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» Guide to Drug Development: A Comprehensive Review & Assessment - Bert
Spilker

* FDA Guidance for Industry - Oversight of Clinical Investigations — A Risk-Based
Approach to Monitoring, August 2013

Introduction to nonclinical safety testing:

* ICH M3(R2) guideline. 11 June 2009.

* Principles of Toxicology by David L. Eaton and Curtis D. Klaassen. In: Casarett &
Doull's Toxicology: The Basic Science of Poisons, Eighth Edition. Unit 1: Editor:
Curtis D. Klaassen. Chapter 2, pages 13-48. Publisher: McGraw-Hill Professional
Publishing, 2013.
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*» Communication from the Commission 2010/C 82/01 — Detailed guidance on the
request to the competent authorities for authorisation of a clinical trial on a
medicinal product for human use, the notification of substantial amendments and
the declaration of the end of the trial (CT-1), March 2010

* US Code Title 21, Part 312, Investigational New Drug Application, April 2012

* FDA Guidance for Industry: Formal Meetings Between the FDA and Sponsors or
Applicants, May 2009

» European Commission: Notice to Applicants Vol. 2A: Procedures for marketing
authorisation, June 2013

* European Commission. (2008, May). Volume 2B: Notice to Applicants: Medicinal
products for human use. Presentation and format of the dossier: Common Technical
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Document (CTD).

* U.S. Food and Drug Administration: New Drug Application, May 2012

* The CDER Handbook, produced by the Department of Health and Human Services,
Food and Drug Administration, March 1998

* CDER 21st Century Review Process, Desk Reference Guide, produced by the
Department of Health and Human Services, Food and Drug Administration,
September 2014

* Beishon M., Approval rating: how do the EMA and FDA compare?, 12 |
CancerWorld | January-February 2014

* Navigating the Regulatory Landscape for Healthcare Product Development: Key
principles and best practices, MaRS Discovery District, October 2012
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