Research Quality Assurance Analyst Interview Questions

1. Tell me about an experience in which you analyzed information and eval uated results to choose the best
solution to a problem.

2. What factors do you consider when providing technical review of data or reports that will be incorporated
into regulatory submissions to assure scientific rigor, accuracy, and clarity of presentation?

3. What is the most challenging part of interpreting regulatory rules or rule changes and ensuring that they are
communicated through corporate policies and procedures?

4. What have you found to be the best way to maintain current knowledge base of existing and emerging
regulations, standards, or guidance documents?

5. Share an experience you had in dealing with a difficult person and how you handled the situation.

6. Tell me how you organize, plan, and prioritize your work.

7. Share an experience when you applied new technology or information in your job. How did it help your
company?

8. Share an example of atime you had to gather information from multiple sources. How did you determine
which information was relevant?

9. Please share an experience in which you presented to a group. What was the situation and how did it go?

10. How would you rate your writing skills? (Ask for an example that demonstrates great writing skills.)

11. What are some long-range objectives that you developed in your last job? What did you do to achieve
them?

12. Share an experience in which your attention to detail and thoroughness had an impact on your last
company.

13. Provide an example of atime when you were able to demonstrate excellent listening skills. What was the
situation and outcome?
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14. Wak me through how you would coordinate, prepare, or review regulatory submissions for domestic or
international projects.

15. In your experience, what is the key to devel oping a good team? (Look for how they build mutual trust,
respect, and cooperation.)

16. Describe an experience when you reviewed product promotional materials, labeling, batch records,
specification sheets, or tested methods for compliance with applicable regulations and policies.

17. What is the most challenging part of coordinating efforts associated with the preparation of regul atory
documents or submissions?

18. Tell me about the last time when you prepared or maintained technical files as necessary to obtain and
sustain product approval.

19. Share an example when you effectively advised project teams on subjects such as premarket regulatory
requirements, export and labeling requirements, or clinical study compliance issues.

20. Describe what methods you use to determine the types of regulatory submissions or interna
documentation that are required in situations such as proposed device changes or |abeling changes.

Page 2/2




