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Please complete this questionnaire together with the pre-workshop assignment.

Name

Current job

Who do you work for (tick √ as appropriate)? 

Pharma company 
CRO 
Yourself (freelancer)

How much experience do you have in:

a) Clinical study protocol writing?

b) Clinical study report writing?

c) Preparing proposal text for either or both of the afore-mentioned deliverables?

d) If you are directly employed by a clinical research organisation or pharmaceutical company, in shaping your company’s processes and procedures for preparation of these deliverables?

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.)

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

	Topic
	Score (tick appropriate box)

	
	1
	2
	3

	Clinical study protocol writing
	
	
	

	Clinical study report writing
	
	
	

	Proposal planning and writing
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Pre-workshop assignment

Objective

The process of reporting of a clinical study falls towards the end of the documentary process associated with that study.  Frequently, timelines for preceding steps in the process may be deferred, thereby eroding the medical writer’s reporting timeline.  The expectation that report writing can be accommodated into a shorter timeframe is not helped by the sometimes limited understanding of the complexities involved in reporting by functions outside medical writing.  The objective of the pre-workshop assignment is to collect information based on the participant’s personal experience, to ascertain the timelines to which other functional groups (data management and statistics), as well as medical writers, are currently expected to work to when cleaning, analysing and reporting study.  This information will be used during the workshop to illustrate the sorts of timelines often imposed upon medical writers in the industry.  During the workshop, a detailed review of the steps involved in reporting will not only allow participants to proactively manage CSR writing, but also to initiate discussion on their company’s existing processes through greater understanding of the complexity of this key deliverable.   

Content

Participants are asked to complete durations for the stages involved in the preparation of a CSR based on their personal experience, by completion of the table provided below.  Ranges are not acceptable.  Duration must be provided for each step in terms of working days.

Assessment criteria

To obtain credit, timelines must be completed and be given in working days, rather than ranges.  Results will be anonimized and shared during the workshop and will be followed by a detailed review of the steps involved in reporting to facilitate proactively management of CSR writing and a greater understanding of the complexity of this key deliverable.  
Instructions

If you are a medical writer working in a clinical research organisation (CRO) or in a pharmaceutical company, determine typical average durations in your company for the following tasks for a moderate complexity Phase 3 study in 200–400 subjects.  If you are a freelancer, draw on your own experience of past projects to make an estimate of average durations.

For the purposes of this exercise, a moderate complexity CSR is defined as having no more than 8 secondary efficacy variables, statistical analysis rather than simple summarisations of the efficacy data and approximately 24 summary tables (including disposition, demography, efficacy and safety) in the statistical output. 

If you have no experience of any of the tasks below, seek the advice of specialists in your company so you can arrive at a best estimate.

The results of the pre-workshop assignment will be presented at the beginning of the workshop and will be anonymised.

The durations should be given in ACTUAL WORKING DAYS for completion of each task, e.g. 5 days for ‘Draft report writing from final TFLs to first draft CSR’, even if these working days may be spread across several months. Please do not give ranges.  If the tasks in your organisation are graded into low, moderate and high complexity, you should concentrate on the moderate figures for study reports.

Bearing in mind all of the above, detail the average durations for the following tasks using the table below:

· Time from last subject data in-house to database lock (DBL)

· DBL to draft tables, figures and listings (draft TFLs)

· Draft TFLs to final TFLs

· Draft report writing from final TFLs to first draft CSR (only MW hours)

· First draft CSR to final CSR, including client review steps, with usual number of review cycles
· Quality assurance (QA) on a final integrated clinical study report (CSR)

	Task
	Number of working days (ranges are not acceptable) for a moderate complexity CSR
	Explanatory comment, if necessary

	Time from last subject data in-house to DBL
	                 working days
	

	DBL to draft TFLs
	                 working days


	

	Draft TFLs to final TFLs
	                 working days


	

	Draft report writing from final TFLs to first draft CSR
	                 working days
	

	First draft CSR to final CSR, including client review step(s), with usual number of review cycles
	                 working days

                 review cycles

 
	

	QA on a final integrated CSR


	                 working days
	


The assignment should be returned to Sam Hamilton at the following address: sam@samhamiltonmwservices.co.uk by Monday 24 October 2022.
Resources and materials

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

2 hours (includes time to speak to other colleagues and to collect the information).
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