got regs? you are not alone

. ORCA membership brings with it
Founded in 1993, these valuable benefits:

the Organization of
Regulatory and Clinical
Associates (ORCA) has
been serving the needs e Opportunities to network with
, fellow regulatory, quality, and
of Regulatory Affairs, clinical associates.
Quality Assurance,

and Clinical Affairs

e  Complimentary admittance to
regularly scheduled meetings.

¢ Timely information sharing with
local and nationally known

professionals in the experts, and government
Puget Sound area for representatives.
more than 15 years. e (Credit towards continuing
education.

Please see the next page for a free meeting invitation.




About

The Organization of Regulatory
and Clinical Associates (ORCA)

was established to serve the needs

of individuals directly involved in
providing services to the general
areas of regulatory affairs, quality
assurance and clinical research.

ORCA is a 501(c)(3) non-profit
organization. We offer 9 to 10 local
regularly scheduled meetings per
year, alternating between Seattle
and the Eastside, which allow
professionals to meet and keep
current on industry related topics.

ORCA has a diverse membership
which includes members from
the industry areas of biologics,
biotechnology, medical devices,
and pharmaceuticals, as well as
individuals employed in education
and healthcare.

The Organization of
Regulatory and Clinical Associates
P.O. Box 3490
Redmond, WA 98073-3490
(206) 464-0825
WWW.Orcanw.org

take us for a
test drive

ORCA invites you to join us

at any one of the regularly
scheduled meetings listed on
the attached calendar for a one
time free admission.

FREE ADMISSION

Please choose a meeting and
RSVP to:

membership@orcanw.orqg

You will receive confirmation by
email based on availability of
seating.

One free admission per individual. Offer based on availability.
This offer ends after the date of the last meeting listed on the
attached schedule.

Bring the email confirmation
along with picture ID for a no
cost opportunity to experience
a sample of the benefits that
membership with ORCA offers.

July 9, 2009
FDA Regional Updates
Charles Breen — FDA District Office
Cascadia (UW Bothell Campus)

August 12, 2009
Design and Statistical Principals
of Randomized Trials
PY Liu, Ph.D.

Talaris Conference Center

October 21, 2009
CDISC (Clinical Data Interchange
Standards Consortium): Important Data
Standards You Need to Know for FDA
Submissions
Mark Williams - VP & CIO
Applied Clinical Intelligence
&
Carey G. Smoak, MSPH
Roche Molecular Systems, Inc.
Talaris Conference Center

November 18, 2009
Management Requirements and
Best Practices for Management Review
(Part 1 of 4: Device Quality System
Topics)

Speaker TBD
Lake Washington Vocational
Technical College

December 1, 2009
Lessons Learned: Clinical Trials and
Contract Development
Deborah Elvins, JD
Adkins, Plant, Elvins & Black
Talaris Conference Center




