Strategies to identify and mitigate risks for first-in-human and early clinical trials with investigational medicinal products
David R Jones, Expert PharmacoToxicologist, MHRA, UK


T Furuta et al., J Pai n Relief 2016, 5:3(Suppl) http://dx.doi.org/10.4172/2167-0846.C1.006
International Conference on
Fibromyalgia and Chronic Pain (June 15-16, 2016   Philadelphia, USA)


J Pain Relief
ISSN: 2167-0846 JPAR an open access journa
Fibromyalgia 2016
June 15-16, 2016
Volume 5, Issue 3(Suppl)
Page 40

Abstract (300 word limit)
Traditionally First In Human Clinical Trials were most associated with a single ascending dose (SAD) design, which were subsequently followed by a multiple ascending dose (MAD) CT. Since then, integration of the non-clinical data available before FIH administration and the pharmacokinetic (PK), pharmacodynamic (PD) and human safety data emerging during a trial has evolved. Consequently, the increasing practice is to perform FIH trials and early phase CTs with integrated protocols that combine a number of different study parts, e.g. SAD, MAD, food effects, etc. 

The non-clinical testing and experimental approaches for FIH/early CTs are used to identify factors influencing the risks associated with an IMP. Special attention should be given to the estimation of the initial dose to be used in humans and to the subsequent dose escalations to a predefined maximum dose. 
In defining an appropriate development programme for a new medicinal product, information on safety needs to be integrated from many sources and reviewed in an iterative process. 
[bookmark: _GoBack]This workshop is intended to discuss the transition from non-clinical to early clinical development by outlining factors influencing risk and how these should be mitigated in protocol design.
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