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For all Carle-affiliated Investigators, Key Research Personnel and others associated with activities relating to human subject protection, continuing education on Carle IRB policies is required per Research Institute Policy 102.  This one-hour education per year requirement can be met by attending Annual Human Subject Protection Conference or any other similar training on Carle IRB policies.  For those persons who did not attend the September 2010 Annual Human Subject Protection Conference, completion of the following Quiz will be accepted in lieu of attendance.  Participants need to answer at least 9 out of 12 questions correctly to receive credit.  After completion of this quiz send it to irb@carle.com and you will get a confirmation email with your results.
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Question 1: Which of the following is not one of the ethical principles articulated in the 1979 “Belmont Report” that serves as a foundation for human subject protection?
A.  FORMCHECKBOX 
 Beneficence
B.  FORMCHECKBOX 
 Double Effect
C.  FORMCHECKBOX 
 Justice
D.  FORMCHECKBOX 
 Respect for Persons
Question 2: According to Carle Research Policy 106, research must be reviewed and approved by the Carle IRB prior to its initiation if the research: 
A.  FORMCHECKBOX 
 Is conducted by or under the direction of any Carle investigator, employee, staff, or agent
B.  FORMCHECKBOX 
 Is sponsored (in whole or in part) by Carle or any of its affiliates
C.  FORMCHECKBOX 
 Takes place at any Carle property or facility
D.  FORMCHECKBOX 
 All of the above

Question 3: According to the 1996 Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule, an example of Protected Health Information (PHI) would include:
A.  FORMCHECKBOX 
 Medical Record Number
B.  FORMCHECKBOX 
 Hair color
C.  FORMCHECKBOX 
 Age below 89 years
D.  FORMCHECKBOX 
 The first 3 digits of a zip code
Question 4: Only federally funded projects are required to be reviewed and approved by an IRB.

A.  FORMCHECKBOX 
 True

B.  FORMCHECKBOX 
 False

Question 5: Per Carle IRB Policy 106, which of the following constitutes a “conflict of interest” that must be reported to the Carle IRB?
A.  FORMCHECKBOX 
 Equity interests in a study sponsor or sponsor affiliate
B.  FORMCHECKBOX 
 Promises of future employment
C.  FORMCHECKBOX 
 Consulting agreement payments
D.  FORMCHECKBOX 
 All of the above
Question 6: Per Carle IRB Policy 301, which of the following items are not required to be submitted to the Carle IRB when a project undergoes continuing review?
A.  FORMCHECKBOX 
 Continuing Review Application (including a progress report and reports of any significant new findings)
B.  FORMCHECKBOX 
 Currently approved consent document
C.  FORMCHECKBOX 
 Appendix A: Carle Investigator Agreement
D.  FORMCHECKBOX 
 Any external (non-Carle) IRB approval letters, if applicable
Question 7: A serious adverse event occurring at an internal site [defined as Carle Foundation Hospital or any site under the Carle IRB oversight] needs to be reported to the Carle IRB using the Prompt Reporting Form within 

A.  FORMCHECKBOX 
 5 working days

B.  FORMCHECKBOX 
 10 working days

C.  FORMCHECKBOX 
 At the time of Continuing Review only
D.  FORMCHECKBOX 
 Do not need to be reported to the Carle IRB
Question 8: Expedited review of submissions to the Carle IRB: 

A.  FORMCHECKBOX 
 Guarantees that a study will be reviewed more promptly than full board reviews
B.  FORMCHECKBOX 
 Applies to studies that are determined to pose “no more than minimal risk” to subjects
C.  FORMCHECKBOX 
 Do not need to undergo continuing review
D.  FORMCHECKBOX 
 All of the above
Question 9: Minor modifications to approved research protocols should be reported [using the Modification Request Form] to the Carle IRB at which time?
A.  FORMCHECKBOX 
 Continuing review

B.  FORMCHECKBOX 
 Need not be reported

C.  FORMCHECKBOX 
 At the closure of a study

D.  FORMCHECKBOX 
 Before any such change(s) are implemented     

Question 10: The informed consent process (and any informed consent document) must describe to potential subjects:
A.  FORMCHECKBOX 
 Any reasonably foreseeable risks or discomforts to subjects
B.  FORMCHECKBOX 
 Any benefits to the subject or others that may reasonably be expected from the research
C.  FORMCHECKBOX 
 A statement that a study involves research, including an explanation of the purposes, procedures, and
duration of the research activities 
D.  FORMCHECKBOX 
 Whom to contact for answers to pertinent questions about the research and research subjects’ rights
E.  FORMCHECKBOX 
 A statement that participation in research is voluntary
F.  FORMCHECKBOX 
 All of the above
Question 11: Which of the following classes of vulnerable populations do not have specific subparts of the federal regulations that describe extra protections that must be afforded to vulnerable populations in research?

A.  FORMCHECKBOX 
 Prisoners
B.  FORMCHECKBOX 
 Employees

C.  FORMCHECKBOX 
 Children
D.  FORMCHECKBOX 
 Pregnant women and fetuses
Question 12: According to applicable federal regulations and Carle IRB Policy 402, which of the following are basic criteria for a study’s IRB approval?
A.  FORMCHECKBOX 
 Risks to subjects are minimized
B.  FORMCHECKBOX 
 Where appropriate, collected data will be monitored to ensure the safety of subjects
C.  FORMCHECKBOX 
 The study is profitable for Carle Foundation Hospital
D.  FORMCHECKBOX 
 Subject selection is equitable
E.  FORMCHECKBOX 
 Informed consent will be sought unless that requirement is waived by the IRB
F.  FORMCHECKBOX 
 Risks are reasonable in relation to anticipated benefits, if any
G.  FORMCHECKBOX 
 All of the above 
H.  FORMCHECKBOX 
 All but choices C and G
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