Questions Addressed to Georgian Clinics


A set of specific questions have been prepared to investigate the current situation and identify major gaps with EU Directives’ requirements (Information should be provided based on the activities & experience during last two years – 2019 – 2020 years relevantly):
1. How many tissues establishments have been licensed in Georgia?
2. Is there publicly available Register of Tissue Establishments?
3. How is authorization systems organized for tissues establishments?
4. How is inspection systems organized for tissues establishments?
5. How is traceability systems organized to ensure that tissues/cells can be traced from donor to recipient (and vice versa)?
6. Are effective vigilance systems in place in Georgia ensuring surveillance of tissues and cells activities and management or risks?
7. What are most critical barriers for tissue donation from deceased?
8. What are reporting mechanism/instruments on the tissue activities (volume) and performance?
9. What are the most critical gaps in supply of tissues and cells for therapeutic treatments?
10. Are waiting list in place (or estimation) of patients in need for tissues/cells life-saving or life-enhancing treatments?
11. Are effective quality systems in place in Tissue Establishments?
12. What kinds of tissues are imported? From which countries mostly?

13. What is the problem/issue? What is the issue or mischief that has emerged?
14. What is the cause of the problem/issue? Main underlying drivers (causes) of the problem?
15. Is it necessary to regulate a problem/issue?
16. Who claims that the issue to be regulated is a problem? 
17. Please provide the list of diseases causing the problem;

18. What are the causes and consequences of the above-mentioned problem?
19. How big/severe/urgent are these problems? 
20. Whether there is any probability of irreversible negative consequences, making the problem/issue 
particularly serious or urgent?

21. Who is affected by the problem/issue? In what ways and to what extent?
22. How likely it is that the problem will be resolved in the case of no intervention?
23. How the current situation would evolve without additional public intervention?
24. What are the risks of not intervening? 
25. What are the probabilities of this scenario?
26. The extent to which the problem is expected to worsen or magnify? 
27. Is it the problem about to get solved or become more serious? When? Why?

28. What is the number/size of the population/patients affected by this problem?
29. Which groups (stakeholders/subjects of impact) are or may be affected by a problem?
30. What is the expected outcome as a result of the regulation of a problem/issue?


31. What are the options for the solution of a problem/issue?
32. What is the price for the operation/procedure/intervention? What is the price range for the treatment?
33. What is the net profit from the above-mentioned price? Please provide the list of expenses/costs;

34. How many operations/procedures/interventions are performed per year? Please provide average number of patients per year;
35. Who should be the monitoring body? Who should monitor the implementation of the whole process?
36. Who should be the reports receiver body?

37. What is the investment for the treatment?
38. What kind of investment should be done to start the treatment?
39. What are the costs for the investment? Please provide the list of expenses/costs.

40. What kind of “Score” qualitative criteria we can have in this particular case?
41. What kind of “Weighting” important priority criteria we can have in this particular case?
(Relevant and additional explanation regarding last two questions (№ 40 and 41) would be provided during the workshop – planned in the first half of 2021).

