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Strategies for Improving Document Quality 
PRE-Workshop Assignment
Dear Registrant:

These questions are intended to stimulate your thinking about some aspects of document preparation that are important to facilitation of review.  In addition, there are several questions pertaining to interactions with Regulatory Authorities.   Don't worry if clear-cut answers are not obvious.  There is considerable latitude in what might be considered to be the "correct" answer to these questions.  
I expect that many you will be able to draw upon personal experiences with regard to document preparation. Please come prepared to share these encounters with aspects of document "user-friendliness" as well as steps you or your company may have taken to address issues of document quality and reviewability.
1. What are the critical elements that determine document quality?

2. Which of these elements are you, or your department, responsible for?

3. Which disciplines within your company are responsible for ensuring document quality?  Please describe their roles.

4. How do you ensure that the criteria for document quality are achieved?

a. What processes to ensure document quality are employed within your department?

b. What processes to ensure document quality are employed within other disciplines with which you/your department interact?

c. What processes to ensure document quality are employed to ensure delivery of quality documents by “third parties”/partners/collaborators?

5. Are the strategies reviewed above effective? If so, what particular “value-added” features are notable?

a. If not, why not?

b. Would you suggest an alternative?

6. What are the biggest “enemies” of document quality, and how can they be overcome?

7. Do you ever enlist third-party assistance in the quality assurance process?

8. How are the procedures involved in Document Quality Assurance communicated/taught to new members of your staff/company?

9. Have you ever sought/received Regulatory Authority guidance re: document format/content prior to initiating preparation of the document?

10. How has the ICH guidance on the Common Technical Document helped or hindered document quality?

11. How have EMA Policy 0070 requirements and ICH 2012/2014 Q&A affected document preparation and quality?

12. Have you considered the potential impact of the European Union General Data Protection Regulation (EU GDP) on the documents you prepare?

13. What new kinds of documents have been added to your remit in the past 3 years, and how have quality standards been applied?
14. For those of you in the publications arena:

a. What considerations should be given to the ICMJE requirements for authorship?  Are there other standards to which you adhere?

b. How about the newly-published GPP?
15. Are there differing standards of quality depending upon the target audience?  The type of document?
16. Do you “outsource” medical writing?  If so, are there particular challenges associated with this practice?  Are there any particular processes that you deploy, in addition to those you use for internally-produced documents?

Please provide your responses to these questions by 21 October 2022.  Please eMail them to me, ensuring that your eMail address is included, and I will inform you when I have received your assignment.

Do not hesitate to contact me with any questions you may have prior to the conference.

I look forward to meeting you (virtually) in November!
Sincerely,

Art Gertel
Art Gertel, PhD
MedSciCom, LLC
e: medscicom@rcn.com
Office: +1 (908) 534-0122

