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“The presentations were clear, direct and very 
informative. The group sessions were a great way 
to exchange experiences with other chemists. 
Great value overall.” 
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Course Outline

Day One
Session 1 
Introduction to typical pharmaceutical 
development activities and timeframes for 
toxicological studies.  

Session 2 
Making the first 100g non-GMP batch for 
GLP toxicological studies; discussion of topics 
such as setting the specification, the use of 
chromatography, accessing starting materials, 
identifying how much development to do.

Session 3 
Non-GMP vs GMP preparation.  A brief 
introduction to GMPs and how they impact 
on the initial chemistry scaling exercise.  

Session 4 
Physical version and form, spending time on 
the importance of salt selection, especially 
in the early phases of development with 
form/polymorph considerations also being 
discussed.  There will be a brief introduction 
of polymorphism and which aspects of 
physical form should ideally be established at 
the early phase of development.

Session 5 
Process safety and raw materials supply 
issues and how these might impact on the 
chosen route.

Session 6 
Review of the day and questions.

Day Two
Session 7 
Scaling into fixed vessels with discussions 
about those operations that transfer well and 
those which typically do not.

Session 8 
Technology transfer and a discussion of the 
issues and suggestions to mitigate against 
them.

Session 9 
A presentation about genotxoic impurities 
– what are they, what are the suggested 
control levels, how well do chemists identify 
them?

Session 10 
A presentation about impurities, including 
their identification, isolation/preparation 
and control with discussions about setting 
specifications

Session 11 
The final session of the course will review the 
two days considering the development time-
frames and follow-up on any questions.

Case Studies and Problem sessions will also 
be included throughout the course.

Introduction 
The aim of the course is to provide 
attendees with a good basis to 
work from when involved in taking 
development candidates to the first 
in human trials with a view also on 
some longer-term requirements.

The course content will therefore 
focus on the necessary early phases 
of chemical development as would 
typically be required to support 
production of up to about 2kg using 
laboratory-based 20L glassware and 
pilot plant equipment. 

The course will introduce and discuss 
the following:

• �Requirements in order to move 
from small (<1g) supplies to the first 
100g or so for preclinical work 

• �Further scaling to 1-2kgs non-cGMP

• �Requirements to make material for 
use in clinical trial – an introduction 
to cGMP coupled with the scaling 
issues

• �An overview of the requirements 
to move processes to fixed vessels, 
assuming cGMP is required – what 
operations can readily be transferred 
and those that should ideally be 
developed out

• �The phases of development and 
indicative timelines

• �The importance of physical form 
selection, understanding and control

• �Impurities and their control, with 
specific discussion on genotoxic 
impurities and developing the 
specification for the API as it moves 
from preclinical batch preparation to 
cGMP batches for clinical trials

Venue
The Hotel Bloom
Rue Royale 250 
B-1210 Brussels
Belgium
Telephone: +32 2 220 66 11  info@hotelbloom.com www.hotelbloom.com

Accommodation has been reserved at the special rate of €179 for single occupancy 
(including taxes and breakfast). Please note that City tax of €5.95 per day per room is not 
included.

Further details for reserving accommodation will be sent to you when you register.

Register for this course by using the form overleaf or call:          
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tel +44 (0)1435 873062  info@scientificupdate.co.uk  fax +44 (0)1435 872734
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The organisers reserve the right to change the published programme of events and course content as circumstances dictate.

Course Tutor

John Knight gained a first 
class honours degree in 
chemistry at the University of 
Southampton, UK. John 
remained at Southampton to 

study for his PhD in synthetic methodology 
utilizing radical cyclisation and dipolar 
cyloaddition chemistry. After gaining his PhD, 
John moved to Columbia University, New 
York, USA where he worked as a NATO 
Postdoctoral Fellow with Professor Gilbert 
Stork. John returned to the UK in 1987 joining 
Glaxo Group Research (now GSK) as a 
medicinal chemist, where he remained for 4 
years before moving to the process research 
and development department at Glaxo, where 
he remained for a further 3½ years. During his 
time at Glaxo, John worked on a number of 
projects and gained considerable plant 
experience (pilot and manufacturing). In 1994 
John moved to Oxford Asymmetry (later 
changing its name to Evotec and most 
recently to Aptuit) when it had just 25 staff. 
John’s major role when first at Oxford 
Asymmetry was to work with a consultant 
project manager to design, build and 

commission a small pilot plant, whilst in parallel 
developing the chemistry PRD effort at Oxford 
Asymmetry. The plant was fully operational 
within 18 months, operating to a 24h/7d shift 
pattern. John continued to run the pilot plant 
for a further 3 years, during which time he had 
considerable input into the design of a second 
plant, which was completed and 
commissioned in 2000. After an 18-month 
period at a small pharmaceutical company, 
John returned to Oxford in 2000 (by now 
called Evotec) to head the PRD department. 
John remained in this position for 6.5 years, 
during which time he assisted in its expansion, 
established a team to perform polymorph and 
salt screening studies and established and 
maintained high standards of development 
expertise across the department. John has 
managed the chemical development and 
transfer of numerous NCE’s into the plant for 
clients and been involved in process 
validations. He joined Scientific Update in 
January 2008 as Scientific Director.

John Knight can be contacted by email at: 
john@scientificupdate.co.uk

Fee & General 
Information
£1075.00
Includes lunch & refreshments, course 
dinner and comprehensive course manual.
The course begins with registration at 
8.45am on Wednesday 18 April and 
finishes at approximately 4.30pm on 
Thursday 19 April.

Who Should Attend?
Project managers and those involved in 
technical outsourcing

Project leaders and bench chemists 
involved in preparation of material 

New starters to the area

Medicinal Chemistry support teams 
involved in making the first batches for 
toxicological evaluation

During the course, the 
lessons and the key 
learning opportunities are 
considered to be

• �How long does it take to get from 
milligrams to 1-2kgs suitable for human 
clinical trials?

• �What are the main hurdles?

• �What can be left out and what must be 
included?

• �What are the key project management 
considerations?
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Please complete this form and fax to +44 (0)1435 872734.  
You can also download the PDF from the website, complete the form online and email back.

Scientific Update LLP, Maycroft Place, Stone Cross, Mayfield, E. Sussex TN20 6EW, UK Tel: +44 (0)1435 873062 sciup@scientificupdate.co.uk

Please register    attendee(s) @ £1075.00 

First Attendee Name

Company

Title (Dr/Prof/Mr/Mrs/Ms)

Job Title

Name

Surname

Address

 Postcode/ZIP

Country

Telephone

Fax Mobile

Email

Special Diet

Second Attendee Name  SAVE 5%

Title (Dr/Prof/Mr/Mrs/Ms)

Job Title

Name

Surname

Address

 Postcode/ZIP

Telephone Mobile

Email

Special Diet

Third Attendee Name   SAVE 15%

Title (Dr/Prof/Mr/Mrs/Ms)

Job Title

Name

Surname

Address

 Postcode/ZIP

Telephone Mobile

Email

Special Diet

  Please select to receive the FREE bimonthly e-Newsletter 

Purchase Order No.   
Payment Method

 I would like to charge the fee(s) to my credit card.

  	   	 	  

Cardholder

Card No

Expiry Date 		          Security No***
Address (if different from first delegate name)

Signature

Date

 Please invoice my company

Invoice Address
Name

Company

Address

 Postcode/ZIP

Country

Telephone

Fax Mobile

Email

Payment will be made by:   cheque   bank transfer

Promotional Code   

Terms and Conditions of Business
Payments ALL PAYMENTS MUST BE RECEIVED BEFORE THE EVENT DATE. Confirmation of your registration will be supplied 
by fax or e-mail and an invoice will be sent by post. 
Discounts* Complete the details for either two or three delegates and your discount will automatically be applied. This 
offer only applies where all  delegates are booked simultaneously and at the same billing address. Attendee names can be 
substituted at any time prior to the event date, but please notify us as soon as possible.
Promotional Code (from an advertisement or email) please enter the reference in Promotional Code box above.
Security Number*** This is the last three digits of the number on the signature strip on the BACK of the credit card. For American 
Express customers, this is the four digit number printed to the right of the main card number on the FRONT of the card.
Substitutions/Cancellations Should you be unable to attend and cancel in writing no later than 28 days prior to each event 
date, Scientific Update will refund your registration less £300 processing fee. It is regretted that after this date refunds are not 
possible. Substitutions can be made at any time.
For late applications please register on line at www.scientificupdate.co.uk or fax the completed registration form, including 
credit card payment information. 
Venue/Accommodation You will be sent details of how to reserve your accommodation with your event confirmation details.
Change of Details If the details on the envelope are incorrect or if you do not wish to receive any further information from us, 
please contact us on +44 (0) 1435 873062. As all literature is mailed at least three months in advance, you may experience a 
delay in the changing of your details.
Data Protection The personal information on this form may be used by Scientific Update for marketing purposes. 
If you do NOT wish this information to be disclosed to any third parties, please tick this box. �
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