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Mary Kay Lofurno: Hi, and welcome to the first in a series of webinars on compliance and validation topics put
on by Veracord and its division, 21 CFR Consulting. This series is sponsored by SyberWorks, Incorporated.

Veracord and its division, 21 CFR Consulting is headquartered in San Jose, California, and serves the FDA-regulated life

sciences industry, which includes pharmaceuticals, biotechnology, and medical device companies.

Veracord offers compliance consulting services nationwide, specializing in validation, IT compliance, clinical, medical,
and regulatory affairs. SyberWorks specializes in custom e-learning solutions and learning management systems in

regulated FDA-compliant industries.
I am Mary Kay Lofurno, the Marketing Director for SyberWorks, and your host today.

Today, I'd like to introduce our speakers. David Park Schutz, Veracord founder and CEQ, currently heads Veracord’s
global sales division, serving Fortune 100 clients in the validation and compliance sectors.

Under Mr. Schutz’s leadership and vision, Veracord’s clients now include leading pharmaceutical, biotechnology, and
medical device companies. Veracord remains the premier vendor for three of the top ten global medical device
companies. Park’s unwavering business development efforts have strengthened Veracord’s signature in the industry
as a company with integrity and uncommon commitment to clients.

Mani Mohammed, Senior Director of Compliance and Validation at Veracord, has spent the past 15 years in FDA-
regulated industries focusing his skills and expertise in GxP-compliant manufacturing quality systems, including
quality, policies and standards development, validation quality, risk management, data migrations, calibration and
asset management, alarm and facilities monitoring, lab systems, or LIMS, drug product process development systems
and tools, clinical systems, validation process automation systems, electronic imaging systems, and learning
management systems. With a passion to improve best practices, Mani has directed companies in the biotech and
pharmaceutical industry in translation of FDA, CFR, GAMP, SQA, and ICH guidelines.

After the presentation, we will be having a question and answer session, so please feel free to email us your
questions. Park and Mani will look at those and do their best to answer those questions. Don’t worry, if we don’t get
to your question right away during the question and answer period, we will email you a write up of all the submitted

questions and answers in the days following our web conference today.
So, without any further ado, I'll turn the conference over to Park.

David Park Schutz: Hello, everybody. Thank you very much for joining our webinar today. This is again titled,
“GAMP 5 Meets National and International Regulations.”

The purpose of this presentation is to share Veracord’s viewpoints and experiences in the global standardization and
harmonization of guidelines and methodologies. Again, my name is Park, I’'m the founder and CEO of Veracord, a
consulting firm that supports the life sciences industry with validation compliance and various other types of
consulting services.

Mani Mohammed: Hello, everyone. This is Mani with Veracord. I’'m glad to join this conference. Thank you.

David: OK, essentially the important part of what’s going on is, this is instigated by an initiative, and announced by

Deputy Commissioner of the FDA, Lester Crawford, on the 21st of August, 2002. But, this whole alliance and
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