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MHRA Inspection – Questions for Laboratories

The majority of questions were collated from real MHRA inspections across NHS Trusts and Universities between 2006 and 2010 by Southampton University Hospitals NHS Trust (SUHT). NHS Grampian and the University of Aberdeen thank them and the University of Edinburgh, NHS Lothian (Scotland), the Royal National Orthopaedic Hospital Stanmore and West Hertfordshire Hospitals NHS Trust for sharing them. Some questions were added as they arose during inspection preparations.

Please be aware that this is by no means a complete set of questions and the MHRA will ask additional or differently phrased questions.

___________________________________________________________________________

Please bring your updated training record to the preparation interview. 

About you

1. What is your background? Which qualifications do you have?

2. How do you become a biomedical scientist/chemist etc.?

3. How do you get from one level to the next one (development requirements, is there a matrix that shows the requirements for each level?)

4. Tell me about your experience on clinical trials (% non-commercial, % commercial)

5. For how many CTIMPs and other research studies are you processing samples at the moment?

6. What type of GCP training have you had? (who was provider, what topics were covered, were UK Clinical Trial Regulations included in this training?) Why is there no record of GCP training on your CV?

7. Have you done any other research training? 

8. Are you aware of recent changes to the UK legislation around CTIMPs?

9. Are you aware of guidance for CTIMP sample processing in labs?

10. What type of contract do you have with the NHS? (substantive, honorary, Research Passport)

About this lab

11. Are all labs centralised?

12. Are the same systems/quality management systems applied across all labs?

13. How are lab samples handled here?

14. Do you treat CTIMP samples different from non-CTIMP samples?

15. What differences are there in labelling/processing samples across the Divisions/Disciplines?

16. What do you do with commercial samples?

17. How do you know a clinical trial is about to start?

18. Do you receive a copy of the research protocol? and if so, where is it kept?

19. How do you feed in to R&D approval? Do you need to wait for this, are you part of it?

20. What approvals documents do you require before commencing your lab work?

21. Could I see examples of the labels that you use? 

22. Are they all coded or patient identifiable?

23. Do you ever receive blinded samples?

24. What happens if you receive a sample that is not blinded? Is there an SOP for this?

25. How long do you keep the clinical samples for?
26. Explain your sample tracking system to me (paper, electronic, barcode system?).

27. How do you link to the local R&D RHM number?

28. How long has this system been used?

29. How do you keep the lab results? (electronic/paper, where)

30. How does the Principal Investigator know that your lab results are ready? (any alerts?)

31. Do you have a system to flag up to the OI abnormal results/outside the range? (an SOP/written procedure in place?)

32. How do you know what the normal range is for a specific type of sample that you receive?

33. What if a CTIMP has a requirement outside your standard lab procedures, what happens?

34. Where do you store the samples? (access controlled, temperature monitored and alarmed if outside the range?)

35. What are your permitted fridge/freezer/ambient temperature ranges?

36. Are you ever asked to freeze plasma?

37. How often are your SOPs/guidelines/work procedures/instructions reviewed and who reviews them?

38. Do you have SOPs for staff/user training?

39. Who trains the staff?

40. How is training usually done?

41. Do all staff get trained?

42. Do you have a process to validate competency?
43. Do you issue contracts/agreements for the work that you do on research studies?

44. Who checks that the tests required on the processing form are those specified in the protocol and that they do no deviate from the REC/MHRA approved protocol?

45. What if there is a protocol amendment?

46. How do samples arrive? (secondary/tertiary packing, Res Nurse/Researchers/Porters?)

47. What QA/QC procedures are in place in your lab?

48. Can you define what an “Urgent safety measure” is?

49. What are the five categories within GCP/UK regulations that make an adverse event a “SERIOUS” adverse event (SAE)?

50. Can you define what a “Serious breach of GCP” is?

51. Are you conducting any signal trend analysis, do you have procedures/mechanisms for signal detection?

52. Do you have regular lab team meetings and are these minuted?

53. Do you have regular meetings with the research PIs and is this documented?

54. What databases do you use for the lab results?

55. What policies aply to your lab (Uni or NHS, both?, biosafety?)
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