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Objective
This pre-workshop assignment aims to 1) trigger some initial thoughts on the topics that will be discussed during the workshop, 2) offer the workshop leader an overview of the workshop-related profiles and needs of the participants, and 3) prepare participants with no previous regulatory medical writing experience on the basics that will not be explained during the workshop. 

Content and instructions 
· All participants are required to send their answers to items #1 to 4 and complete item #5. 
· Item #6 is intended only for writers with no previous regulatory medical writing experience. 

1. Please give 1 to 3 examples of what you think “consistency” in regulatory documents is (see reading suggestions below*).

Answer: 

2. Since you are attending this workshop, you probably also think consistency in medical writing is important. Please briefly explain why you think consistency improves inter- and intra-document quality (1 to 2 sentences; see reading suggestions below*).

Answer:

3. All of the topics in the list below will be covered in this workshop. Please tick any of the items below for which you would like to see more material on.

☐ Examples of consistency in reporting clinical safety data.
☐ Examples of consistency in reporting clinical efficacy data.
☐ Inter-document consistency (across different documents).
☐ Intra-document consistency (within the same document).
☐ Consistency in document structure.
☐ Identifying inconsistencies in a document.
4. Please answer the following:
a. What is your background and current position (1 sentence)?

Answer:
		
b. Have you ever written or supported other writers in writing a regulatory document or manuscript before? (Just say Yes or No)

Answer:

5. Please briefly read about style guides and templates and how/why they are used (see reading suggestions below* and also feel free to search other sources online).

Continue to item #6 if you are new to regulatory medical writing.
6. Please read the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use guidelines for the structure of clinical study reports and the Common Technical Document (CTD; see reading suggestions below*). 

*Suggested reading material:
· Wikipedia for style guides (items #1, 5)
· MIT short guide for scientific writing (items #1, 5)
· TransCelerate CSR template (items #1, 5)
· CTD organization (item #6)
· CTD information (read only clinical; item #6)
· Clinical study reports ICH guidelines (items #6)


Assessment criteria
To participate in this workshop, you should send your answers and do the requested reading before the deadline. To be awarded credit for this workshop, you will need to have completed the post-workshop assignment in addition to this assignment. 
Please do not send anything containing confidential information.

Resources and materials
Reading suggestions provided above.

Time required
1 to 2 hours.

Deadline
· Send your answers as a Word file with filename: “EMWA_DDF48_PreWS_your name” to kleopatra.kouroupaki@trilogywriting.com 
· Send your answers to items #1 to 4 and complete item #5. 
· Complete item #6 in addition only if you are new to regulatory medical writing.
· Deadline is end-of-business 01 November 2021. 
· You will receive acknowledgement of assignment receipt. If not, please reach out by email once more to double-check.
· Please note that reminders will not be sent.
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