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B What are the 9 required analytical CMC studies?
B What are the 4 key elements for setting specs?

B What are 7 current and emerging hot-button items?

¢¢ Excellent course and content. Trainer was superb.
Best course I have attended ??

R&D Manager, Biozyme Labs

For more information go to www.pti-europe.co.uk/stabilitybiotech

Call: +44 (0) 20 7017 7481 « Fax: +44 (0) 20 7017 7823

Email: registration @pti-europe.co.uk ¢ Internet: www.pti-europe.co.uk/stabilitybiotech



CMC Analytical, Comparability and Stability Studies for Biotec]

Course Agenda Registration will be at 9.00am, the course will start at 9.15am and will finish by 5.00pm

Programme

Biotechnology CMC Regulatory

Requirements

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

¢ Which specific worldwide regulations detail
CMC analytical and stability study requirements
for biotech products?

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

¢ When should these individual studies be done
during the product development lifecycle?

¢ Which CMC analytical development studies have
the most critical project planning considerations
based on their time and material requirements
for biotechnology products?

e What are some of the current regulatory CMC
“hot buttons” for biotechnology analytical and
stability studies?

Practical Session:

Biotechnology Product Specifications;

Comparability and Stability Issues

e What four elements are critical for establishing
reliable, meaningful product specifications?

e What are the expectations for heterogeneity in
biotechnology products?

e What is the concern about product and process
related impurities?

e What are the important elements of a
comparability study for a biotechnology
product?

¢ What additional comparability considerations
impact biosimilar/biogeneric products?

¢ How are biotechnology reference standards
established, and when should they be changed?

¢ What are the clinical trial requirements for
biotechnology stability studies?

¢ What are the commercial requirements for
biotechnology stability studies?

e Why is it difficult to directly extrapolate shelf life
for biotechnology products simply from
accelerated stability data?

Course Curriculum:

To find out more about related PTI courses,
please contact our account management team on
+44 (0) 20 7017 7267/7159/7164

Practical Session:
Biotechnology Analytical Methodology

What are the various characteristics of a
biotechnology product that require analytical
assessment?

What types of analytical methods are currently
expected to be used for different types of
biotechnology products?

What are some of the performance characteristics
typically seen with the physiochemical and
functional methods used with biotechnology
products?

What types of system suitability measures are
appropriate for different types of biomolecular
methods?

What determines a method to be suitable for the
intended use of characterization, comparability,
release or stability testing?

What is the difference between method
qualification and method validation?

When is method qualification acceptable, and
when is method validation necessary?

Practical Session:

Implementation of Biotechnology
Laboratory Tests

What are the laboratory operational issues that
can impact reliable method performance?
What are some of the hidden sources of method
variability for typical biotechnology methods?
What are key considerations for laboratory
investigations of out of spec results?

What are the requirements related to making
changes in analytical methods?

What issues should be considered in analytical
method technology transfer studies?

What are the requirements related to changing
analytical laboratory testing sites?

What quality practices are necessary for CMC
analytical studies during product development?
What are the necessary deliverables from the
analytical development/validation group?

Discussion Session:

Discussion of Ongoing Resources for
Biotechnology Analytical CMC Issues

Professional organizations
Professional journals

Discussion groups

Forums, symposia and conferences
Books on biotechnology products

© Copyright IIR BV 2011. Due to unforeseen circumstances, the programme
may change and IIR reserves the right to alter the venue and/or the course
leader. IIR reserves the right to cancel the event.

TO REGISTER CALL: +44 (0) 20 7017 7481 FAX: +44 (0) 20 7017 7823 EMAIL:




Course Dates:

1mology and Biosimilar Products
22-23 March 2011, Course Code: CSJ119

11-12 October 2011, Course Code: CSJ120

Course Obijectives:

To provide attendees with a clear, concise, but comprehensive overview of all relevant regulatory, technical and
quality elements necessary to assure successful design, implementation and documentation of the required CMC
analytical and stability studies for biotechnology products, including emerging biosimilar products. Key deliverables
from each phase of development will be illustrated. Current ‘hot-button’ CMC analytical and stability issues will be
presented, and strategies for preventing (or remediating) gaps will be presented. Attendees will be given a CD
containing a complete set of all regulatory documents and industry white papers currently applicable to
biotechnology product analytical CMC requirements that covers the entire product development lifecycle.

Performance & Knowledge Objectives of this Course:

Attendees will be given a comprehensive overview of the phase-specific requirements for CMC analytical
characterization, comparability, release and stability of biotechnology products from the pre-clinical phase through
clinical trials to commercialization and post-approval. Analytical considerations for a wide variety of biopharmaceuticals
will be discussed, including monoclonal antibodies, therapeutic proteins, gene therapy, vaccines, and complex products
(eg antibody drug conjugates). Details will be presented on establishing and maintaining product reference standards,
designing successful comparability tests (including specifics for biosimilar studies), setting meaningful product
specifications, conducting forced degradation studies, tech transfer and bridging changes in analytical methods and
generating effective stability protocols. Critical elements of laboratory quality practices that significantly impact the
reliability of test data from R&D through cGMP will be illustrated.

Your Distinguished PTI Trainer — Nadine Ritter:

Nadine Ritter has been a protein scientist for over 25 yrs. After 10 yrs in funded academic research, she moved into the
biotechnology industry at a major pharmaceutical firm. Currently, she is a CMC technical, regulatory and quality
consultant and instructor to the biopharmaceutical industry, where she provides expertise in analytical test method
selection and optimization for product characterization, release and stability testing; analytical test method qualification
and validation, as well as pre- and post- approval product comparability studies, and assay bridging/technology transfers.
In addition, she routinely performs third-party laboratory quality and compliance audits for small start-ups to
multinational pharmaceutical corporations and contract testing laboratorie

Dr. Ritter has delivered numerous invited presentations worldwide on many different technical and quality topics, and
has published articles and book chapters on biotechnology CMC analytical studies and laboratory quality practices.
Nadine has been an active member of several professional scientific organizations dedicated to improving analytical
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 and EU CMC Strategy Forum, an industry-regulatory scientific discussion group (Www.casss.org).
She has recently been appointed co-chair of the PDA Biotechnology Analytical Method Development Task Force.

Tailored Training Solutions

All PTI’s training courses can be customised to meet exact requirements and delivered by our experienced trainers on-site.

¢ Save valuable time and expenditure

e Address your teams’ specific needs with a tailored training approach

¢ Find solutions to real problems by incorporating your own case studies and examples
e Increase communication and performance by training your department as a team

For more details or initial consultation, please contact the PTI Tailored Training Team,
on +44 (0) 20 7017 7266 or email tailoredtraining@pti-europe.co.uk

Who should attend?

QC release and stability analysts

Stability program managers

Product scientists and test method technical experts (R&D and QC)
Process analytical chemists and process development scientists
Quality assurance specialists

GMP compliance auditors

Regulatory affairs CMC authors or reviewers

Analytical and stability laboratory managers (R&D through GMP)
Project managers with CMC responsibilities

Business managers with CMC responsibilities

Key staff from biotech academic incubators and small start-ups
Contract testing labs LEVEL RATING

INTERMEDIATE

egistration@pti-europe.co.uk INTERNET: www.pti-europe.co.uk/stabilitybiotech




CMC Analytical, Comparability and Stability Studies for Biotechnology and Biosimilar Products
22-23 March 2011, MWB Victoria, 10 Greycoat Place, Victoria, London, SW1P 1SB, UK. Tel: +44 (0) 207 960 6000 Course code: CSJ119
11-12 October 2011, MWB Victoria, 10 Greycoat Place, Victoria, London, SW1P 1SB, UK. Tel: +44 (0) 207 960 6000 Course code: CSJ120

FIVE EASY WAYS TO REGISTER

ﬁ Telephone: +44 (0) 20 7017 7481 _m_ Email: registration@pti-europe.co.uk _M_ Mail: this completed form together with

=] Fax: Complete and send this registration
=} form to: +44 (0) 20 7017 7823

Web: www.pti-europe.co.uk/stabilitybiotech

Your VIP number is on the address label. If there is no label, please quote
ABCDEFGHIJKLMNOPQRSTUVWXYZ

PERSONAL DETAILS Piease photocopy this form for additional delegates

Delegate (Mr/Mrs/Ms)

Job title Company
Address

Telephone Fax
Email

Head of Department

Booking Contact
Please photocopy this form for additional delegates

Our statement of integrity can be found on our website at www.iir-conferences.com/feedback
Incorrect Mailing: If you are receiving multiple mailings or you would like us to change any details or remove your name
from our database, please contact the Database Manager, Tel +44 (0)20 7017 7077, Fax +44 (0)20 7017 7828

or email: integrity@iirltd.co.uk - quoting the reference number printed on the mailing label.

payment to: Customer Service Manager,
Informa UK Ltd, PO Box 406
Byfleet, KT14 6WL

HOW MUCH?

Course fee includes: workbook, lunch, refreshments, post-event follow up call
Tick  Date Code Full Price VAT TOTAL PRICE
0 22-23 March 2011 CSJ119  £1445.00 17.5% £1697.88
0 11-12 October 2011 CSJ120  £1445.00 17.5% £1697.88

The VAT rate is subject to change and may differ from the advertised rate. The amount you are charged will be determined when your invoice is raised.
[J Please send me information on onsite training

[ I qualify for £100 discount by booking up to four weeks in advance of the event
(NB Registrations made by mail must be postmarked 4 weeks before session to be eligible for the early registration fee)

Yes! | would like to receive information about future events and services [J via fax [ SMS/MMS
Mobile no. Signature

Email

[J Yes! | would like to receive information about upcoming events by email. By giving you my email
address | am giving ONLY IIR companies the permission to contact me by email

TWO EASY WAYS TO PAY
[ Credit Card. Please debit my: ~ [JVISA [JAMEX  [JDINERS  [] MASTERCARD

3-Digit Security Code: .........cccoouvvnrivniicinian O Please send me an invoice.

What Happens If | Have to Cancel? Confirm your CANCELLATION in writing 2 weeks before the date of the course

(8th March 2011, CSJ119/ 27th September 2011, CSJ120) and receive a refund less a 50% + VAT service charge. Should you
cancel between this date and 1 week before the date of the course (15th March 2011, CSJ119/ 4th October 2011, CSJ120) then
you will receive a refund less a 100% + VAT service charge. Regrettably, no refunds can be made for cancellations received less
than one week prior to the conference. Within 10 working days prior to the start date of the course the Customer may reschedule
a booking to another date at a 50% rescheduling fee or within 48 hrs at a 100% rescheduling fee by advising PTI Europe of
such rescheduling in writing. For full terms and conditions visit www.pti-europe.co.uk/terms

Data Protection: [] The personal information shown on this form, and/or provided by you, will be held on a database
and may be shared with other companies in the Informa Group in the UK and internationally. If you do not wish your details to
be available to other companies in the Informa Group please contact the Database Manager at the above address,

Tel +44 (0)20 7017 7077, Fax +44 (0)20 7017 7828 or em tegrity@iirltd.co.uk.

Occasionally your details may be obtained from, or made available to, external companies who wish to communicate with you offers related to your
business activities. If you do not wish to receive these offers, please tick the box I

r/ >%o:m_mmgc_aamsm_n_mmmmzoza\__m&_mmmgzmaog:cmaa%moccam%a_Qo:jm%m%m%ao:m_
(¥ requirements e.g. wheelchair access, large print etc.




