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Needs analysis questionnaire

To ensure that the workshop corresponds to your needs, please complete this questionnaire as well as the pre-workshop assignment on the following pages.
Name:

Current job:

How much experience do you have of writing regulatory dossier documents?

How much experience do you have of writing CTD format Clinical Overviews?

Please rate each topic in terms of its importance to you.  As far as possible, time during the workshop will be allocated to the items with the highest scores.

1 = I do not want much time on this, 2 = I need some time on this, 3 = I need lots of time on this

	
	Score (tick appropriate box)

	
	1
	2
	3

	Writing a CTD Clinical Overview
	
	
	

	
Sources of information
	
	
	

	
Product Development Rationale
	
	
	

	
Overview of Biopharmaceutics
	
	
	

	
Overview of Clinical Pharmacology
	
	
	

	
Overview of Efficacy
	
	
	

	
Overview of Safety
	
	
	

	
Risk and Benefits Conclusions
	
	
	


What three questions would you most like to have answered during the workshop?

1.

2.

3.

Please return to Debbie Jordan at mail@debbiejordan.co.uk by 15th April 2019 at the latest.
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Pre-workshop assignment

Objective

The purpose of the pre-workshop assignment is to familiarise yourself with the CTD Clinical Overview guidelines in order to use the time during the workshop optimally.  In addition, you will be asked to familiarise yourself with a manuscript that will be used during the workshop.
Content

The pre-course assignment involves background reading of the CTD M4 Guidelines on The Common Technical Document. In addition, you will need to read through a manuscript in order to get the full benefit from the workshop exercises.
Assessment criteria

The pre-workshop assignment will not be assessed.  However, you are likely to gain more from the workshop if you have completed the pre-workshop assignment.

Instructions

Before attending this workshop please read all of the CTD M4 Guidelines on the Organisation of the Common Technical Document to familiarise yourself with how the Clinical Overview fits into the CTD format.  Please also read the Clinical Overview Section of the M4E Efficacy Guidelines in detail since this is what the workshop will focus on.  You might also find it helpful to briefly review the rest of the M4E document on Clinical Summaries and Study Reports in order to gain a greater understanding of where the Clinical Overview fits in.

Please also read the attached manuscript titled 'Cefdinir - A Review of its Use in the Management of Mild-to-Moderate Bacterial Infections'. You don't need to learn the specifics of the drug but you need to get an idea of the type of information presented and how the paper is laid out.

Resources and materials

The ICH guidelines can be found on http://www.ich.org/products/ctd.html.  The Cefdinir article is included with this pre-workshop assignment. If anyone cannot access the ICH site then please email me at mail@debbiejordan.co.uk and I will send you a pdf file of the documents.

Time required

Time required to complete the pre-workshop assignment: 3 hours
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