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(® EUDRALEX- Vol. 10 - Clinical trials. In particular: Chapter I: Application and

Application Form and Chapter II : Monitoring and Pharmacovigilance.

® Guideline on strategies to identify and mitigate risks for first—inhuman
clinical trials with investigational medical products. EMEA/CHMP/SWP/ 28367/07

(@ Sims J. Member of ABPI/BIA Early Stage Clinical Trials Taskforce. Calculation
of the Minimum Anticipated Biological Effect Level (MABEL) and 1st dose in human.
In: EMEA Workshop on the Guideline for first-in human clinical trials for
potential high-risk medicinal products. 12 June 2007.London. Available from:
http://www. emea. europa. eu/pdfs/conferenceflyers/first_in_man/05-] Sims Ast

raZeneca. pdf

® Guidance for Industry;Estimating the Maximum Safe Starting Dose in Initial
Clinical Trials for Therapeutics in Adult Healthy Volunteers (CDER/FDA, July
2005)




