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Course Outline

Lecture Sessions

Group Interactions

The course is based on the Theory behind conducting

Stability Studies as specified and required by European

and USA Guidelines. It also explains why CMC,

Analytical and Comparability studies are important

and what is Actually Required for you to ensure that

your Biotech Product testing Processes are effective

and efficient.

Meet like-minded colleagues, exchange views and

benchmark your practice against current industry best

practices.

A significant proportion of the course will be devoted to

discussion periods on the following which will provide

delegates with an opportunity to have their specific

questions answered.

Discussion of Ongoing Resources for Biotechnology

Analytical CMC Issues

1.Professional organizations

2.Professional journals

3.Discussion groups

4.Forums, symposia and conferences

5.Books on biotechnology products

This in-depth interactive and carefully
designed course is suited to anybody
working in the field of Biotech products.
The course will be particularly useful for
staff from all parts of the Biotech
industry, including:

Regulatory Affairs
Analytical Development
Product
Research and Development
Method Validation groups
Quality Assurance
Quality Control
Contract Manufacturing and Testing
Suppliers and vendors of analytical
Equipment

Development

You should attend

Special Discount !!

For those who register before

30 April 2009 !!



Workshop Leader : Nadine M. Ritter, Ph.D.

Nadine Ritter has over 15 yrs of in-depth biotechnology industry experience in the technical, quality and
regulatory elements of product development for a variety of protein and peptide therapeutics and
diagnostics. She is a protein analytical biochemist with hands-on expertise in the design and execution
of biopharmaceutical CMC studies using a wide array of analytical methodologies.  Her technical
specialties include test method selection and optimization for biotechnology product characterization,
release and stability testing; analytical test method qualification and validation; pre- and post- approval
product comparability studies; and assay technology transfers.

Additionally, Nadine has considerable experience in the management of laboratories that conduct R&D,
GLP and cGMP studies for biotechnology product physiochemical and functional testing.  Currently, she
routinely performs third-party quality and compliance audits ranging from small start-ups to
multinational pharmaceutical corporations.  She has delivered numerous invited presentations on many
different technical and quality topics, and has published articles and book chapters on biotechnology
CMC analytical studies and analytical laboratory practices.

For many years, Nadine has been an active member of several professional scientific organizations
dedicated to improving technical, quality and regulatory elements of biotechnology product development.
She is a highly-regarded member of various scientific review boards as well as program organizing
committees in the biopharmaceutical industry.  She is a founding member of the WCBP CMC Strategy
Forum, an industry-FDA scientific discussion group (www.casss.org). She has recently been selected US
chair of the PDA Biotechnology Analytical Method Development Task Force.

Nadine M. Ritter, Ph.D., Senior Consultant, Biologics Consulting Group, Inc.
Website: , Phone: + 1 (240) 372-4898, Email:www.biologicsconsulting.com nritter@bcg-usa.com
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The Organiser

Prescription Pharma Support (PPS) is a dynamic and progressive firm, focused on providing cutting-edge and

effective services to the Pharmaceutical industry. It continuously strives to keep ahead of the knowledge

curve through unconventional ideas and proactive events.

PPS specializes in Pharmaceutical Training Workshops & Conferences, In-House Training Programs,

and Recruitments.Market Research, Technical Consultation
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Course Content
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Biotechnology CMC Regulatory Requirements

Biotechnology Product Specifications; Comparability and Stability Issues

1. Why do biotechnology products have different CMC requirements than traditional chemical
products?

2. Which specific worldwide regulations detail CMC analytical and stability study requirements for
Biotech products?

3. What CMC characterization, comparability, release specification and stability data packages are
required for a biotechnology product per the current ICH Common Technical Document (M4Q)?

4. When should these individual studies be done during the product development lifecycle?
5. Which CMC analytical development studies have the most critical project planning considerations

Based on their time and material requirements for biotechnology products?
6. What are some of the current regulatory CMC “hot buttons” for biotechnology analytical and stability

Studies?

1. What four elements are critical for establishing reliable, meaningful product specifications?
2. What are the expectations for heterogeneity in biotechnology products?
3. What is the concern about product and process related impurities?
4. What are the important elements of a comparability study for a biotechnology product?
5. What additional comparability considerations impact biosimilar/biogeneric products?
6. How are biotechnology reference standards established, and when should they be changed?
7. What are the clinical trial requirements for biotechnology stability studies?
8. What are the commercial requirements for biotechnology stability studies?
9. Why is it difficult to directly extrapolate shelf life for biotechnology products simply from

Accelerated Stability data?
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5. What determines a method to be suitable for the intended use of characterization, comparability,
release or Stability testing?

6. What is the difference between method qualification and method validation?
7. When is method qualification acceptable, and when is method validation necessary?

1. What are the laboratory operational issues that can impact reliable method performance?
2. What are some of the hidden sources of method variability for typical biotechnology methods?
3. What are key considerations for laboratory investigations of out of spec results?
4. What are the requirements related to making changes in analytical methods?
5. What issues should be considered in analytical method technology transfer studies?
6. What are the requirements related to changing analytical laboratory testing sites?
7. What quality practices are necessary for CMC analytical studies during product development?
8. What are the necessary deliverables from the analytical development/validation group?

Biotechnology Analytical Methodology

Implementation of Biotechnology Laboratory Tests

1. What are the various characteristics of a biotechnology product that require analytical assessment?
2. What types of analytical methods are currently expected to be used for different types of

Biotechnology products?
3. What are some of the performance characteristics typically seen with the physiochemical and

Functional methods used with biotechnology products?
4. What types of system suitability measures are appropriate for different types of biomolecular

Methods?
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Name (Dr. / Mr. / Mrs. / Ms.)

(Surname) (First) (Middle)

Designation:

Address of correspondence:

Organization:

City Pin State

Phone (board) Phone (direct)

E-mail:

MobileFax

Terms and Conditions:
1. Delegates may be substituted at any time.
2. No refund will be given on cancellations, after the payment has been received.
3. Prescription Pharma Support is not responsible for any loss or damage as a result of substitution, alteration or cancellation from your organization.
4. Please Note that the speakers and topics were confirmed at the time of publication. However, circumstances may necessitate substitution, alteration or
cancellation of a speaker and / or topic, without prior notice.

Register
by phone | fax | e-mail

For Registration and Sponsorship details, Please Contact :

Ms. Poonam Gandhi, Sr. Exec. - Marketing & Sales, Prescription Pharma Support.

Tel : 0129 - 4037 457 / 022 - 2967 8560 - 61      Fax : 022 - 2967 8565

Mobile : 0 - 9999 182 087 @gmail.comE-mail : prescriptionpharmaevents

CMC Analytical, Comparability and Stability Studies

for Biotech Products:
Current Expectations, Practical Considerations

Registration Fees     : Rs. 14,000 /- Per Person + Service Tax @ 12.36%

Rs. 12,500 /-  Per Person + Service Tax @ 12.36%

Rs. 12,000 /-  Per Person + Service Tax @ 12.36%

Group Discount*            :

Early Bird Discount**    :

As levied by Govt. Of India

*For a group of 4 or more persons from the same organisation.

**For those who register before 15 April 2009

PRESCRIPTION PHARMA SUPPORT, PPS House, Plot No. 6,

RSC 12/21, Near I.E.S. School, Sector 2, Charkop, Kandivali West, Mumbai 400 067.

PAYMENT DETAILS : Payments must be made by Cheque / Demand Draft

payable at Mumbai drawn in the name of “Prescription Pharma Support”.

Please fill the details below and courier this form alongwith the payment to :
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