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GROUP ACTIVITY
Case Studies (Puzzles in Human Research)

 SHAPE  \* MERGEFORMAT 



Case Study #1:  Validation of Survey Data Collected in VA Operations
· The Old Glory VA Medical Center conducts a two part study:

· Part A: 
· For internal quality assurance, they review existing data on employee satisfaction and patient satisfaction surveys 
· Data from both are from anonymous surveys done as a VA operation activity
· Part B: 
· For validation purposes, they conduct a new survey with employees; however they do not collect identifiable data
· The study team plans to publish results with generalizabilty beyond the VA
1. Is Part A of the project research?  

Reason: 

2. Is Part B of the project research?   

Reason: 

3. If so, does it involve human subjects?  
If yes, who are the subjects? 
Reason: 
4. If so, is it exempt?  

If yes, exemption Category #: 


Reason:
5. If it is not exempt, is it eligible for expedited review? 

If yes, expedited Category #:  

Reason: 
Case Study #2:  Evaluation of Education Materials for Self-Management of Diabetic Veterans
· The Red, White, and Blue VAMC wants to compare the effectiveness of educational tools used to teach diabetic Veterans to self-managed their glucose levels
· They randomize diabetic Veterans to either watch  an educational video at the VA or read a 20 page educational booklet in their home
· A study team uses interview procedures to test the comprehension of each patient after each intervention
· The study team records the names of the patient as well as their answers on a data form

· They plan to conduct follow-up surveys after one year to determine which tool works best

6. Is this project research?  

Reason: 
7. If so, does it involve human subjects?  

If yes, who are the subjects? 

Reason: 
8. If so, is it exempt?  

If yes, exemption Category #:


Reason: 
9. If it is not exempt, is it eligible for expedited review?  

If yes, expedited Category #: 


Reason: 
10. Does the investigator need to obtain informed consent? 
Reason: 
11. Must the investigator document informed consent?
Reason: 
12. What other issue(s) may be considered?
Case Study #3: Continuing Review of a Study: Prevalence of Seizure Disorders in Vietnam Veterans 
· Since 1985, Dr. ABC has been collecting identifiable healthcare data from Vietnam Veterans to determine the prevalence of seizure disorders 
· The study was determined by a convened IRB to involve no greater than minimal risks 
· The research is permanently closed to the enrollment of new subjects

· All subjects have completed all research-related interventions

· The project is up for continuing review, with an expiration date of December 31, 2011
· Dr. ABC submits the continuing review documents to the IRB on December 1st, 2011.

· The only remaining research activity is data analysis
13. Should this study be closed? 
14. Is this project research? 

Reason: 
15. If so, does it involve human subjects?   
If yes, who are the subjects? 

Reason: 
16. If so, is it exempt?  
If yes, exemption Category #:  


Reason: 
17. If it is not exempt, is it eligible for expedited review?  

If yes, expedited Category #: 
Reason:
18. If the IRB approves the continuing review of the study on December 12, 2011, what date does the renewed project expire?

Case Study #4: Research Involving the Study of a Drug Under an Investigational New Drug (IND) Application
· A VA Immunologist noticed that a few of his diabetic asthma patients show remarkable improvement in their breathing capacity with they are prescribed drug XYZ for their treatment of weight loss and hypertension
· He designs a study to determine if drug XYZ improve symptoms of moderate to severe asthma in obese Veterans 
· The FDA determines that an IND is needed
· The subjects will be randomized to get drug XYZ or a placebo, while remaining on all of their current medications, for a period of 27 weeks
· The new drug is known to cause kidney and liver failure in a few patients, which is disclosed in the informed consent
· The VA Immunologist will only monitor medical records, pulmonary function, asthma symptom, and measure quality of life with questionnaires
· All data points are linked to the subjects identity 
19. Is this project research?  
Reason: 
20. If so, does it involve human subjects?   
If yes, who are the subjects?  

Reason: 

21. If so, is it exempt? 

If yes, exemption Category #: 

Reason: 

22. If it is not exempt, is it eligible for expedited review?    
If yes, expedited Category #: 
Reason:  
23. Is this project greater than minimal risk?  
24. Does the investigator need to obtain informed consent? 
Reason: 

25. Can the investigator provide an information sheet in lieu of documenting informed consent? 
Reason: 

26. What else might the IRB require to reduce risks in these subjects?

Case Study #5: 
· A VA Oncologist wants to study the genetic epidemiology and susceptibility of cancer and obesity in Veterans
· The study will involve
· A behavioral questionnaire administered every 2 years
· Collection of buccal swab or blood sample (2ml) for genetic analysis
· Weighing the patient every time the patient is seen in clinic
· Pulling data from the electronic medical record for the life of the patient
· The IRB determines that the investigator has appropriate protections in place to protect privacy and confidentiality
27. Is this project research?   
Reason: 
28. If so, does it involve human subjects?  

If yes, who are the subjects?    
Reason: 

29. If so, is it exempt?  

If yes, exemption Category #:


Reason: 

30. If it is not exempt, is it eligible for expedited review?    
If yes, expedited Category #: 
Reason:  
31. Is this project greater than minimal risk?  
32. Does the investigator need to obtain informed consent? 
Reason: 

33. Can the investigator provide an information sheet in lieu of documenting informed consent? 
Reason: 

Case Study #6: Survey About Sexuality and Illegal Drug Use
· Dr. Im A. Researcher wants to study gay and lesbian Veterans who were victims of bullying, harassment and discrimination while on active duty in the military
· The research involves a survey that will query the Veterans about sexuality and illegal drug use (names of the Veterans are recorded on each survey)
34. Is this project research?   

Reason: 
35. If so, does it involve human subjects?   
If yes, who are the subjects?  

Reason: 

36. If so, is it exempt?  

If yes, exemption Category #: 

Reason: 

37. Is this project greater than minimal risk?  

38. If it is not exempt, is it eligible for expedited review?  
If yes, expedited Category #: 
Reason:  
39. Does the investigator need to obtain informed consent? 
Reason: 

40. Can the investigator provide an information sheet in lieu of documenting informed consent? 
Reason: 

41. What might the IRB require to minimize risks?
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