PDA Southeast Chapter

PDA Southeast Chapter Officers

and Committee Chairs

President

Lisa Eklund

Purdue Pharmaceuticals, LP
Phone: 252.265.1953

Fax: 252.243.2533
Lisa.Eklund@pharma.com

Vice President

Lucia Clontz

Diosynth- RTP

Phone: 919.337.4306

Fax: 919.337.0900
lucia.clontz@diosynth-rtp.com

Secretary

Anita Garrett

Eisali, Inc.

Phone: 919.941.6920, ext. 2150
Fax: 919.941.6934
anita_garrett@eisai.com

Treasurer

Tony Pavell
CardinalHealthcare

Raleigh, NC 27616

Phone: 919.327.5542

Fax: 919.871.0309
Anthony.Pavell@cardinal.com

Past President

Mary Carver

Eisai, Inc.

Phone: 919.474.2149
Fax: 919.941.6934
Mary_Carver@eisai.com

Program Chair
Patrick Sabourin

Commissioning Agents, Inc.
Phone: 919.622.6057

Fax: 919.367.9219
patrick.sabourin@cagents.com

Membership Chair

Kip Lopez

Wyeth

Phone: 919.775.7100, ext. 4227
Fax: 919.708.6141
lopezk1@wyeth.com

Communication Chair
Angel Colucci
Commissioning Agents, Inc.
Phone: 919 753-6227
angel.colucci@cagents.com

Sponsorship Chair
Hal Sanborn
PharmaSys

Phone: 919.696.3960
Fax: 919.468.0147
hal@pharma-sys.com

Philanthropy Chair

Shelley Preslar

PharmEng USA, Inc.

Phone: 919.474.8309 x 103
shelley.p@pharmeng.com

[Letter From the President ]

July 2006

5 ummer is here, and
the PDA Southeast
Chapter
is plan-
ning our
annual
Fall
Meet-
ing &
Vendor
Show.
Addi-
tionally,
we're planning our Golf
Social for the upcoming
cooler weather. Mark your
calendars for October 10
as we host the Fall Meet-
ing and Vendor Show at
the Sheraton Chapel Hill.
Soon we will announce
the date of our golf social
to be held this Fall.
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Our website, www.pdase.
org, is a valuable source of
information for upcoming
events, Executive Com-
mittee contact information,
sponsorship opportunities,
and newsletter archives.
Registration forms for at-
tendees and exhibitors for
the Fall Meet-
ing are already
posted on the
web under
Events & Meet-
ings.

It has been a
great year so
far, and | would
like to thank ev-
eryone who has
contributed to

making our chapter very
successful. We rely on the
support of our members,
sponsors, and our Execu-
tive Committee to enable
our chapter to thrive. At
the Spring Meeting, we
had 3 speakers that gen-
erated a lot of interest and
enthusiasm. Our program
was well attended by over
125 people, and we had
our first Exclusive Spon-
sor for a PDA Southeast
Chapter event.

SOUTHEAST CHAPTER

www.pdase.org

chairs (Program, Mem-
bership), and for commit-
tee members. All of these
activities are extremely
rewarding, and the time
commitment is minimal as
compared to the benefits.
| have met hundreds of
people over the last few
years, and | have been
privileged to have served
as the leader of this chap-
ter. The knowledge that
| have gained from the
chapter events is second-

Our website, www.pdase.org, is
a valuable source of

information for upcoming events

| have been President for
the last 2 2 years, and |
am extremely proud of the
efforts of our chapter. At
the end of this year, we
will hold elections for our
upcoming 2 year terms.
| encourage everyone to
consider par-
ticipating in a
broader role
next year.
We have op-
portunities for
officers (Pres-
ident, Presi-
dent-Elect,
Secretary, and
Treasurer),
for committee

ary to the friendships that
| have made.

| am fortunate to have
a great group of people
helping me to lead this
chapter. Next year we
hope to continue hosting
chapter events that are
both informative and inter-
esting. Please feel free to
contact me anytime if you
have questions or con-
cerns about the chapter.

Lisav



Lean Manufacturing Concepts for
Pharmaceutical and Biotech Manufacturing

Presented by Daniel Zajac Process Excellence Leader, Centocor

Summary by David Yaffe, Project Manager for Commissioning Agents

aniel Zajac, Process
Excellence Leader
at Centocor, presented a
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talk on these concepts to
the PDA Southeast Chap-
ter members on May 16,
2006 at the North Carolina
Biotechnology Center in
Durham, NC. The discus-
sion included a summary
of how the quality strategy
has changed through the
years at Johnson and John-
son, the parent company of
Centocor. From standard-
ized work in the 1920’s
through all of the improve-
ments up to the 1990’s
and including the Process
Excellence Program in the
2000’s, Quality Assurance
has come full circle.

Next Dan laid out the basic
principles of Process Ex-
cellence and the differenc-
es between Lean and
Six Sigma Practices.
Both sets of tools may
be required depending
on what problems need
to be addressed. Six
Sigma tools are used
to improve a process
that has variability and
Lean tools are used to
address processes that
impact cycle times or is-
sues that can affect aspects
of inefficiencies in a depart-
ment of the business.

Metrics and dashboards are
used to measure efficien-
cies and allow the company
to focus on what’s impor-
tant, identify gaps in perfor-
mance, and align resourc-
es to solve problems using
sound methodologies. The
Lean concept can be sum-
marized from the text Lean
Thinking as follows, “it pro-
vides a way to do more and
more with less and less
— less human effort, less
equipment, less time, and
less space — while coming

Pharmaceutical Calibrations and Instrumentation, LLC

Technical Training

Environmental Studies

...more than calibrations!

CMMS Implementation

Cal Program Setup and Audits Fabrication of Panels, Cabinets|
Instrument Commissioning

Building Control Systems

Lab Equipment Qualification

1-877-PCI-CALS * www.pci-llc.com

closer and closer to provid-
ing customers with exactly
what they want.” The idea
in the pharma environment
is to transform processes
to deliver customer VALUE
faster, improve work FLOW
and eliminate waste. The 7
key fundamental principles
of Lean Thinking were dis-
cussed: Value, Value Cre-
ation, Pull, Flow, Roles,

Responsibilities, and Cul-
ture, Goal Alignment, and

Continuous Improvement.
Waste was defined in Lean
Thinking as, “Any human
activity, which absorbs re-
sources but creates no
value.”

Dan finished with a pre-
sentation of a case study
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of a Batch Record Review
process that was modified
using the Lean techniques.
The historical review period
was 2 to 4 weeks of these
batch records. The proj-
ect goal was to reduce this
cycle time by 50%. The
work flow for the review
process was analyzed with
a fine toothed comb and
various inefficiencies were
revealed. This resulted in
changing the methods for
this review cycle,
including changing
the location of the
Quality  personnel
to the manufactur-
ing suites where the
batch records were
filled out. The result
was a reduction in
the review cycle to
one week and more
importantly, a re-
duction in the errors on the
batch records overall.

Did any of you ask man-
agement about using Lean
Concepts in your manufac-
turing facility when you re-
turned to work?

Office Locations
Kalamazoo, Ml
Indianapolis, IN
Raleigh, NC
Cincinnati, OH

800.683.9259

www.perfval.com




Execution Excellence (or Lack Thereof)/
Recent FDA Audit Trends and Solutions

Summary by Kathy Duensing, Senior Scientist, GlaxoSmithKline

Presented by Amy Peterson, MS, Senior QA Specialist, Wyeth Biotech and John Schaeffer, Training Consultant, Wyeth
Biotech and Founder, Individual Consulting, Inc.

he top 10 drug obser-

vations (FDA) were
presented and it was noted
that the majority of the ci-
tations were procedural
citations. Amy and John
discussed errors versus
events. Error rates can be
reduced by having checks
in place to avoid errors;
events are the consequenc-
es from errors. According
to a survey of 26 leading
organizations, the majority
of performance problems
stem from environmental
causes rather than indi-
vidual causes. Companies
should take an active role
to determine where error
precursors exist in order to
reduce the possibility of an
event.

Companies should have
defenses in place to mini-
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mize events. This would in-
clude policies, procedures,
and job aids. Alarms, warn-
ing signs, labels, and floor
markings are valuable de-
fenses. A company should
also consider error precur-
sors. Amy and John sug-
gest using the TWIN (task
demands, work environ-

ment, individual capabili-
ties, and nature) analysis
process. Each section of
TWIN offers specific error
precursors. By analyzing
these precursors, errors
could be reduced.

Three work operational
modes were discussed:

skill based, rule based, and
knowledge based. When
employees work in the skill
based operational mode,
errors are reduced sub-
stantially. The error rate is
increased when working in
the rule based operational

continued on page 4
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continued from page 3

mode, and errors are even
more prevalent in the knowl-
edge based operational
mode. Companies should

promote an environment
that instills the skill based
operational mode to reduce
employee errors.

When a company is regulat-
ed by outside sources, the
company tends to have po-
lices that are more restrictive
than the regulations. When
investigations arise, person-
nel revise the company poli-
cies, which incorporate more
restrictions. Eventually, the
personnel within the compa-
ny have difficulty performing
their jobs because the pro-
cedures have become too
restrictive. The internal regu-
latory groups within an orga-
nization should try to focus
on corrective actions which
eliminate organizational is-
sues, eliminate flawed de-
fenses and error precursors,
and provide preventative ac-
tions for the individual who
initiates the action. Correc-
tive action tools should focus
on the development of the
individual, (skill based er-
rors), leadership (rule based
errors), and the organization
(knowledge based errors).

Execution Excellence de-
pends on the alignment of
individual behaviors, leader

behaviors, and organiza-
tional processes/values.
Individuals need to create a
shared understanding, an-
ticipate pos-
sible error
situations,
confirm
integrity
of defens-
es, and
improve
personal
capabili-
ties. Lead-
ership
behaviors
should
include
open communication, pro-
mote teamwork to eliminate

possible error situations and
strengthen defenses, iden-
tify and eliminate organiza-
tional weaknesses, reinforce
desired job behaviors and
value prevention of errors.
The organization should fos-
ter a culture that values pre-

vention of events, strength-
ens integrity of defenses to
prevent errors, precludes
development of possible er-
ror situations, and creates
a learning environment that
promotes continuous im-
provements.

Mark YOUR Calendars!
The PDA Southeast Chapter
Golf Tournament
will be held on
Friday, November 3, 2006.
Details to follow...




P D A ; Registration Form (please print)
Name

Your first name as you wish it to appear on your nametag

Southeast

Chapter Fa” SOUTHEAST CHAPTER  Company

Address
Exhibitor Show & o=
M t' Registration Fee:
e e I n g Before Sept. 26, 2006 $85 per person (includes lunch)
After Sept. 26, 2006 $105 per person (includes lunch)
Students $35 per person (includes lunch)
Tuesday, October 10, 2006 No.of peaple 55500 cach-
, . No. of people x $105.00 each=
9:30 am-4:00 pm No. of people x $35.00 cach=

Sheraton Chapel Hill Hotel, Chapel Hill, NC

TOTAL

Join PDA Southeast Chapter for our
. . , CREDIT CARD
Cf.lapel Hill Hotel, Chapel Hill, North Carolina. Tl?e ev.ent (If using a credit card, please complete the form below.)
will be held on Tuesday, October 10, 2006. Registration
begins at 9:30 AM and the day concludes at 4:00 PM.

Name

Schedule of Events

Card number

9:30 am Registration
Type of card Expiration Date
9:30 am Exhibitor Show Opens
(Continental Breakfast in Exhibit Hall)
Signature
10:30 am PDA SOUTHEAST CHAPTER
Business Meeting (Please feel free to make multiple copies of this registration form)
11:00 am ICH Q8, Q9 and Q10
Dr. Ron Tetzlaf, Vice President of PAREXEL Return this form:
Consulting By Fax: 919.463.0588
(check must be received by September 26, 2006, in
12:00 Noon Lunch order to receive the pre-show discount)
Dessert in Exhibitor Area By Mail: PDA Southeast Chapter, 302 Versailles Drive,
Cary, NC 27511
1:30 pm The Use of Quality by Design Principles to
Define Desi .
efine Design Space Deadline: September 26, 2006

Dr. Tom Garcia, Associate Director in

R .
eguiatory CMC, Pizer inc. Questions: Diane S. Williams

919.463.0615 fax: 919.463.0588
Email: dwilliamsinc@bellsouth.net
www.PDASE .org

2:30 pm Q & A Panel Discussion
Dr. Tom Garcia and Dr. Ron Tetzlaff

3:15pm Refreshments in the Exhibit Hall

3:45 pm Door Prizes Awarded in the Exhibit Hall




Interested in Being an Exhibitor at the Fall
Meeting and Exhibits Show?

You are invited to attend one of the most important events of the year as our special guest, at the PDA SOUTHEAST
CHAPTER Fall Meeting and Exhibits Show, 2006. The event will take place at the Sheraton Chapel Hill Hotel in Chapel
Hill, North Carolina on Tuesday, October 10, 2006.

8’ Table Top Exhibit $450.00

(Includes lunch for 2)
Lunch Registration X $80.00
Meeting Break Sponsor $150.00
Recognition during meeting/name listed on table plaque Don’t miss any of the PDA
and on meeting publications and at registration table
(Limit 3 am and 3 pm sponsors) Southeast Chapter Events.
Fall Meeting Lunch Sponsor §500.00 Make sure you email

Limit 2 cqq- .

(imit 2 sponsors) dwilliamsinc@bellsouth.net
+ogo Bag Sponsorship $100.00 when your contact information

our logo will appear on the canvas conference bag
(Deadline September 19, 2006) changes. Thank you!

Recognition during meeting/name listed on table plaque
and on meeting publications and at registration table.

Go to www.pdase.org under events for the Show
Exhibitor Registration Form

Register today! DEADLINE IS
September 19, 2006
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Services that Satisfy;

REALL

Put Your High Purity
Chemical Needs in the
Hands of Specialists

When the time comes to put your
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high purity chemical needs in ==
the hands of specialists, —
Doe & Ingalls is ready to .

T P

exceed your expectations.

Our people, facility, and systems

are dedicated to serving raw material
requirements of the Biopharmaceutical Industry.

For over 80 years, Doe & Ingalls has distributed high-purity chemicals to meet the exacting
requirements of research and industry.
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WEll provide you with the right materials from the most appropriate
manufacturers. And offer these value-added services...

M FULLY COMPLIANT ¢cGMP WAREHOUSE

B ON-SITE SAMPLING PROGRAM

B CHANGE NOTIFICATION ASSISTANCE

B CUSTOM LABELING AND BAR CODING

B GLOBAL SOURCING

B NEXT-DAY DELIVERY"

M 1SO 9001 REGISTERED SINCE 1995

* Next day delivery areas include: Florida, Georgia, Maryland, North Carolina,

South Carolina, Eastern Tennessee, Virginia. certification
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To put your high purity chemical
needs in the hands of specialists,
CONTACT US TODAY!

919 598-1986
919 598-1707., ¢

or e-maii us at

doeingallsnc@doeingalls.com

Doe & Ingalls

INCORPORATED

“Chemicals for Clean Manufacturing Technologies”

Doe & Ingalls of North Caroling, Inc.
1301 Person Street « Durham, NC 27703
919-598-1986 = Fox 919-598-1707

Doe & Ingalls of Virginia, Inc.
5401 Lewis Road, Suite A » Sandston, VA 23150
804-222-7360 » Fux 804-222-9279

Doe & Ingalls of Florida, Inc.
9940 Currie Davis Drive, Suite C-16 = Tampa, FL 33619
813-622-8824 « Fox 813-622-8905




