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Meeting Overview

+ Meeting Overview

+Welcome, Thanks, and Board Introduction

+ PDA Overview

+ Speaker Nick Droste -- From FDA Warning
Letter to Success: Transforming a Culture
Through Training with Jake Hughes & Hannah

Chang
+ Chapter Activities

+ Networking Reception Immediately Following




Special Thanks to Our Chapter Premier

Sponsor
I INNerspace I

OFFICIAL PARTNER

TRAINING COURSE DESIGN
AND DELIVERY
®

Additional Thanks to Our Event Sponsor

BENCHMARAK | BENCHMMARPXK

Innovative solutions for Life Sciences'

critical manufacturing environments




| Mfeet the Chapter Board Members

~« Martin S. Jenkins, Sr. Consultant / Qualifications and « Krystian Gonzalez-Vasquez, CQV Engineer Il, Integrated

Project Services, LLC
Project Management, Circle MJ Consulting, LLC « Dina El-Emary, Site Quality Head, Sanof

Acting Treasurer + Ben Bhattarai, Medical Assistant/Coordinator at Bowie Town
Behavioral Services
* Krystian Gonzalez-Vasquez, CQV Engineer I, « Stephanie Brandford, Validation Consultant, Brayearst
Integrated Project Services, LLC Validation Consulting

. « Sapan Patel, Associate Director - Quality Assurance,
Assistant Treasurer AstraZeneca
« Janie Miller, Director, Director Quality & Compliance, External
Affairs, Amgen — Capital Area Chapter Membership
Chairperson

« Julie Barnhill, Senior Consultant, Pace Labs « Tita Tavares, Chief of Staff, PDA

« Ben Bhattarai, Medical Assistant/Coordinator at
Bowie Town Behavioral Services

Parenteral Drug Association (PDA)
Overview
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Highest Standards
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Organization

—~_

SCIENCE REGULATION

N

Strategies
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Quality

JOIN PDA TODAY!

Safety
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Membership Directory

Vote in PDA elections and on proposed bylaws
changes

Essential PDA Letter Online
Membership
. PDA Connect
Benefits
PDA Volunteer Opportunities
Members-Only Discounts/
13
Membership
Benefits « View and annotate the full collection of TECHNICAL REPORTS
online

PDA Journal of Pharmaceutical

Science and Technology /
* Limited Access
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Essential and Plus membership
benefits

PDA Technical Publications

' Premium

, Download
Membership
» New Technical Reports / Surveys / Points to Consider for free
1 within 30 days
Beneflts » ONE (1) free of your choice from the existing library per year

PDA Journal of Pharmaceutical
Science and Technology

« Unlimited Access
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Discounted Membership Types

Academic, Early Career, and Emerging Economy

Eligibility Required Documentation

 Academic: School affiliation « Academic: Faculty or
required. Administrator ID.
« Early Career: <5 years in the « Early Career: A brief
profession. statement or resume
« Emerging Economy: Based on confirming experience.
residence. « Emerging Economy: Proof of
residence.
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+ Health Authority: Employment with a health
authority.

 National regulatory bodies (e.g., FDA, EMA,
MHRA).

 Regional or state-level health agencies.

« Public health institutions or government
organizations overseeing pharmaceutical,
biotechnology, or healthcare sectors.

« Retired: Officially retired from the profession.

mm Eligibility: — ]

« Health Authority: Employer verification or ID.

» Retired: Proof of retirement or similar
documentation.

mm Required Documentation: —

Discounted
Membership
Types

Health Authority and
Retired

=
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= Eligibility: I

 Full-time enrollment in a

Discounted recognized educational
institution.

Membership

Types mm Required Documentation: g

« Student: Proof of enrollment
Students (e.g., valid student ID).

« Title: Automatically set to

"Student”. /

18



Member Types
and Tiers

Standard Member

Academi d Emerging Econo

‘Health Authority, Retired
Membership Directory
Vote in PDA elections and on proposed bylaws changes
PDA Letter Online
PDA Connect
PDA Volunteer Opportunities

Members-Only Discounts

PDA Technical Publications Portal - view and annotate the full collection of TRs and PtCs online.

PDA Journal - Limited Access

Download new TRs/Surveys/PtC for free within 30 days

PDA Technical Reports - 1 free download of your choice from the existing TR/Survey/P(C library per year.

PDA Journal - Unlimited Access

+ Visit pda.org/membership for more
information or to sign up

+ Use the following code during checkout
for a 20% discount:
chapter20
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From FDA Warning Letter to Success:
Transforming a Culture Through Training

Nick Droste
Program Manager, Operational Excellence
Bora Pharmaceuticals

Nick Droste is a U.S. Army retiree who has
focused his military and manufacturing careers
on maximizing human performance in high stress
environments. Working in the pharmaceutical
manufacturing industry after the military, Nick
and his teams have built enterprise level systems
that deliver process improvements, workforce
development tools, and a systems performance
culture designed to increase organizational flow
through innovation and creative problem solving.
Through the creation of Operational Excellence
University, Bora employees are provided
pathways to certification in Lean Six Sigma,
Project Management, Data Analytics, and Human
Performance and are introduced to new
technologies to support their personal and
professional goals.
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PDA Capital
Area Chapter

Activities ..
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Chapter

metrics

Region
Washington, D.C.
Maryland
Northern Virginia
West Virginia
Membership
Total member count in region
Approx. 525
Active member count
Approx. 50

Target for member reclamation and
reactivation

10%
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Upcoming Events Calendar
December 13 Networking & In Person PDA Chapter Social On
Membership Location Trivia Night!
24
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PDA CAPITAL AREA CHAF

PDA NETWORKING SOCIAL

Come join us for a night of prizes, fun,
and friendly competition!
Bring your friends and colleagues!

Clear Skies Meadery

PDA

[ Parenteral Drug Association
— i PRESENTED BY

*TER

15201 Display Ct Rockville, MD
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We appreciate your time and attention;

please complete our survey

Thank You!
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