAN NATIVE LATINA/HISPANIC
Life Sciences? [l i
Leaders of all genders bring 5 © S 9
Insights to our industry
professionals. We hold this
event to support young

professionals, career change, _ _ .
) *Many roc»o! ond/or et.hmc subgr.0ups of Asian women
Career g rOWth an d eq u al Ity. experience significantly wider wage gaps.

< womenemployed.org.e:} Source: AAUW
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Featured Moderator & Panelists
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Susan Schniepp Sonya Meheux Elaine Sartain DeNea Conner
Fellow at Regulatory Senior Clinical Scientific ~ Vice PresidentGlobal Sr. Manager,
Compliance Associates LaboratoryDirectorat ~ Marketing & Technical Quality Control at
Inc. & Chair Elect at HemaCare Corporation Services, Kite Pharma
ParenteralDrug Life Sciences Division at
Association STERIS Corporation

16

Chevohn Joseph
Consultant & Sterility
Assurance Specialist at
Intarcia Therapeutics
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Panel Discussion Q&A

Sue Schniepp, Moderator
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Student Chapter
Programs

Poster
Competition

SoCal PDA -
KGI
Scholarship

Mentor-

Program
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Giving Away 3 Each $25.00 Amazon Gift Cards
Presented By SoCal PDA Student Chapter
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Volunteer Opportunities at PDA a2
S

More than

2,500

volunteers
actively

PROJECT-BASED VOLUNTEERING

WRITING OPPORTUNITIES: DOCUMENT SPEAKING/PRESENTING
® Author/Contributor to the PDA Letter REVIEWER: OPPORTUNITIES:

LONG TERM PROJECTS:

® Task Force Member

® Post to PDA Connect ® Technical Report ® Speaker ® PDA Connect Community

Coordinator

® Program Planning
Committee Member

® Author/Contributor to the PDA Journal Peer Reviewer ® Education Instructor
® Poster Presenter

carry out
LEADERSHIP LEVEL VOLUNTEERING PDA's

mission
worldwide

STANDING COMMITTEES: ADVISORY BOARDS (AB): LEADERSHIP ROLES:

® Audit Committee Member ® Biotechnology AB Member ® |nterest Group Leader
® Exhibits Committee Member ® Regulatory Affairs & Quality AB Member ® Chapter Officer
® Membership Advisory Committee Member ® Science AB Member ® Committee or AB Leader
® PDA Letter Editorial Committee Member ® Education AB Member
® Marketing AB Member

EXECUTIVE COMMITTEE MEMBER BOARD OF DIRECTORS

Visit
pda.org/volunteer
to learn more




Member
Benefits
Summary

View the full
library of

in our online
TR Portal for
free!

on industry
and
Association
news with
the PDA
Letter

Grow

and learn about

Issues affecting
your region

through chapter
involvement

with
regulators and
industry experts
through PDA
events and
volunteer
opportunities

Read the latest
on
the PDA Journal
of
Pharmaceutical
Science and
Technology
website
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Regulator/Health Authority
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PODA Member Discount
PDA Member Directory
PDA Letter {electronic)
PDA Journal (electronic)
PDA Technical Report Portal (electronic)

Download New TRs (electronic)

Member Types and

Retired/Unemployed

125

per year, USD.

PDA Member Discount
PDA Member Directory
PDA Letter (electronic)
PDA Journal (electronic)

PDA Technical Report Portal (electronic)

Student

*30

per year, USD.

PDA Member Discount
PDA Member Directory
PDA Letter (electronic)
PDA journal (electronic)

PDA Technical Report Portal (electronic)

Emerging Economy/Academic

* 00

per year, USD.

PDA Member Discount
PDA Member Directory
PDA Letter (electronic)
PDA Journal (electronic)

PDA Technical Report Portal (electronic)

Ficin

Young Professional

100

per year, USD.

PDA Member Discount
PDA Member Directory
PDA Letter (electronic)
PDA Journal (electronic)
PDA Technical Report Portal (electronic)

Download New TRs (electronic)
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Standard/Individual

279

per year, USD.

PDA Member Discount
PDA Member Directory
PDA Letter (electronic)
PDA Journal (electronic)
PDA Technical Report Portal (electronic
Download New TRs (electronic)

PDA Letter (hard coov)
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Parenteral Drug Association

Volunteer Appreciation Award to Stephanie Lee
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SoCal PDA Chapter Now On LinkedIn
Join The Group At
“PDA Southern California Chapter”
For Chapter News and Grow Your Network

Linked [}
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Upcoming Webinar

Extractables & Leachables Testing of Large Molecule Drug Forms
September 17,2020 | 11:30 AM - 12:30 PM PST

Moderator/Panelists:

Mike Molloy, Technical Director of the Biologics Laboratory, Boston Analytical
Eric Hill, Director of the Extractables & Leachables Laboratory, Boston Analytical
Issac Mohar, Ph.D, Sr Toxicologist at Gradient
Joel Cohen, Sr Toxicologist at Gradient

Webinar Manager:
Greg Mills, SoCal PDA Chapter Treasurer and Owner, AXR Technology, Inc.

Featured Sponsors:
Boston Analytical, Millipore Sigma,VTI
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New SoCal PDA Chapter Board of Directors & Members-at-Large
Sept. 2020 - Dec. 2022

Board of Directors

Sheba Zaman — President
Greg Mills — President-Elect
Amy Stanton — Secretary
Jason Kerr — Treasurer

Members-at-Large

Eric Benjamins
Herb Matheson
Pari Kazeminy
Regina Atim
Richard “Rick’ Jaenisch
Stephen Greco
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Parenteral Drug Association

A Few Comments from the Incoming
SoCal PDA Chapter President

Sheba Zaman
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< Upcoming: 4t Annual Fall Symposium

Risk Based Approaches During the Pandemic

November 16t - 20t 2020 | Breakfast, Lunch and Happy Hours Webinars
TOPICSWILL INCLUDE:

1. Virtual Audits and Inspection- Internal audits & defining quality metrics; Supplier audits; desktop external audits;
regulatory inspections; Innovations and Technologies to facilitate audits.

2.Manufacturing/Development at Risk- Continuous manufacturing; Concurrent development/manufacturing &risks;
Supply chain challenges; Emergency use authorization; Virtual HFVT — human factor validation studies.

3. Quality Systems- Absentee guidance on CAPAS, deviations etc.; Data management: Electronic vs Paper
management, Electronic Signatures, Data Integrity.
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Upcoming: 4t" Annual Fall Symposium
Risk Based Approaches During the Pandemic

%

ABSTRACTS MUST BE RECEIVED BY SEPTEMBER 21, 2020 FOR CONSIDERATION. To submit your abstract,
please email Zaman@socalpdachapter.org. Submitting an abstract confirms that an individual has received their
company’s required approval to present if selected. Submitters shall be advised in writing of the status of their abstract
by September 29, 2020. (Only one presentation per individual will be accepted).

Each abstract must include the following information to be considered:
 Full Name + Professional Title « Company * Mailing Address ¢« Email Address « Phone Number « Speaker’s Biography
(Max 200 words) * Abstract Overview (Max 200 words) * Abstract Title (Max 50 words) * Abstract Objective (Max 100
words) * Audience Take Home Benefits (Max 100 words)
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On Behalf of the
SoCal PDA Chapter /
Student Chapter
Thank You!
Have A Great Day!
Stay Safe!

For PDA Membership Email: membership@pda.org
M To Receive SoCal PDA Chapter e-Newsletter Email: info@socalpdachapter.org CONNECTING
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N % Join The SoCal PDA Chapter LinkedIn Group: PDA Southern California Chapter EE&EE'A‘%FO""N
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