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Pre-workshop assignment

Objective

Standard Operating Procedures (SOPs) provide the rules according to which tasks are carried out in the field of clinical research.  They are a requirement stipulated by Good Clinical Practice (GCP) guidelines.  Participants will undoubtedly have encountered many SOPs, policies, working practices, work instructions, job aides, etc., mostly indicating the process that must be followed for a specific task or tasks relating to a given job function.  Some participants may have written or edited SOPs. Preparing a good SOP, or editing or reviewing an SOP requires skill and this workshop is intended to introduce and develop those skills.  The objective of the pre-workshop assignment is to collect information based on the participant’s personal experience of SOPs and related documents to date.  Participants currently working in large pharmaceutical organisations or in Clinical Research Organisations (CROs) may find their experience is predominantly with their current company SOPs; freelancers may need to draw on experience from a variety of sources including client SOPs and related documents.  For the pre-workshop assignment, participants are encouraged to use their most recent experience.

Content

Participants are asked to complete and return the accompanying spreadsheet (table). 
Assessment criteria

To obtain credit, an attempt to complete all parts of the table relevant to the participant’s current role in the industry must be made.  Results will be anonimized and shared during the workshop to illustrate the variety of SOPs and related documents utilized in the industry, and to give an indication of the numbers of such documents medical writers are expected to follow and/or write.  
Instructions

If you are a medical writer working in a pharmaceutical company or CRO, complete the attached excel table according to your current company internal SOPs and related documents.  If you are a freelancer, draw on your experience of client SOPs, and related documents (if applicable) to complete the table.  Participants employed in the CRO sector may be able to complete both the internal and client sections of the table; this is encouraged.
The assignment should be returned to Sam Hamilton & Tracy Farrow at the following addresses: sam@samhamiltonmwservices.co.uk & tracy.farrow@ppdi.com by Monday 28 October 2019.

Resources and materials

You will need no specialist materials for this assignment, only your computer. 
Time required

2 hours (this includes time to collect the information and complete the table).
Please also complete and return the following information about you:
Name

Current job

How much experience do you have in (specifying if your experience is in Medical Writing or other disciplines):

a) Following Standard Operating Procedures (SOPs)? 

b) Writing SOPs and/or work instruction documents?

c) Developing SOPs through review and feedback procedures?

d) Training others in the use of SOPs?

Do you have any other relevant experience?

Which three questions would you most like to see answered during the workshop?  (Questions must be within the scope of the workshop as described in the Abstract.)

1.

2.

3.

Please rate each topic in terms of its importance to you.  

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

	Topic
	Score (tick appropriate box)

	
	1
	2
	3

	General SOP principals 
	
	
	

	SOP processes
	
	
	

	SOP authoring
	
	
	


Thank you.
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