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Why Attend?
• Overview of 21 CFR Part 11

• Compliance Tips & Techniques

• Risk-Based Strategy

• Control System Documentation

• Get multiple viewpoints and solutions

• Biometric Applications

• Security Issues

• Audit Trails

✔ Pharmaceutical Managers, Designers, 
or Operators

✔ Process Control Engineers
✔ Generic Drug Manufacturers
✔ Project Managers
✔ Validation Engineers, Technicians,

Specialists
✔ System Integrators
✔ Compliance Specialists
✔ Information Technology Professionals
✔ QA/QC Experts
✔ Consultants
✔ Installers of PLC, SCADA, DCS or MES

in Pharmaceutical Environments
✔ Anyone seeking to get a career 

jump-start on 21 CFR Part 11 or 
cGMP compliance technologies.

®

Conference Sponsors:

WHO SHOULD ATTEND

Sign-up 
NOW!

Upcoming ISA Technical Conference: 
21 CFR Part 11 & GMP Compliance Conference: 

Regulatory Risk & Reward
8-10 December 2003, San Jose, California

www.isa.org/techconf
For participation and details, contact Richard Arriola 

at (919) 990-9303 or e-mail rarriola@isa.org

ISA—Connecting People and 
Ideas in Automation + Control

Product Display Opportunities

For participation and details, contact Richard Arriola 
at (919) 990-9303 or e-mail rarriola@isa.org

Computer System Compliance Series:

21 CFR Part 11—
Procedural and
Technology Requirements



Te l :  (919)  549-8411 Fax:  (919)  549-8288

21 CFR PART 11— PROCEDURAL A

NNooww  tthhaatt  tthhee  FFDDAA  hhaass  nnaarrrroowweedd  tthhee  ssccooppee  ooff  2211  CCFFRR  PPaarrtt  1111,,  WWhhaatt  iiss  yyoouurr  ssttrraatteeggyy??
HHooww  ccaann  yyoouu  bbeenneeffiitt??

This conference will address both the procedural and technological aspects of 21 CFR Part 11. The

technological aspects are addressed more frequently, however, no computer system can be compli-

ant unless these procedures are addressed.  Speakers will discuss the latest interpretation of 21CFR

Part 11 along with computer system compliance strategies.

CONFERENCE OVERVIEWCONFERENCE OVERVIEW

Part 11 Overview – 
Most Recent Interpretation!
Raymond Miller, Ph.D., Miller Regulatory Consulting

Much of the misunderstanding around 21 CFR Part 11 is derived
from not understanding the context of the rule and its intended 
use in industry including definitions of  terminology, security, data 
transfer issues, and audit trails versus the associated supporting
procedural infrastructure. The basic concepts are presented with 
an understanding of the associated risks to better determine legal 
liability and increase the likelihood that systems are implemented
on schedule and within budget. There are many Part 11 issues that
are surrounded by confusion and/or multiple interpretations. There
will be a discussion of FDA’s view on the various sections of the 
Part 11 regulation.

RRaayy  MMiilllleerr, President of Miller Regulatory Consulting, Inc. is a renowned leader
who recognizes and applies emerging technical capabilities and trends to greatly
improve systems and processes in the Life Sciences industries.  Throughout his
25 years in the Life Sciences industry, Ray has synergistically bridged diverse
technical specialties through the coordination of people, hardware, and software.
The success of Dr. Miller’s innovations is related to his attention to the human
aspects of technology adaptation.

Part 11 Procedures - 
What is Needed Now?
Edward Johnson,Esq.,CQA., Stelex

With FDA’s emphasis on a science and risk-based approach to 
product quality regulation, companies are looking for cost effective
means to meet requirements while improving the bottom line. This
presentation will address common sense approaches to regulatory
and business issues facing pharmaceutical companies. You will come
away with specific information on how to ensure compliance while
leveraging your existing investment.

EEdd  JJoohhnnssoonn is Regulatory Affairs Counsel and Compliance Coordinator with Stelex.
Ed is responsible for providing regulatory and legal guidance to Stelex in the devel-
opment and review of contracts, licenses and quality documentation, including
documentation in support of submissions to FDA.  He provides interpretations of
Federal, state and international laws and regulations to Stelex and its clients, and
is one of Stelex’s primary liaisons to FDA in this area.  Ed serves as management
representative and was one of the co-founders of Stelex’s Quality Auditing
Services department.  As a member of that department he has performed second-
and third-party supplier and quality systems audits for clients.

Register by 10 October and Save!
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AND TECHNOLOGY REQUIREMENTS

The Role of Biometrics in 21 CFR 
Part 11
Cliff Kittle, SAFLINK Corp.

21 CFR Part 11 was created for the purpose of defining how 
product design and manufacturing electronic records and electronic 
signatures are controlled. Recent events have heightened the 
concern regarding network, information, and intellectual property 
security and these concerns are partly addressed in Part 11. A
study performed by the American Society for Information Security
and Price Waterhouse pointed out the fact that Fortune 1000 
companies lost $45B in intellectual property in 1999. A majority of
this lost intellectual property was in the manufacturing process and
R&D segments of the corporations. While biometric technology for
authentication is not the complete answer to the problem, it is an
integral part of the total solution. We will discuss where and how 
it fits in a corporate security solution. This presentation will address
the technical and business benefits of biometric technology authen-
tication in achieving the Part 11 requirements.

CClliiffff  KKiittttllee  has over 25 years in the sales and marketing of software solutions 
to process and discrete manufacturing industries. During this time, he has been
instrumental in the development of enterprise applications for government regu-
lated applications such as the pharmaceutical new drug application process and
airline maintenance information management procedures. Currently he is involved in
assisting organizations who are attempting to meet the Part 11 requirements for
secure identification and authentication as required for electronic records and
electronic information. 

Compliance Strategies for the 21st

Century
John Clark, CompuVal, Inc

With the new Part 11 guidance that the FDA has released,
Computer System Compliance has once again become a topic for
debate. This presentation will outline computer system compliance
that will meet today’s interpretation of Part 11 and can be used as
the foundation for any future interpretations of the regulation.

JJoohhnn  CCllaarrkk has 15 years pharmaceutical industry experience.  During this time 
he has performed Validation, cGMP Training, Quality Systems Building, Quality
Control Testing and Compliance Auditing.  He has served in a variety of roles
from cGMP Quality Assurance Manager to the Quality Unit Project Lead for
Computer System Remediation and Part 11 Compliance project. Currently he 
performs cGMP training, application development, and serves as project manager
for computer validation and Part 11 compliance projects.

Authority Checks & Audit Trails
Phil Koehler, Iconics

Learn what SCADA software tools are required and how to best
minimize loss for an FDA 21CFR11 compliant installation. Topics
covered in this presentation will range from audit trails and trace-
ability to e-Security Management with and without the use of
Biometric devices. Throughout the presentation, various alarming,
trending, reporting and visualization tools will be demonstrated in
accordance with CFR21-11 criteria.

PPhhiill  KKooeehhlleerr has over 20 years of experience in the field of technical sales and
marketing management. Phil received his BS in Marketing from Drexel University
and has been an active member in various technical societies (including ISA,
ISBT and MANA) throughout his career. He is considered an expert in material
processing technology and is listed in the “Who’s Who” of the International
Society of Beverage Technologists.

To view program updates
visit www.isa.org/part11

Part 11 Initiatives-Panel Discussion
With the FDA providing a guidance document for Part 11 what are
pharmaceutical companies doing in response as far as new computer
system selection and validation are concerned.  Does this guidance
open the door to allow more vendors to be utilized and does this
affect any decisions to upgrade systems?  How does your company
view this development and how does this play into your corporate
computer compliance strategy?  Panelists from both large and small
pharmaceutical manufacturers, integrators, and suppliers will present
their viewpoints.
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REGISTER TODAY!
Mention Priority Code TCCFR3 when registering.

Pricing
1-day Conference Only .................................$295 Members; 

$345 Nonmembers;
$275 Group

Location
ISA Headquarters
67 Alexander Drive
Research Triangle Park, NC
Phone: (919) 549-8411 / (919) 549-8288
For nearby hotels, visit www.isa.org/part11

Nonprofit Org.
U.S. Postage

PAID
Raleigh, NC

Permit #1461

67 Alexander Dr.
P.O. Box 12277
Research Triangle Park, NC 27709

CALL ISA Customer Service at (919) 549-8411 

MAIL this form to: ISA, PO Box 3561, 
Durham, NC 27702-3561, USA

FAX to (919) 549-8288 E-MAIL info@isa.org 

ONLINE www.isa.org/part11

21 CFR Part 11: Procedural and Technology Requirements

1. Customer Information   ❑ ISA Member #:___________________________ ❑ Nonmember

Name:______________________________________________________________Company: ____________________________________________________________________________________

Position/Title: ______________________________________________________________________E-mail Address: ________________________________________________________

Street Address:______________________________________________________________________________________ P.O. Box:____________________________

City: __________________________________________State/Province: ______________________Postal Code:____________________________________Country: ____________________________

Phone: ______________________________________________________________________________________Fax: ________________________________________________________________________

2. Registration Information — 21 CFR Part 11: Procedural and Technology Requirements
❑ Register before 10 October for Technical Conference Check one: ❑ Member — $281 ❑ Nonmember — $328 

❑ 1-Day Technical Conference Only 5 November Check one: ❑ Member — $295 ❑ Nonmember — $345 

❑ Join ISA or renew membership for $85 and qualify for Member rate. 

3. Payment Summary Please indicate method of payment:

❑ Check ❑ Money Order ❑ Purchase Order #___________________________ 
Chargecards considered pre-paid: ❑ Visa ❑ MasterCard ❑ American Express ❑ Discover

Account #: _______________________________________________ Expire Date: _______________

Signature: _______________________________________________ Date: _____________________

* Fees will be refunded only if cancellation is received in writing by 13 October 2003.

Check
all that
apply:

By completing this form, you acknowledge that ISA needs the
information requested here to provide you with the best possible
service.

Occasionally, we make this information available to companies
whose products or services may be of interest to you. Review ISA’s
complete Privacy Statement at wwwwww..iissaa..oorrgg//llaawwyyeerr or request a
copy by calling (919) 549-8411.

❑ Do not release my name and contact information to companies
selling products and services.

❑ Do not call me about ISA activities. TCCFR301
-8
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21 CFR Part 11: Procedural and 
Technology Requirements
Technical Conference
5 November 2003
Research Triangle Park, NC
ISA Headquarters

Attend the conference and 
you will receive:

• Conference Presentation Noteset
• Certificate of Attendance
• Credit for 7 Professional Development Hours
• List of Conference Attendees (an invaluable networking tool!)

N O R T H  C A R O L I N A

RTP


