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Ruditing & Inspecting Preclinical Research for GLP Gomplianceé 1p: 1774 Offering #: 0709-306

September 18-20, 2007 ® New Brunswick, NJ

Who Should Attend: This advanced course is designed for Quality Assurance personnel, or managers
wishing to know more about how best to implement and audit GLP in their facilities. As the course
explores issues innovative to the GLP arena, it provides an opportunity for experienced personnel to
update their competencies. Participants may come from:

® [ndustry ° Academia * Government e Contract Testing Facilities

Course Summary: This course will explore the activities of a Quality Assurance department when auditing
studies for GLP compliance. All aspects of QA work will be discussed including; the preparation of planning
documents, review of protocols and SOPs, inspection of facilities and processes, performance of inspections
of in-ife phases and the audit of final reports. The presenters will consider how an effective rationale can be
developed to provide a solid basis for the implementation of a QA audit & inspection program. Consideration
will be given to the auditing of suppliers and subcontractors and the role of QA vis-a-vis computer systems.
The reference materials will be the FDA and OECD Good Laboratory Practice Regulations and the series of
monographs of the OECD relating to the interpretation of the GLP text. Time will also be given to the setting
up of quantitative techniques for the measurement of Quality, enabling participants to follow the compliance
level within laboratories. Lectures will be supplemented with many interactive case studies, problem solving
experiences and workshops. Emphasis will be on the options available for meeting regulatory requirements.

Course Director:
David Long, Consultant, Long & Associates International Consulting Ltd.

Tuition:

The Center for Professional Advancement
é o of continuing pharmacy education. Continuing
the formal sessions and submission of a course evaluation.
tunity to evaluate your successful completion of these course

(CfPA) is accredited by the Accreditation

Council for Pharmacy Education as a provider
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
The CEU rate is 0.1 CEU per contact hour; statement of
credit will be mailed within six weeks. You will have an oppor-
objectives through a Learning Assessment. This offering is
Program# 716-000-07-133-L04

(Please refer to page 8 for full description of each Accreditation)

Early Registration (SAVE $200): U.S. $1655 ($1575 with Group Discount®) (Must register and pay by July 24, 2007)

Regular Registration: U.S. $1855 ($1775 with Group Discount*)

¢cGMP Auditing - Strategies for Compliance

August 15, 2007 * New Brunswick, NJ

Who Should Attend: Newly assigned auditors or those who expect to be involved in auditing in the
near future, will find this course beneficial. Those individuals who expect their departments, groups or
functions to be audited will also find the program of great interest. The material in this course can be help-
ful to professionals in a variety of functions, such as:

® Quality Assurance e Packaging e Production e \Vendors/Suppliers
e Quality Control ® Documentation Control e Engineering
¢ Regulatory Compliance e Laboratory e Purchasing

Course Summary: This practical, introductory course was designed to provide a mechanism for those
interested in understanding the basic requirements for auditing in the pharmaceutical and related indus-
tries. The course presents an introduction to the evolutionary process of FDA regulations and describes
in detail the latest FDA initiatives in the inspection process. It provides a road map for auditors in setting
up a cGMP audit trail from beginning to end. Specific compliance aspects like change control, outsourc-
ing, and validation will be presented as they pertain to the audit function. The course will consist of
lectures, interactive discussions and a hands-on workshop.

Course Director:
Renée B. Galkin, Quality Management Consultant

Tuition:
Early Registration (SAVE $100): U.S. $1020 ($975 with Group Discount*)
(Must register and pay by June 20, 2007)

Regular Registration: U.S. $1120 ($1075 with Group Discount*)

ID: 2012 Offering #: 0708-303

The Center for Professional Advancement
% o of continuing pharmacy education. Continuing
the formal sessions and submission of a course evaluation.
to evaluate your successful completion of these course

(CfPA) is accredited by the Accreditation
Council for Pharmacy Education as a provider
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
The CEU rate is 0.1 CEU per contact hour; certificate will
be mailed within six weeks. You will have an opportunity
objectives through a Learning Assessment. This offering
is Program# 716-000-07-202-L04

(Please refer to page 8 for full description of each Accreditation)

Attend this course and it's companion course Preparing and Surviving an FDA Inspection (ID# 187) and save $300'. See page 6 for course description.

'Discount applies only to combined regular tuition.

For course information, go to www.cfpa.com

@




GMG Submissions in CTD Format

August 6-7, 2007 ¢ Burlingame, CA

Who Should Attend: This course is intended for all personnel in pharmaceutical companies
especially those in:

 Regulatory Affairs
¢ Chemistry and Analytical Departments
* Pre-formulation

* Pharmaceutical Development
® QA/QC for the CMC section of the NDA/CTD

It is recommended that you have at least one year experience in either regulatory affairs, chemistry, ana-
lytical, QA/QC or pharmacy department or pharmaceutical development to fully benefit from this course.

Course Summary: This course will provide an in depth review of the chemistry, manufacturing and con-
trols (CMC) requirements for development and ultimate submission to the FDA and European regulatory
bodies in the new drug application (NDA). Emphasis will be placed on current FDA, European and ICH
requirements for the filing of the quality section of the CTD for manufacturing, analytical, sterility and
stability issues as they apply to the drug substance and drug product. In addition, details on supplemental
applications for changes to an NDA will be presented focusing on SUPAC requirements.

Course Director:
Carolyn H. Kruse, MSc., M.TOPRA, Consultant to the Pharmaceutical Industry,
Kruse Consulting Group

Tuition:
Early Registration (SAVE $200): U.S. $1240 ($1180 with Group Discount®)
(Must register and pay by June 11, 2007)

Regular Registration: U.S. $1,440 ($1,380 with Group Discount*)

ID: 1989  Offering #: 0708-207

AGGREDITATIONS/GERTIFIGATIONS

The Center for Professional Advancement
(CfPA) is accredited by the Accreditation
Council for Pharmacy Education as a provider

o of continuing pharmacy education. Continuing

Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all

the formal sessions and submission of a course evaluation.
The CEU rate is 0.1 CEU per contact hour; certificate will be
mailed within six weeks. You will have an opportunity to evalu-
ate your successful completion of these course objectives
through a Learning Assessment. This offering is Program#
716-000-07-313-L04

(Please refer to page 8 for full description of each Accreditation)

September 24-25, 2007 ¢ New Brunswick, NJ

Who Should Attend: This is an introductory-level course for those interested in leaming more about the
molecular dynamics of living systems. It is intended for research, supervisory, scale-up or manufacture,
and other technical operations personnel with some scientific background who are involved in, or contem-
plating participation in:

e Biotechnology =~ ® Molecular Biology =~ ® Toxicology ~ ® Microbiology ~ ® Biomedical Engineering

Course Summary: Biochemistry pertains to the study of living systems at the molecular level and provides
a background appropriate for further work in the growing technologies of biochemical engineering, biotech-
nology, microbiology, toxicology and molecular biology. This course will focus on selected aspects of bio-
chemistry that provide the non-specialist with the principles for understanding the structure and function
relationships of biomolecules including DNA, proteins, enzymes, carbohydrates, and monoclonal antibodies.
Metabolic pathways, their regulation and control, the biocatalytic process, and laboratory and bioprocess
separation techniques will be highlighted. Protein purification techniques will be utilized in a “hands-on”
fashion using a computer program which simulates a test case of purification.

Course Director:
Ronald A. Pepin, Ph.D., Senior Vice President, Business Development, Medarex, Inc.

Tuition:
Early Registration (SAVE $200): U.S. $1240 ($1180 with Group Discount®)
(Must register and pay by July 30, 2007)

Regular Registration: U.S. $1440 ($1380 with Group Discount*)

Attend this course and it's companion course Fundamentals of Molecular Biology & Generic
Engineering (ID# 1377) and save $500'. See page 3 for course description.

'Discount applies only to combined regular tuition.

(2

ID: 33

®

AGGREDITATIONS/GERTIFIGATIONS
The Center for Professional Advancement (CfPA) is
é tion. Continuing Education Units (CEU) will be award-
ed only upon successful completion of the course, i.e.,
ment of credit will be mailed within six weeks. You will have an opportu-
nity to evaluate your successful completion of these course objectives

Offering #: 0709-402
accredited by the Accreditation Council for Pharmacy
Education as a provider of continuing pharmacy educa-
attendance at essentially all the formal sessions and submission of a
course evaluation. The CEU rate is 0.1 CEU per contact hour; state-
through a Learning Assessment. This offering is Program# 716-000-
06-123-L04

: : The Center for Professional
The American Institute Advancement (CfPA) offers many

of Chemists (AIC) courses which have a chemical
component. Such courses may eam up to 20 Certification Units
toward certification by The National Certification Commission in
Chemistry and Chemical Engineering, sponsored by The American
Institute of Chemists.

Association for 1O Maintain status as a Certified Plant
'_4 FE FACILITIES Engineer, a CPE must eam credits within
ENGINEERING each five year period of certification. By
attending this course, the CPE can eam
one of the required eight credits. Simply submit a copy of the
CEU Certification when applying for recertification.

The American Board of This course (#07-469) has
been approved for 2.0

. . ® (]
Industrial Hygiene " (ABIH) Certification Maintenance

Points by The American Board of Industrial Hygiene (ABIH) for
recertification.

(Please refer to page 8 for full description of each Accreditation)

For course information, go to www.cfpa.com




Fundamentals of Molecular Biology & Genetic Engineering

ID: 1377

September 26-28, 2007 ® New Brunswick, NJ

Who Should Attend: This is an introductory-level course for those interested in leaming the basics of
genetic engineering. It presents essential information for personnel involved in, or contemplating participa-
tion in, biochemically-related and biotechnological research, supervision, scale-up or manufacture. It is
most useful for: e Scientific Personnel e Technical Operations Personnel ® Engineers

Course Summary: With the rapid developments in genetic engineering, it has become increasingly
important to have a firm background in the basics pertaining to this area of research and technology.
This course is designed to provide these fundamentals. The course will present the properties and
manipulation of genetic material and will examine the primary gene product — the protein. Details of
current approaches for making recombinant DNA and its use will be emphasized. Participants will be
introduced to the fundamentals of genetic engineering through a study of molecular biology pertaining to
the biochemistry of DNA and RNA, their structure and synthesis. Transfer of genetic information and its
expression into product will provide the necessary background for the study of genetic engineering
techniques. The course will focus on the basics of cutting and splicing DNA and of introducing recombinant
DNA into cells for expression into product. The state-of-the-art techniques for making and formulating a
product will also be presented.

Course Directors:
Ronald A. Pepin, Ph.D.Senior Vice President Business Development, Medarex, Inc.

Tuition:
Early Registration (SAVE $200): U.S. $1655 ($1575 with Group Discount®)
(Must register and pay by August 1, 2007)

Regular Registration: U.S. $1855 ($1775 with Group Discount*)

Attend this course and it's companion course Fundamentals of Molecular Biology & Generic
Engineering (ID# 33) and save $500'. See page 2 for course description.

'Discount applies only to combined regular tuition.

Offering #: 0709-403
The Center for Professional Advancement (CfPA)
is accredited by the Accreditation Council for
Pharmacy Education as a provider of continuing
(CEU) will be awarded only upon successful com-
pletion of the course, i.e., attendance at essentially all
the formal sessions and submission of a course evaluation.
credit will be mailed within six weeks. You will have an opportunity
to evaluate your successful completion of these course objectives
through a Leamning Assessment. This offering is Program# 716-

AGGREDITATIONS/GERTIFICATIONS
o pharmacy education. Continuing Education Units
The CEU rate is 0.1 CEU per contact hour; statement of
000-06-124-L.04

. . The Center for Professional

The American Institute Advancement (CfPA) offers
of Chemists (AIC) many courses which have
a chemical component. Such courses may eam up to 20
Certification Units toward certification by The National
Certification Commission in Chemistry and Chemical
Engineering, sponsored by The American Institute of
Chemists.
The American Board of This course (#07-470)

. P e has been approved
Industrial Hygiene™ (ABIH) for 3.0 Certification

Maintenance Points by The American Board of Industrial
Hygiene (ABIH) for recertification.

(Please refer to page 8 for full description of each Accreditation)

Good Lahoratory Practices (GLP)

October 10-12, 2007 ® New Brunswick, NJ

ID: 545 Offering #: 0710-201

Who Should Attend: This course is intended for all management within industry, government, academia

and/or contract biological testing facilities especially:
e Scientists @ Regulatory/Compliance Personnel  © Those newly assigned GLP responsibilities
® Quality Assurance Staff * More experienced personnel needing to update their knowledge

Course Summary: The main intent of this course is to review the requirements imposed by Good
Laboratory Practice (GLP) regulations for facilities engaged in, toxicology and product safety testing, prima-
rily in animals and biological test systems. The responsibilities and functions of management, the Study
Director, Principal Investigator and the Quality Assurance Unit (QAU) will be covered. Various procedures
for meeting the requirements of the regulations will be presented.

The lectures will be supplemented by a question and answer session conducted by the Faculty and by
workshops involving problem-solving exercises.

The course will concentrate on OECD Good Laboratory Practice guidelines and their application in member
countries, particularly Europe. This will include recent developments regarding multi-site studies and their
practical interpretation. Additionally there will be sessions relating to computer validation, particularly as
required by FDA in their 21 CFR Part 11 documents.

Emphasis will be placed on practical implementation of GLP and discussion including consideration of prob-
lems that the participants bring to the course. Practical hints and recommendations for steps in the imple-
mentation of GLP will be included.

Course Director:
Dr. Shib Mookherjea, Consultant, Valqual International

Tuition:
Early Registration (SAVE $200): U.S. $1655 ($1575 with Group Discount®)
(Must register and pay by August 15, 2007)

Regular Registration: U.S. $1855 ($1775 with Group Discount*)

The Center for Professional Advancement (CfPA)

is accredited by the Accreditation Council for
Pharmacy Education as a provider of continuing
(CEW) will be awarded only upon successful

completion of the course, i.e., attendance at essentially all

the formal sessions and submission of a course evaluation.

credit will be mailed within six weeks. You will have an opportunity

to evaluate your successful completion of these course objectives

through a Learning Assessment. This offering is Program#

ACCREDITATIONS/GERTIFIGATIONS
o pharmacy education. Continuing Education Units
The CEU rate is 0.1 CEU per contact hour; statement of
716-000-07-134-L04

The American Board Of This course (#06-1846)
has been approved

. . ® €
Industrial Hygiene™ (ABIH)" ""o 0"~ ik = ion

Maintenance Points by The American Board of Industrial
Hygiene (ABIH) for recertification.

This course meets Board of Certified Safety Professionals
(BCSP) criteria for points toward the Continuance of
Certification requirements.

(Please refer to page 8 for full description of each Accreditation)

For course information, go to www.cfpa.com

©,




The GLP Study Director "=

October 22-24, 2007 ® New Brunswick, NJ

Who Should Attend: This course is designed for those who already have some experience in managing
GLP studies; those who wish to extend their role to study direction and their competence in study
management, particularly in the complex multi-site environment. The course will benefit the following
individuals:

* Existing Study Directors who wish to upgrade their competence in a multi-site situation @ Study Monitors
* The newly appointed Study Director * Principal Investigators in the field of preclinical regulatory R&D
e Study supervisors who wish to become Study Directors ¢ Coordinators of multi-site projects

Course Summary: The current regulatory environment imposes far reaching responsibilities on Study
Directors and Principal Investigators in preclinical regulatory R&D. This course takes as reference the
GLP regulations of the FDA and OECD and the associated OECD interpretive monographs particularly
on study direction, sponsor responsibilities and multi-site studies.

Dealing with the increased range of duties and responsibilities of study managers is the core issue of this
course.

This course goes further than just presenting the theoretical roles of study managers in the difficult arena
of multi-site studies. A strong feature of this course is the high level of interactive, dynamic problem solv-
ing situations that the participants are asked to resolve appropriately and speedily. The strategies available
for managing compliant studies are given topmost priority.

The presenters recognize that many courses can provide information, but information can only be tumed

ID: 2136  Offering #: 0710-411

ACCREDITATIONS/GERTIFICATIONS

The Center for Professional Advancement
(CfPA) is accredited by the Accreditation
Council for Pharmacy Education as a provider
o of continuing pharmacy education. Continuing
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
the formal sessions and submission of a course evaluation.
The CEU rate is 0.1 CEU per contact hour; statement of
credit will be mailed within six weeks. You will have an oppor-
tunity to evaluate your successful completion of these course

objectives through a Learning Assessment. This offering is
Program# 716-000-07-505-L04

(Please refer to page 12 for full description of each Accreditation)

into knowledge through the depth of understanding that comes from sharing experience and exchanging ideas. This is why a workshop approach is so valuable.

Course Director:
David Long, Consultant, Long & Associates International Consulting Ltd.

Tuition:

Early Registration (SAVE $200): U.S. $1655 ($1575 with Group Discount*) (Must register and pay by August 27, 2007)

Regular Registration: U.S. $1855 ($1775 with Group Discount*)

INDs, NDAs vs GTDs Glohal Regulations

August 20-22, 2007 ®* New Brunswick, NJ

Who Should Attend: This course is specifically designed for personnel in the pharmaceutical and
biotechnology industries who need a detailed understanding of what comprises an IND, NDA, BLA,
ANDA, SNDA, and CTD. This includes but is not limited to those involved in:

¢ CMC Components
® Quality Assurance

Participants should have a basic understanding of new product development and/or regulatory affairs in
order to best comprehend the lectures presented in this course.

o Pre-Clinical Research
o Clinical Research

* Regulatory Affairs
® Product Development

® Management

Course Summary: The content of this course is designed to present the intricate parts of INDs, NDAs,
BLAs, ANDAs, SNDAs and CTDs. These regulatory submissions for drug and biologic products will be
based on the requirements of the US Code of Federal Regulations, the ICH Guidelines for global submis-
sions and the EU Directives. Specifics of the IND, NDA, BLA, ANDA, SNDA and CTD will be detailed
for safety, quality, and efficacy. Non and pre-clinical data, clinical data and CMC data to achieve product
approvals globally will be enumerated for expediting new product approvals. Other subject areas include:

® FDAs internal structure, policies, and procedures

* GCP, GLP and GMP regulation requirements for INDs, NDAs, BLAs, ANDAs, SNDAs, CTDs and
Drug Master Files

® The FDA review process for new product approvals, including FDA/Industry Meetings and Liaison

* Acceptance of foreign data for new product approvals, EU Directives on global submissions.

Course Director:
Dr. Richard A. Guarino, President, Oxford Pharmaceutical Resources, Inc.

Tuition:

ID: 448 Offering #: 0708-403

ACCREDITATIONS/CERTIFICATIONS

The Center for Professional Advancement
(CfPA) is accredited by the Accreditation
Council for Pharmacy Education as a provider
o of continuing pharmacy education. Continuing
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
the formal sessions and submission of a course evaluation.
The CEU rate is 0.1 CEU per contact hour; statement of
credit will be mailed within six weeks. You will have an oppor-
tunity to evaluate your successful completion of these course

objectives through a Learning Assessment. This offering is
Program# 716-000-06-314-L04

(Please refer to page 8 for full description of each Accreditation)

Early Registration (SAVE $200): U.S. $1775 ($1700 with Group Discount®) (Must register and pay by June 25, 2007)

Regular Registration: U.S. $1975 ($1900 with Group Discount*)

O,

For course information, go to www.cfpa.com




NN
Laboratory Analysis in Clinical THAIS "< 0.2137  offering #: 0700410

September 24-25, 2007 ® New Brunswick, NJ

Who Should Attend: This course is for professionals involved in analytical activities as part of clinical trials.
The course is designed for:

® Persons working in laboratories performing analysis of biological samples from clinical trials

* Persons involved in assessing or selecting clinical laboratory facilities to perform analysis

¢ Monitors or investigators involved in clinical trials ~ ® Quality Assurance personnel

Participants may come from the pharmaceutical industry, govemment institutions, hospitals, academic
organizations or contract facilities.

Course Summary:

Good Clinical Practices (GCP) does not provide detailed requirements regarding the conduct of laboratory
activities in clinical trials. Therefore, laboratories have applied their own standards to such work drawing from
relevant guidance in other publications, for example ICH in relation to method validation, GLP relating to pre-
clinical studies and other quality systems such as ISO standards. At the core of this course is a collection of
basic scientific and management principles that, if applied, will ensure the credibility of laboratory data.

This course draws together information to provide a set of principles for laboratories dealing with blood
chemistry, haematology or analysis of test drugs in biological matrices, which will ensure that the data stands
up to scrutiny.

Practical applications of principles are given maximum priority in this course through the high level of interac-
tive, dynamic, problem solving workshops. These mirror situations that the participants are actually involved
in. Solutions to the workshops require the application of good practices in areas of regulatory science where
guidelines have been unspecified or unaddressed.

Course Director:
David Long, Consultant, Long & Associates International Consulting Ltd.

Tuition:

ACCREDITATIONS/GERTIFICATIONS

The Center for Professional Advancement
(CfPA) is accredited by the Accreditation
Council for Pharmacy Education as a provider
o of continuing pharmacy education. Continuing
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
the formal sessions and submission of a course evaluation.
The CEU rate is 0.1 CEU per contact hour; statement of
credit will be mailed within six weeks. You will have an
opportunity to evaluate your successful completion of
these course objectives through a Learning Assessment.
This offering is Program# 716-000-07-506-L04

(Please refer to page 8 for full description of each Accreditation)

Early Registration (SAVE $200): U.S. $1240 ($1180 with Group Discount®) (Must register and pay by July 30, 2007)

Regular Registration: U.S. $1440 ($1380 with Group Discount*)

Non-Glinical Drug Safety Evaluation & Drug Development p: 1153

September 5-7, 2007 ¢ Millbrae, CA

Who Should Attend: This course is designed for a broad range of pre-clinical, clinical, management,
investment, and regulatory personnel in both established and emerging pharmaceutical companies. It will
be of special value to:

® Scientists who wish to gain an understanding of pharmaceutical toxicity studies

® Managerial personnel ® Project management staff

® Investors ® Regulatory Scientist involved in preclinical development

Course Summary: This course provides a comprehensive explanation of the non-clinical development of
drugs and biologics, emphasizing the principles of pharmaceutical toxicology and the assessment of prod-
uct safety. In addition to the different types of toxicity studies in modem pharmaceutical development, it
also describes the relationship between pharmacology, clinical trial design, regulatory strategy and project
management.

Emphasis will be placed on how toxicity studies are integrated into the multidisciplinary development plans
of new drugs and biologics, and how they affect development decisions. Regulatory affairs will be cov-
ered, and descriptions given of the European and the U.S. FDA requirements, the new drug review
process, and common regulatory errors.

The goal of this course is to give a working knowledge of pharmaceutical toxicology and drug develop-
ment to enable you to develop new drugs faster and more efficiently.

Co-Directed by:
Dr. Shayne C. Gad, Principal of Gad Consulting Services

Professor Friedlieb Pfannkuch, M.D., Pharma Research-Global Non-Clinical Safety

Tuition:
Early Registration (SAVE $200): U.S. $1655 ($1575 with Group Discount®)
(Must register and pay by July 11, 2007)

Regular Registration: U.S. $1855 ($1775 with Group Discount*)

Offering #: 0709-102

ACCREDITATIONS/CERTIFICATIONS

The Center for Professional Advancement
(CfPA) is accredited by the Accreditation
Council for Pharmacy Education as a provider
o of continuing pharmacy education. Continuing
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
the formal sessions and submission of a course evaluation.
The CEU rate is 0.1 CEU per contact hour; statement of
credit will be mailed within six weeks. You will have an
opportunity to evaluate your successful completion of

these course objectives through a Learning Assessment.
This offering is Program# 716-000-07-072-L04

. This course (#06-
The American Board of 1849) has been

. . ® €
Industrial Hygiene™ (ABIH) approved for 3.0

Certification Maintenance Points by The American Board
of Industrial Hygiene (ABIH) for recertification

This course meets Board of Certified Safety Professionals
(BCSP) criteria for points toward the Continuance of
Certification requirements.

(Please refer to page 8 for full description of each Accreditation)

For course information, go to www.cfpa.com

®




N4
PAT-Based Downstream Protein Purification == p. 2130 Offering #: 0709-202

September 10-11, 2007 ® New Brunswick, NJ

Who Should Attend: This two-day course is designed for chemists, biologists and scientists involving
development, formulation and downstream purification of proteins. The course will benefit individuals in:
® Quality Control * RRD * Formulation

e Production  Regulatory Affairs ® Manufacturing

Course Summary: Chromatography is a very versatile technique frequently employed by scientists and
researchers in academia and in biotechnology. Different modes of chromatographic separation together
with practical tips on downstream purification of proteins will be discussed. Course participants will leam to
develop analytical methods, to pack a cost-effective process column and to identify a PAT-based LC system
aggressively promulgated by FDA. At the end of this course, you will understand how to optimize process
analytical technology (PAT)-based production of biopharmaceuticals and the process economics involved.

Upon completion of this course you will be able to:
® |dentify different mechanisms and modes of chromatography for biopharmaceuticals
¢ Choose a cost-effective HPLC column for protein assay

Course Director:
Michael K. Li, Ph.D., Biopharmaceutical Process Consultant

Tuition:
Early Registration (SAVE $200): U.S. $1240 ($1145 with Group Discount®)
(Must register and pay by July 16, 2007)

Regular Registration: U.S. $1440 ($1345 with Group Discount*)

The Center for Professional Advancement
é o of continuing pharmacy education. Continuing
the formal sessions and submission of a course evaluation.
tunity to evaluate your successful completion of these course

(CfPA) is accredited by the Accreditation

Council for Pharmacy Education as a provider
Education Units (CEU) will be awarded only upon successful
completion of the course, i.e., attendance at essentially all
The CEU rate is 0.1 CEU per contact hour; statement of
credit will be mailed within six weeks. You will have an oppor-
objectives through a Learning Assessment. This offering is
Program# 716-000-07-651-L04

(Please refer to page 8 for full description of each Accreditation)

Preparing for and Surviving an FDA Inspection

August 13-14, 2007 ® New Brunswick, NJ

Who Should Attend: This overview course is intended for individuals whose functions have direct or
indirect involvement with FDA inspections. These functions include among others.

 Regulatory Affairs ® Documentation Management ® Quality Assurance ® Plant Management
® Executive Management ® Auditing ® Quality Control ® Research and Development ® Engineering

Course Summary: This course provides a background and understanding of the role played by the
Agency, it's administrative and enforcement powers. It takes the participant step by step through the
entire inspection process and describes various types of inspections, i.e. pre-approval inspections (PAD,
routine GMP inspections, bioresearch monitoring inspections, quality systems inspections techniques
(QSIM applied to device companies and system-based inspections program applied to drug companies.
A detailed description of the six systems will be provided.

The course offers methodologies and techniques on:

® How a firm should prepare for an FDA inspection ® Ways to train employees in view of the inspection

® How to interact with the investigator—DO's and DON'T's ® How to reply to 483's and waming letters

® Legal implications of non-compliance ® Post inspection actions ® How to ensure that required documen-
tation is in place ® What companies should do when the inspection ends

The course consists of lectures, discussions, and a practical workshop which will enable participants to
work in small groups and design a company policy/procedure for handling FDA inspections.

Course Director:
Renée B. Galkin, Quality Management Consultant

Tuition:
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August 9-10, 2007 ® New Brunswick, NJ

Who Should Attend: This course is designed for those responsible for writing and implementing clinical
research protocols for all phases of development in:

*New Drugs ® Biologics  Devices * Approved Drugs

In addition, this course is recommended for all clinical research personnel that advise on how clinical
protocols are to be adhered and referred to in the process of conducting clinical research for global
approvals.

Course Summary: Achieving a successful clinical program is based on collecting and evaluating precise
safety and efficacy data that will form the basis of information for product approvals by global regulatory
agencies.

Clinical protocol development is key for product approvals that come under the jurisdiction of INDs,
NDAs, BLAs, ANDAs, and CTDs. The clinical process necessary to write protocols that will meet new
product development will be presented along with detailed discussions of protocol requirements for phas-
es 1,2, 3,3b, and 4. Specific components in protocol content will be detailed especially for inclusion and
exclusion criteria, valuations of safety and efficacy, and specific requirements for reporting AEs and ADRs
via FDA regulations and EU Directives. Case Report Form (CRF) development and content will be pre-
sented.

Discussions include regulatory components and sponsor and investigator obligations in implementing
clinical protocols. The significance of investigator meetings, clinical site selections, pre-investigator site
visits (PISVs) and intemational research programs, and a protocol workshop.

Course Directors:
Dr. Richard A. Guarino, President, Oxford Pharmaceutical Resources, Inc.

Tuition:
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October 11-12, 2007 ® New Brunswick, NJ

Who Should Attend: This basic course is designed for professionals involved with manufacturing
in the pharmaceutical and dietary supplements industries. It has been most beneficial to:

* Those who are responsible for, or may be involved in, writing or revising “Standard Operating
Procedures” for bulk or finished pharmaceuticals.

* Suppliers of drug components including raw materials, containers, closures, and other packaging
materials.

Course Summary: This two-day practical course is designed to detail a step-by-step outline for writing
“Standard Operating Procedures” and to adapt this outline for use in many specific applications.

Although the FDA's Current Good Manufacturing Practice regulations state requirements for “Standard
Operating Procedures,” this is the one area most likely to be cited by the FDA upon an inspection.
During this course, you will acquire a better understanding of what the FDA is looking for. Methods
used for compiling information, assignment of responsibility for departmental procedures, control of
procedures and documentation, and instruction on technical writing will also be discussed.

Open workshops will offer direct solutions for your particular problems, as well as demonstrating the
process of writing procedures for so called “gray areas.” The workshops are designed to allow you to
construct a written procedure for a hypothetical manufacturing situation.

This course is particularly helpful to those involved with manufacturing in the pharmaceutical and vitamin
industry. Emphasis will be placed on new plant start-up, plant revision, companies experiencing rapid
growth or expansion, and how to improve regulatory compliance through procedures.

Course Director:
Gary Callahan, Vice President of Operations, Drug Division, Robinson Pharma, Inc.

Tuition:
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Accreditations/Gertifications

The Center for Professional Advancement has
been reviewed and approved as an Authorized
Provider (#640) of continuing education and
training programs by the International
Association for Continuing Education and
Training IACET). Continuing Education Units (CEU) will be awarded
for participation in this course at a rate of 0.1 CEU per contact hour.
CEU will be awarded only upon successful completion of the course,
i.e., attendance at essentially all the formal sessions and submission
of a course evaluation.

CfPA holds 13 Accreditations. The following are available for the selected courses in this catalog. For more information on
all of our Accreditations/Certifications visit our website at www.cfpa.com.

[

Pt The American Association of Family and Consumer
.- Sciences has approved the designated courses for
Asocmovat Professional Development Units.

FAMILY and
CONSUMER SCIENCES

SME Certified Manufacturing Engineers (CMfgE)
ol and Technologists (CMfgT) may eam recertification
¥ mpmin credits. (See specific course for details) Certification
P Massaiees cesi mavaris valuable to everyone in industry. It is a recognized

method of maintaining knowledge and skills in your field. For complete
details on SME Certification, contact Diane Wrobel, Coordinator, SME,
Manufacturing Engineering Certification Institute, One SME Drive,
Dearbom, MI 48121, 313.271.1500, ext. 516.

The Center for Professional Advancement (CfPA) is

accredited by the Accreditation Council for Pharmacy

Education as a provider of continuing pharmacy education.
o Continuing Education Units (CEU) will be awarded only
upon successful completion of the course, i.e., attendance at essentially
all the formal sessions and submission of a course evaluation. The CEU
rate is 0.1 CEU per contact hour; certificate will be mailed within six
weeks. You will have an opportunity to evaluate your successful
completion of these course objectives through a Learning Assessment.

The American Institute The Center for Professional Advancement
of Chemists (AIC) fPA) offers many courses which have a

chemical component. Such courses may
eam up to 20 Certification Units toward certification by The National
Certification Commission in Chemistry and Chemical Engineering,
sponsored by The American Institute of Chemists.

Reliability Engineers and Quality Auditors may eamn

recertification credits for attending this program, providing

it is covered under one area of the body of knowledge in
A 5 which they are seeking recertification or is job

e ASQ Certification: ASQ Certified Quality Engineers,

The American Board of éBrlce"tiﬁcaﬁ‘l’]": . ’
. s e Certain courses have been approve:
Industrial Hygiene™ (ABIFHD for Certification Maintenance Points

[ — enhancement. by The American Board of Industrial Hygiene (ABIH) for recertification.
e (See specific course for details)

Association for To maintain status as a Certified Plant
'AFE FACILITIES ~ Engineer, a CPE must eamn credits within

Board of Certified Safety Professionals (BCSP) criteria for points

ENGINEERING  each five year period of certification.
toward the Continuance of Certification requirements.

By attending this course, the CPE can eamn one of the required
eight credits. Simply submit a copy of the CEU Certification when
applying for recertification.

lﬂﬂatlﬂns CfPA courses on pages 1-7 are held in the following hotels. Please refer to individual course for appropriate location.

New Brunswick, New Jersey: Burlingame, California: Millbrae, California:
Hyatt Regency DoubleTree Hotel (SF Airport) The Westin Hotel

2 Albany Street 835 Airport Blivd 1 Old Bayshore Hwy
New Brunswick, NJ 08901 Burlingame, CA 94010 Millbrae, CA 94030

Phone: 732-873-1234 Phone: 650-344-5500 Phone: 650-692-3500

A limited block of rooms in the hotel will be held for our registrants until four weeks before the course. Participants must, however, make their own reservations;
the cost of hotel accommodation is not included in the course fee.

To receive CfPA's rate and room block, be sure to mention that you will be attending one of our courses.

Terms and Conditions

Tuition payable in US funds net of all charges includes continental breakfast, luncheon, breaks and course notes.
Payment is due prior to course start date. If payment has not been received two weeks before the course, a credit card will be required to guarantee admittance.

Discounts: Early registration discount requires payment at time of registration and before expiration or regular tuition will apply.

*Group Discount is for two or more enrollments registering at the same time, from the same company, for the same course.

Cancellations/Substitutions: All cancellations are subject to a $150.00 processing fee. Applicants may cancel up to two weeks prior to the course start date for a refund. If less than two weeks,

a credit will be issued that can be used towards a future course up to one year from the date of issuance. No refunds or credit will be issued for those who do not attend the scheduled course and/or
cancel less than two working days before the start date. Substitutions are permitted at any time. If for any reason, CfPA decides to cancel this course, we are not responsible for airfare, hotel or other
costs incurred by the registrant. Program content, schedule and instructors are subject to change without notice.

Confirmation Letters: Before each course begins, all registrants will receive written confirmation including detailed information regarding course location. If confirmation is not received two weeks prior
to the course please contact us.

For our full terms and conditions, visit www.cfpa.com.

@ For course information, go to www.cfpa.com




Additional August-0ctoher 2007 Gourses

ID No.  Course Title
542 | Starch: Chemistry, Properties and Applications
599 | Drug Product Stability and Shelf-Life
1050 | Skin Product Development
2047 | Laboratory Control Systems
610 | Pharmaceutical cGMPs and FDA Inspections
1789 Process Validation for Packaging of Pharmaceuticals & Medical Devices
1883 | Atomization, Sprays and Atomizers
772 | Writing and Implementing Clinical Protocols
1019 | Gums and Hydrocolloids
520 | Patent Law for Managers, Engineers and Scientists
541 Granulation, Tabletting and Capsule Technology
774 | Microencapsulation and Particle Coating
Septemher
ID No.  Course Title
2026 | Calibration in the FDA Regulated Industry
1887 | Analytical Methods Validation for FDA Compliance
2017 | Sunscreen Technology and Product Development
1882 | Pilot Plant and Scale-up Studies
2149 | Pathways to Skin Penetration
1025 | Industrial Rheology
1114 | Managing Multiple Projects in a Resource-Limited Environment

ID No.
476
2092
1866
840
2145
2089
224
2104
1954
279
1834
1867
1900
902
1681
274
655

Course Title

Surfactants, Colloids and Interfaces

ISO 13485, ISO 9001 & QSR Regulations for Medical Device Companies
Documentation Management and Control

Active Pharmaceutical Ingredients Production

REACH (Registration, Evaluation, and Authorization of Chemicals){l’ﬁv}
Root Cause Investigation for CAPA

Pharmaceutical Quality Assurance and Control

Combination Product Development: Safety/Registration/Approval
Risk Based Approach to Integrated Commissioning, Qualification & Validation
Lyophilization Technology

Complaint Procedures for Medical Devices

Critical Process Cleaning and Cleaning Validation

Design Control and Product Validation

Microbiological Control and Validation

Conducting Effective Quality Audits

Emulsion-Suspension Technology

Pharmaceutical Supervisory Management Skills

Location

Northbrook, IL
Millbrae, CA
New Brunswick,
New Brunswick,
New Brunswick,
New Brunswick,
Northbrook, IL
New Brunswick,
New Brunswick,
New Brunswick,
Millbrae, CA
Northbrook, IL

Location

New Brunswick,

Millbrae, CA

New Brunswick,
New Brunswick,
New Brunswick,
New Brunswick,

New Brunswick,

Location

New Brunswick,
New Brunswick,
New Brunswick,
New Brunswick,

New Brunswick,

Burlingame, CA

New Brunswick,
New Brunswick,
New Brunswick,

New Brunswick,

Millbrae, CA

New Brunswick,

New Brunswick,

Boca Raton, FL

New Brunswick,
New Brunswick,

New Brunswick,

NJ
NJ
NJ
NJ

NJ
NJ
NJ

NJ

NJ
NJ
NJ
NJ
NJ

NJ
NJ
NJ
NJ
NJ

NJ
NJ
NJ
NJ

NJ
NJ

NJ
NJ
NJ

.9-10
.13-15
. 16-1
. 20-23
. 27-29

Dates

Sep.
Sep.
Sep.
Sep.
Sep.
Sep.
Sep.

6-7

10-12
10-12
24-26
24-25
26-28
26-28

Dates

Oct.
Oct.
Oct.
Oct.

Oct.

Oct.
Oct.

Oct.

1-4
1-3

2-3

10-12
10-12
11-12
15-19

. 15-17
.16-18

. 22-24

. 22-24

. 22-24

. 25-26

. 29-31

. 29-Nov 1
. 31-Nov 2

31-Nov 2

For course information, go to www.cfpa.com @
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