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This seminar will take many
aspects of animal health and
veterinary research and
development through a typical
clinical trial, and pay attention to
compliance with Good Clinical
Practice (GCP) as outlined in the
two guidelines on safety and
e�cacy produced by FEDESA and
the CVMP.
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Live online, Classroom
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12 hours for your
records



Certi�cate of
completion



Course Overview
This two-day course will provide a comprehensive overview and suggest
practical approaches to the design, set-up and conduct of veterinary
clinical trials in compliance with VICH good clinical practice (GCP)
principles and other regulatory guidelines.

The programme will address the responsibilities of all study roles, required documentation, data handling
processes and statistical analysis. Sessions will also explore the appropriate quality standards to be
applied to warrant data that is acceptable to regulators in the EU and USA.

Delegates will be expected to work through solutions to a number of challenging case studies which will
help consolidate learning. There will also be ample opportunity for discussion with the expert faculty who
all have considerable experience in this �eld.

Bene�ts of attending:

Understand the regulatory requirements and study design

Know how to compile compliant protocols

Take away practical advice on how to set up clinical studies

Learn how to practically conduct and manage compliant clinical studies

Clarify speci�c aspects of clinical studies

Gain a better understanding of data and ‘appropriate’ statistics

Discover how to produce a compliant �nal study report (FSR)

Assure the quality of clinical studies

This seminar is sponsored by

 

Who should attend

Personnel involved in the animal health
industry who are responsible for monitoring
clinical veterinary studies and setting up
protocols and studies, both in laboratory and
�eld environments, to comply with GCP

Quality assurance professionals who are
required to audit these types of studies

Clinical project managers and regulatory
affairs personnel who will bene�t by gaining
an overview of the conduct of studies, the
regulatory requirements and European
perspectives
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Programme
Day 1

The Regulatory Requirements

Overview of relevant Guidelines

Pre-clinical e�cacy study versus �eld e�cacy study considerations

GCP vs GLP compliance

Regulatory challenges and advice when designing �eld e�cacy
studies

Assuring Quality in Clinical Studies

Sponsor’s responsibilities

Quality Assurance vs Quality Control

Quality Assurance involvement

The Monitor’s involvement

The role of Standard operating procedures and examples

Protocol Design

Protocol production and approval

Protocol content and special points for inclusion

Protocol Quality

Data Capture Considerations

Good Documentation Practice and ALCOA

Data Capture Forms (DCF)

Paper vs Electronic Data Capture

Data Veri�cation

DCF Workshop

Day 2

Statistical Considerations

Role of Statistics in Clinical Study Design

Regulatory Guidelines

Types of Data

Study Designs

Descriptive Statistics

Statistical Tests for Supporting Claims

‘Per Protocol’ Vs ‘Intent to Treat’

Planning Sample Sizes

Managing Clinical Studies

Responsibilities of the Sponsor, Monitor, and Investigator

Investigational Veterinary Product (IVP) and Control Product (CP)

Investigator selection

Study set-up

In-phase monitoring

Study close-out

In-Phase Quality

Clinical Study Files

Clinical study �les

The Final Study Report

Authorship and responsibilities

Contents of Final Study Report

Some practical considerations

Final Study Report Quality

A Practical Case Study
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Presenters

Donna Taylor

17-18 Jul 2023 
28-29 Nov 2023

Donna is a University of Birmingham
graduate with an honours degree in
Biochemistry that included an industrial
placement year at Celltech R&D, Slough
(now UCB). Post-degree, Donna returned to
Celltech as a Downstream Process
Development Scientist in a GLP compliant
facility. Joining Moredun Research Institute,
Edinburgh, in 2004 as a Senior Research
Assistant in veterinary immunology gave
valuable experience across the disciplines
of virology, bacteriology and parasitology
leading to a move into monitoring veterinary
Clinical Trials at Charles River Laboratories,
Cumbria. From 2008 Donna was in the post
of Trainee Project Leader, conducting both
VICH GCP and GLP studies in a variety of
species. As a direct result of site closure
Donna took a position of Trial Co-ordinator
at the University of Manchester operating a
large phase III multi-centre study to GCP in
the human �eld. In 2010, Donna returned to
Cumbria and back to animal health for a
position within Quality Assurance at
Triveritas Ltd, acquired by Knoell in 2020,
auditing not only VICH GCP and GLP
studies conducted worldwide, but also
aspects of GMP and 21CFR11 compliance
in product development. Donna is also a
member of the Research Quality
Association and did reside on the Animal
and Veterinary Product Committee.

Jenny Webster

17-18 Jul 2023 
28-29 Nov 2023

Jenny Webster began her role as Monitor of
Veterinary Clinical Studies in 2013. Prior to
that she was a Registered Veterinary Nurse
(RVN) working in clinical practice in the UK.
Jenny has actively monitored a range of
GCPv studies in companion and food
producing animals and is also responsible
for study design, protocol preparation and
reporting of completed studies. She also
acts in the role of Sponsor Representative
for pre-clinical studies and is involved with
authoring and reviewing clinical study
protocols and �nal study reports.


Colin McLean

17-18 Jul 2023
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Course dates
17-18 Jul 2023 Live online 

09:00-15:30 UK (London) (UTC+01) 
Course code 12446

GBP 1,099 1,299
EUR 1,589 1,869
USD 1,817 2,129

Until 12 Jun

28-29 Nov 2023 Classroom 
London 
Course code 12239

GBP 1,299 1,499
EUR 1,869 2,149
USD 2,137 2,449

Until 24 Oct

How to book

 Online: 
ipi.academy/1630

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


Really happy with the content of the
webinar I feel like it covered all the
necessary topics that I expected to see in
the webinar. The presentations were clear
and easy to follow. All speakers were very
knowledgeable, clear and friendly.

Ellie Casson 
Monitor – Veterinary Clinical Studies 
knoell Animal Health Ltd. 
Nov 29 2022



Overall, I would recommend the webinar
to people who are starting a career in
clinical trials as it gives a good overview
of all aspects of GCP.

Laure Bidois 
Team Leader Pharmaceuticals and Feed Animal Health 
knoell Animal Health Limited
May 11 2022



Very clear and interesting. Practical
exercises were also great. And the polls
during the presentations to include us was
also a great idea.

Emmanuelle Carrié 
Clinical research associate 
Ceva Animal Health 
May 11 2022



It was a well done webinar, the speakers
were very competent and experienced.
The content was informative, although I
knew some of the content it still was
presented very interesting.

Helena Metzker 
Clinical Research Associate 
MSD Animal Health Innovation  
May 11 2022

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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