SAMPLE Questionnaire:  “Education Needs Assessment”

Assessment of human subject protection knowledge and educational needs

Range of Answers to Questions:

Score and mark each question using the following scoring system:


“1”
— I am sure I already know the answer


“2”



“3”
— I think I know, but I am not sure, AND the topic is moderately important

“4”



“5”
— I am sure I do not know, AND the topic is highly important to me/my IRB

Questions:

a) Research – Definition

1.  What is “human subject research”?







 [1]

2  How does “research” differ from quality assurance?





 [2]

3.  How does “research” differ from patient care?






 [3]

4.  How does “research” differ from public health care?





 [4]

b) Exemption from IRB Review

5.  What research is exempt from IRB review?






 [5]

6.  What does “exempt from review” mean?  Why have such a category?


 [6]

c) Anonymity/Confidentiality

7.  How does anonymity differ from confidentiality?





 [7]

8.  Are anonymized specimens or data “exempt,” or “not involving humans”?


 [8]

9.  What is a Certificate of Confidentiality and when is it important?



 [9]

d) Expedited Review

10. What research is eligible for expedited review?






 [10]

11. What does “expedited review” mean?  Why have such a category?



 [11]

12. What are the differences between exempt, expedited, and full IRB review?


 [12]

13. What does minimal risk mean?








 [13]

e) Vulnerable Populations

14. How does “minimal risk” affect approval of research involving children?


 [14]

15. When should an IRB consider the human subjects to be ‘vulnerable’?



 [15]

16. How can researchers include vulnerable populations without exploiting them?

 [16]

17. What kind of research with prisoners can an IRB approve?




 [17]

18.  What is the process for approving research with prisoners?




 [18]

f) Review of Research

19. When and how should the IRB examine the research methods?



 [19]

20. When/how should the IRB examine advertisements used to recruit subjects?

 [20]

21. When/how should the IRB examine recruitment incentives (e.g., finders fees)?

 [21]

22. What are the risks and benefits of genetic research?





 [22]

23. How do the risks and benefits of genetic research differ from other research?

 [23]

g) Consent Form and Process

24. What needs to be in the consent form?  Why?






 [24]

25. Must the word “research” always be in the consent form?




 [25]

26. How detailed must the explanation of the purpose of the study be?



 [26]

27. How detailed must the description of the procedures be?




 [27]

28. How detailed must the description of the risks be?





 [28]

29. What “benefits” of research are legitimate to list, and what are not appropriate?

 [29]

30. In Phase 1, 2, and 3 trials, must the words “safety” and “experiment” be there?

 [30]

31. Must the consent state if there are no benefits to the subject?




 [31]

32. Must compensation for adverse effects be paid to subjects?




 [32]

33. What is too much remuneration?  Is remuneration a benefit?




 [33]

34. What does “questions about subject’s rights,” mean in lay language?


 [34]

35. Should a Principal investigator be the one to answer questions on subject’s rights?

 [35]

36. When is a researcher allowed not to ask for informed consent?




 [36]

37. When does a researcher not have to document informed consent?



 [37]

38. What should the consent process be?







 [38]

39. For surveys/questionnaires of teenagers, must a parent’s permission be obtained?

 [39]

40. How may a PI contact subjects of prior research to take part in new research?

 [40]

41. Does the process change if the subjects of prior research are not the PI’s patients?

 [41]

42. What is the waiver of informed consent for emergency research?



 [42]

43. How does this differ from when a researcher is allowed not to ask for consent?

 [43]

44. How does this differ from when a subject is not able to give informed consent?

 [44]

h) IRB Responsibility and Authority

45. What is the responsibility and authority of an institution’s IRB?



 [45]

46. Who can override a disapproval by an institution’s IRB?




 [46]

47. Who can override an approval by an institution’s IRB?





 [47]

Please list additional topics you want to know more about

Name: 











Contact Telephone Number: 



 E-mail: 








Please Check your association with “Human Subjects Protection” activities:

Please Check all designations that apply.


 Investigator – Researcher

 Research Project Coordinator

 IRB member

 IRB Chair-person

 IRB Administrator

 Other research administrative staff

 ACOS/R&D – Research Coordinator
Other (please specify): 


