EMWA Professional Development Programme

Introduction to Writing about Efficacy

DDF35 Foundation, 03:30

Helen Bridge, AstraZeneca

Pre-workshop assignment

Objective
The assignment aims to ensure that all participants have some familiarity with the basic principles of statistical analysis and with the content and structure of clinical study reports, since these will not be covered in detail in the workshop.

Content
[bookmark: _GoBack]Watch up to 3 short tutorial videos (depending on background knowledge); complete one reading task (plus one optional one, depending on experience); answer questions about your role and relevant experience.

Assessment criteria
The pre-workshop assignment will not be assessed.

Instructions

1. Please ensure you have a good understanding of the following terms: mean, median, standard deviation, variance, range, risk ratio (or relative risk), odds ratio. If you need a refresher on any of these, the following videos are clear and helpful: 

https://www.youtube.com/watch?v=h8EYEJ32oQ8&list=PLU5aQXLWR3_yYS0ZYRA-5g5YSSYLNZ6Mc (mean, median, mode)

https://www.youtube.com/watch?v=E4HAYd0QnRc&list=PLU5aQXLWR3_yYS0ZYRA-5g5YSSYLNZ6Mc&index=10 (range, variance, standard deviation)

https://www.youtube.com/watch?v=4Iq_78hNfBU (risk ratio, odds ratio, risk difference)

2. Please read the following article: http://www.bandolier.org.uk/painres/download/whatis/What_are_Conf_Inter.pdf

3. If you are not already familiar with the structure and content of clinical study reports, please have a look at the ICH E3 guideline and the CORE-Reference document, in particular Sections 8, 9.5, 9.7, and 11. ICH E3 can be found online at: https://database.ich.org/sites/default/files/E3_Guideline.pdf. CORE-Reference can be found at: http://www.core-reference.org/core-reference/. 

Please answer the questions below and send your answers to me by email at Helen.Bridge@astrazeneca.com, by 1 November 2021:

1. What is your current job?

2. How much experience do you have of writing about efficacy, and in which kinds of documents?

3. Which clinical indication(s) have you worked on?

4. How much training, if any, do you have in statistics?

5. Do you have any questions about anything in the article ‘What are confidence intervals and p-values?’ or in the videos on descriptive statistics?

Resources and materials
· Videos on descriptive statistics listed above
· The article ‘What are confidence intervals and p-values?’
· The ICH E3 guideline
· The CORE-Reference document

Time required
2-3 hours
1

