EMWA Professional Development Programme

Drug Safety for Medical Writers Part 1: Adverse Events and Concomitant Medication

Workshop Status: Foundation

Workshop Leaders: Wendy Kingdom and Gillian Pritchard

Pre-workshop assignment

Objective
The purpose of the pre-workshop assignment is to start the process of thinking about the practicalities of collecting safety data, making the connection between information presented on data listings and how the data were derived.

Content
The pre-workshop assignment consists of taking a typical conversation between an investigator and a patient and transforming it into adverse event and concomitant medication records on a case report form. 

Assessment criteria
[bookmark: _Hlk30178661]The completed assignments will be used and discussed during the workshop and you are likely to gain more from the workshop if you have completed it. You are also required to submit a pre-workshop assignment if you wish to be eligible for credit for the workshop.

Instructions
Attached to these instructions, you will find a transcription of a fictional conversation between an investigator and a patient. Also attached is an adverse event form and a concomitant medication form from a fictional case report form. The assignment is to put yourself in the position of investigator or research nurse, and to complete the adverse event and concomitant medication forms from the information that the patient has provided.

Please send the completed assignment by e-mail to info@wendykingdom.com and g.pritchard@sylexis.co.uk. The deadline for submission is 01 November 2021.

If you have not read ICH Guideline E2A (Clinical Safety Data Management), you may find the first part of the guideline on definitions helpful.

Resources and materials
ICH E2A. Just type "ICH E2A" into any search engine and you will find it, e.g. at:
https://www.ema.europa.eu/en/ich-e2a-clinical-safety-data-management-definitions-standards-expedited-reporting

Time required
Time required to complete the pre-workshop assignment: ½ to 1 hour.

Mrs Barbara Smith is taking part in a hospital based clinical trial. She is attending the clinic for an interim visit and the investigator is about to question her about adverse events. The date of the visit is Wednesday, 29 October 2021. The previous visit was on Wednesday 01 September 2021.

Investigator:	So, how have you been since I last saw you? Have you felt different at all?
Mrs Smith:	Oh not too bad. I’ve been a bit chesty but I’m getting better now.
Investigator:	Could you describe to me what you mean by chesty? Have you had a cough or have you been wheezing?
Mrs Smith:	I was coughing up phlegm but it wasn’t too bad.
Investigator:	When did this start?
Mrs Smith:	Well I’d been feeling a bit under the weather about 2 weeks ago, then the I had a sore throat and started coughing a couple of days.
Investigator:	Did you take any medicine for your cough?
Mrs Smith:	My doctor gave me some antibiotics and I’ve just finished taking them.
Investigator:	So, you went to see your GP. When was that?
Mrs Smith:	I saw him on Thursday week ago.
Investigator:	And can you remember what antibiotics he prescribed for you?
Mrs Smith:	They were yellow tablets.  Klary-something.
Investigator:	Clarithromycin?
Mrs Smith:	Yes! That’s the one.
Investigator:	250 mg twice a day?
Mrs Smith:	Yes, for a week.
Investigator:	Good. And is your chest better now?
Mrs Smith:	Yes, it’s much better now, thank you. I’m still coughing up a bit of phlegm but it’s almost gone now. I just take some Benylin* now and again if my chest feels a bit tight.
Investigator:	Did you carry on taking your study medicine while you had this chest infection?
Mrs Smith:	Oh yes.


*	Benylin is a cough mixture than can be purchased over-the-counter. It is available in various forms, including an expectorant (Chesty Coughs) formulation. The usual adult dose is 10 mL 4 times per day.
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