Orange County Regulatory Affairs Discussion Group (OCRA)
Invites You to Join Us For

What is Regulatory Affairs? How can I break into it?
May 3, 2017
10:00 – 11:00 am
Free Webinar – Registration Required

Starting a new career? Have you heard of Regulatory Affairs?
Looking for a change in your career? Ever wonder how people become a Regulatory Specialist?
Come and join us for a free webinar.
Come and learn what a Regulatory Affairs Specialist does.
How did they get where they are?
Webinar – Dial in Information to be provided after registration is complete
About the Speaker: Eri Hirumi, Consultant
Armed with a bachelor’s degree in Biochemistry and Molecular Biology, Eri started as a Development Chemist for
a very small electrophoresis product line requiring a broad spectrum of skills within the complete product life cycle. This
position highlighted the key importance of managing documentation. A growing knowledge of product labeling sparked her
interest in other parts of regulatory, such as chemical safety and requirements for Material Safety Data Sheets and a wide
variety of regulations.
Working on the labeling requirements led to an opportunity to lead the Technical Publications group in Brea. This
in turn required a detailed knowledge of world-wide IVD requirements and the interplay with different standards. This
helped Eri shift her career into Regulatory Affairs. Recently Eri has continued her professional development by working,
as an auditor for TÜV SÜD. This has helped cement the knowledge for Quality Management Systems for the European
requirements.
Eri continues to expand her knowledge on global Regulatory and Quality Management System requirements. To
ensure high quality and innovative compliance during the complete medical device product life cycle, continual education
with regulatory and industry leaders is critical. As such, Eri is dedicated in providing opportunities for all stakeholders to
interact and exchange technical knowledge, practical applications and creative problem solving.
The following topics will be discussed:
What is a Regulatory Affairs (RA) in general?
What does a RA specialist do?
How is RA different from QA (Quality Affairs)?
What is a typical day?
What are the sub specialties with this job?
What skill sets are important?
Some tips on how to start in the career?
Some tips on how to transition into a regulatory affairs career.

ONLINE REGISTRATION INSTRUCTIONS

Complimentary Webinar:
What is Regulatory Affairs? How can I break into it?
May 3, 2017

OCRA Online Registration Instructions
Step 1:
Click on this link: http://www.ocra-dg.org/
Step 2:
Immediately log in with your username and password OR Create a new account by selecting "Sign up" on the
upper right hand side of the website.
If you do not know your username or password, click on the blue "Log in" button, which will take you to another
screen. There you will click on "Forgot Login?" Follow the steps. If you do not receive an email with instructions
to set a new password, please email Rob Fleming asking him for your username and password
(rob.fleming@yahoo.com)
Step 3:
Once you have logged in, select the webinar by clicking on "Events" then "Registration for Meetings & Events"
and complete the registration process by filling in the appropriate fields.
This webinar is being brought to you free of charge from OCRA
Orange County Regulatory Affairs Discussion Group
5319 University Dr., Suite 641, Irvine, CA 92612
Tel:
949-387-9046
Fax:
949-266-8461
Email:
ksyre@cox.net
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