T13. CASES FOR DISCUSSION   

[YU DONGBAO:  PLEASE READ TO MAKE SURE THESE CASES SOUND APPROPRIATE IN A CHINESE MEDICAL CONTEXT. IF NOT, LET’S TALK ABOUT HOW TO MAKE THEM MORE “REALISTIC”.]

Tuesday afternoon

[NOTE: We propose to NOT include the U.S. IRB’s decisions on these cases in the book. Rather, after the small groups have reported on their own recommendations, we can report on what the UNC IRB and, in the case of #4, the FHI IRB did.]

Case #1:  Patient confidentiality and subject recruitment 

Huang Liuxing is an epidemiologist conducting an IRB-approved case-control study of pregnant women who have HIV.  The approved protocol procedures say that, after reviewing the medical charts at the district hospital, Huang will send a letter to physicians who have cared for all HIV+ women at the hospital, requesting their permission to contact particular patients about participating in the study.  Dr. Gu, who is Wang Meili’s doctor, gives permission for Huang to contact her.  Several days later, the IRB chair receives an angry phone call from Wang Meili.  She is distressed that Huang has contacted her to talk with her about her HIV infection and angry that Dr.Gu has given her name to Huang without her permission. Wang Meili thinks that this is a violation of doctor-patient confidentiality.

Questions:  

1. Was Huang contacting Wang Meili an ethical violation?

2. Was the IRB correct in allowing Huang to obtain patients’ names from their medical records in the first place?

3. Who has the right to approach patients to be research subjects?
Case #2:  Finders’ fees

An investigator offers the staff of XX County Hospital money for their referrals of patients who might be eligible for an IRB-approved, clinical trial for HIV treatments. 

Questions: 

1.   Is it ethical to permit referral or “finders’” fees for human research subjects?

2.   Is your answer different if the money is paid to local physicians when patients they refer are actually enrolled in a study, not just referred?

3.   What if a local physician refers subjects but also gets involved in the study and begins working with the investigator closely, getting subjects to sign consent forms, doing physical exams for the study and so on. Is it ethical then to pay money to the local physician?

4.   What if the payments to subjects are increased to get more subjects?  Is that ethical?

5.   What if the subjects are children and the increased payment is to their parents?
Case #3:  Videotaping of mentally compromised subjects without consent
An investigator, Dai Youming, wants to understand the effect of physical environment, crowding, and staff-patient ratios on the rates of disruptive behavior of psychiatric patients. To accomplish this, she proposes to videotape psychiatric patients living in the wards of several different hospitals, each with different kinds of dining halls, activity rooms, different staff-patient ratios and amounts of crowding. Wide-angle cameras would be placed in an unobtrusive manner (but not hidden) in these public areas, and not set to videotape any one particular patient. Tapes would be analyzed qualitatively, relating degree of disruptive behavior to different environmental characteristics of the different hospitals. The results should provide recommendations for psychiatric facilities that would improve patient behavior. Confidentiality would be protected through use of false names when analyzing the videotapes, and then destroying the tapes after analyses are complete. 

Questions:
1. The videotaping would obviously “capture” everyone in the room, and it may be difficult or impossible to obtain direct consent from every individual patient, their families, or other visitors.  Should the IRB allow the study to be conducted without consent, if the directors of the psychiatric hospitals approve?

2. Should the subjects’ families be informed that the study is taking place, even if their consent will not be sought? 

3. How about staff – should their consent be sought, since it can?

4. Can the residents give consent?  How would you determine that?

U.S. Regulatory/Ethical Background:
U.S. Federal regulations allow for waiver of consent, provided that several conditions are met, including:
(a) No more than minimal risk (essentially no greater than that encountered in daily life or routine exams). 
(b) Rights and welfare of subjects are not adversely affected.
(c) Research could not practicably be carried out without the waiver.
Case #4 on Informed Consent

[NOTE: This case is listed on p. 30 in Chinese, P. 43 in English, of the yellow Ethics Workshop book from March 2002. The case is fine to use, as is. Don’t include the “answers,” just the question about which of the four options the IRB should recommend.]

[Yu Dongbao: You DO have the electronic version in Chinese still, right??]
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