Registration & Tax Invoice

GMP AGREEMENT FOR
CONTRACT MANUFACTURING

Sydney -Wednesday March 5, 2008
University of New South Wales,
Kensington
Sydney
9am- 1pm

The 1980's . “This was a time, when there was
reluctance within chemical companies - certainly
among their engineers - to believe that
outsourcing could be better than their own in-
house production. But their managers were soon
amazed at the prices and speed at which their
processes could be handled by contract

manufacturers.” John Wetzel, Director Fine Chemicals,
Rutgers Organics Corp, 2005

The growth of contracting within the therapeutic
industry is a global phenomenon as organisations
out-source all aspects of the manufacturing
process as defined by thi@erapeutic Goods Act
(1989), including research and development
Irrespective of where the product or its
components are sourced GMP applies and a
GMP Agreement is required. This Workshop
will present guidelines as to how agreements
within contracts can be efficiently negotiated
and written thereby limiting risk. In addition
the requirements as outlined by the TGA for
overseas manufacturers will be integrated into
the workshop.

Attendees will accumulate credit points
towards the University of NSW Graduate
Certificate/Diploma in GMP program.

Who Should Attend

Quality managers and regulatory managers
for manufacturers, contract or otherwise, as
well product sponsors and service providers
such as contract laboratory personnel will
gain an insight into the GMP Agreement
process.

Workshop Facilitation
Useful hand-out material including step-by-
step guidelines will be discussed and
facilitated. The TGA have agreed to be
present at the workshop.

Sponsors
Advanced Manufacturing Centre,
Australian Self Medication Industry

University of New South Wales

REGISTRATION FORM

(Please type in the boxes and
Save As the form)

Organisation

Name Email Phone

Registration Fee: $450 pp — Total Fee:

The registration covers all aspects of the
workshop including refreshments.

e Cheques should be made out to the Advanced
Manufacturing Centre ABN 181 089 424 27

e Credit card (please circle)
*(Amex/Diners Club/Visa/Master Card/Bank Card)

Credit Card No
Name on Credit Card
Card Expiry Date

Signature of Holder

For Credit Card payment, please print, sign and fax
this form to ‘AMC’ on (02) 9209 4470

Direct Debit: Advanced Manufacturing Centre
Bank: CBA BSB: 062231 Account No: 10232126

When doing direct debit use your name in the
reference field followed by “GMP contracts”.

Cancellations after February 15" will incur a penalty
of $75 pp.

Please email this application form to

Rita Lahoud at.lahoud@amc.atp.com.auor
fax to(02) 9209 4470.

For further information contact:

Rita Lahoud on (02) 9209 42@9

Dr Peter Cranston on 0409 986 190

This Registration Form is a Tax Invoice
*Please Note: if paying by credit card a proces$émgapplies as follows Visa/Master Card/ Bank Ca28@ Diners Club 3.22%; Amex

4.18%

In accordance with the Privacy Amendment Act 2@B8,information provided in completing this formiiviie kept in a database on a secure server at the

AMC.




