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Why you should attend

The life science sector is heavily regulated
and CTAs are some of the most important
agreements for companies operating in this
sector. Having appropriate CTAs in place is
therefore essential for managing relationships
between the different stakeholders, and
apportioning risk and responsibilities between
them. If appropriate contractual arrangements
are not in place, a clinical trial may not receive
approval or issues may arise with the integrity
or validity of the data collected. Further,
disputes between the parties can arise if
responsibilities are not clearly de�ned in the
agreement.

This intensive and interactive one-day
programme focuses on CTAs in the
pharmaceutical industry where legal, policy and
ethical considerations underpin how these
agreements are drafted. Participants will
receive an overview of the legal framework
regulating clinical trials in the European Union
(and UK), before taking a closer, comprehensive
look at speci�c issues that must be considered
when drafting a CTA. Using a case study,
participants will also look at some example
clauses and will have the opportunity to
practise negotiation skills in the safe
environment of the course room under the
guidance of our expert faculty.

By the end of the programme, you will be more
con�dent in spotting and addressing the key
issues that arise when negotiating and drafting
CTAs, understand how best to mitigate against
the risks and deal with them effectively when
they do arise.

Key topics covered in this intensive and
interactive seminar:

An overview of the legal, ethical and policy
considerations that underpin the conduct
clinical trials as these affect how the terms
of clinical trials agreements are drafted

Recognising and dealing with key
commercial and regulatory issues (including
in particular relating to Brexit and the
“�exibilities” adopted during the pandemic)
that arise when drafting clinical trials
agreements

Drafting and negotiating techniques to
minimise disputes and maximise e�ciency

 

Attending this seminar will enable you to:

Understand the legal framework concerning
clinical trials in the EU and the UK

Recognise and address the issues that
arise when drafting and negotiating CTAs

Gain a better understanding of the

Who should attend?

This course will be particularly bene�cial to:

Contract managers

Clinical contract specialists

Clinical trial managers

R&D staff

Regulatory specialists

Lawyers and in-house legal teams

Legal executives

Please note:

This event assumes that the attendees have
familiarity with commercial contracts (and
ideally clinical trial agreements and clinical
investigation agreements).

The speakers will explain the dynamic and
increasingly demanding regulatory and data
protection landscape to better inform those
negotiations and drafting these agreements.

The mock negotiations are aimed at people
who want to obtain a better understanding
of how to manage negotiations and to
consider alternative approaches to common
negotiation impasses.
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Programme
Overview of the regulation of clinical trials
– the legal framework governing clinical
trials in the EU and the UK

What a clinical trial is and the types of
clinical trial

EU regulatory framework:
The current Clinical Trials Directive
(Directive 2001/20/EC)

The new Clinical Trial Regulation
(Regulation 536/2014/EU)

UK framework post Brexit

Who the stakeholders are and their roles
and obligations

Ethics approval and policy issues
(eg NHS approval)

What could happen if a clinical trial is
not conducted in accordance with the
law

Speci�c considerations relevant to the
conduct of clinical trials

Informed consent – what is it and why
is it needed?

Data protection – overview of the
requirements, use of patient data during
and after a clinical trial (particularly in
light of the 3/2019 guidance from the
European Data Protection Board)

Product liability – what is the law (and
crucially current practice) on product
liability and the requirement of clinical
trials insurance

Con�dentiality and intellectual property
rights:

the tension between principle of
transparency and protecting
con�dential information

protecting intellectual property rights

CASE STUDY: Drafting and negotiating
CTAs – Part 1

The anatomy of a CTA and some typical
clauses and issues that might arise. We
look at these issues from the
perspective of each party and the
negotiation tactics that could be used to
reach an agreed position.

Structure of a CTA (and the UK model
CTAs updated in March 2020)

Common sticking points in negotiation: 

Ownership and use of intellectual
property

Use of data generated during the trial

Liabilities and insurance
requirements for both parties

Warranties and indemnities

Manufacture and supply

Disclosure of payments to healthcare
professionals and healthcare
organisations

Freedom of information requests

Termination and consequences of
termination

PRACTICAL EXERCISE: Negotiation

This interactive session allows participants
to practise negotiating speci�c clauses
concerning liabilities and indemnities using
skills and techniques to minimise disputes
and maximise e�ciency. Example clauses
will be provided and considered within the
group. Participants will be divided into small
groups representing the opposite party to
practise their negotiation skills. 

CASE STUDY: Drafting and negotiating
CTAs – Part 2

Discussion of points arising from the
negotiation exercise

Standard contracts

Practical tips

Speci�c ideas arising from a very large
contract with a CRO to whom the
pharma company outsourced all of its
clinical trial management requirements.
Making the CRO de facto (and in a
couple of cases de jure) sponsor.

Additional considerations relevant to
drafting and negotiating CTAs

Multi-jurisdictional trials

The implications of Brexit
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Presenter

Alex Denoon

Alex Denoon is head of the regulatory team at Bristows, primarily advising life sciences clients. He
has more than 20 years’ experience advising clients in the sector. In addition to his LLB, Alex has a
BSc in Human Genetics. Alex spent more than �ve years in-house, including as GC and Company
Secretary of Biotech Australia. He works with clients to devise and implement regulatory
strategies throughout the product life cycle of pharmaceuticals and medical devices, and has
advised clients in relation to more challenging issues including: genomics, cell therapies, tissue
and cells requirements, borderline products, combination products, 3D printing, healthcare apps
and remote diagnostics, and has been involved in the development of a number of regulatory
frameworks and guidelines.

In addition to a range of contentious (judicial review) and advisory matters, he has a breadth of
international experience in structuring, negotiating and drafting commercial agreements. Alex is
widely published and speaks regularly at conferences.
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Course dates
21 Jul 2023 Live online 

09:00-17:00 UK (London) (UTC+01) 
Course code 12282

GBP 499 599
EUR 719 859
USD 823 979

Until 16 Jun

7 Nov 2023 Live online 
09:00-17:00 UK (London) (UTC+00) 
Course code 12402

GBP 499 599
EUR 719 859
USD 823 979

Until 03 Oct

How to book

 Online: 
ipi.academy/1948

Alternatively contact us to book, or
if you have any queries:

 Email: 
info@ipi.academy

 Phone: 
+44 (0)20 7749 4749

Discounts
Booking more than one delegate on any
one date quali�es for a 15% discount on
the second and subsequent places.

Most events qualify for an early booking
discount prior to 6 weeks before the
course date. Be sure to check on our
website, where the latest discounts will
be shown.

Further information
Fee
The fee includes all meals and refreshments for the
duration of the course (for venue-based courses) and a
complete set of course materials (provided electronically).
If you have any particular requirements, please advise
customer services when booking.

Please note
IPI Academy (and our training partners) reserve the right to
change the content and timing of the programme, the
speakers, the date and venue due to reasons beyond their
control. In the unlikely event that the course is cancelled,
we will refund the registration fee and disclaim any further
liability.

Terms and conditions
The rest of the our terms, the event cancellation policy and
the terms and conditions are on our website, please visit
ipi.academy/content/terms-and-conditions
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Reviews


The content, speakers and their
presentations were great. It's a
complicated subject and they mostly
presented it clearly. Also they provided
links to guidance which may help in the
future.

Tracy Spraggon 
Senior Contracts Manager 
London School of Hygiene and Tropical Medicine 
May 11 2023



The speakers really took their time
answering questions, much appreciated.

Kwanele Sifundza 
Legal Counsel 
LEO Pharma 
May 11 2023



High quality presentation content
delivered clearly and professionally.

Daniel Stevens 
London School of Hygiene and Tropical Medicine 
May 11 2023



clear and concise - good explanations

Fleur Buckland 
Senior Research Contracts Manager 
London School of Hygiene and Tropical Medicine 
May 11 2023

Run this programme in-house for
your whole team

Coming to IPI Academy for your in-house training
provides an all-inclusive service which gives you
access to a wide variety of content, learning platforms
and delivery mechanisms as well as your own personal
training adviser who will work with you from the initial
enquiry through to feedback and follow-up after the
programme.

With over 600 trainers, all practitioners and experts across a huge range of
�elds, we can provide the training you need, where you need it, when you
need it, and at a price which suits your budget. Our approach to tailored
learning and development consists of designing and delivering the
appropriate solution for each client.

For your FREE consultation and to �nd out more about how we can work with
you to solve your training needs, please contact our training advisers:

ALEKSANDRA BEER 
Tel: +44 (0)20 7749 4749 
Email: inhouse@ipi.academy

YESIM NURKO 
Tel: +44 (0)20 7749 4749 
Email: inhouse@ipi.academy

IPI Academy is a training initiative of Falconbury
and Management Forum; leading providers of
industry training for over 30 years, based in the
UK.

10-12 Rivington Street 
London EC2A 3DU

ipi.academy
Tel: +44 (0)20 7749 4749 
Email: info@ipi.academy
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