Scientists as a Responsible Member of Society and Experiments with Human Subjects

1.  Genomics and Genetic Testing

You are designing a genomics/genetics study to identify individuals who are at high risk of cardiovascular disease by genotyping (SNP analysis) of 50 patients who have had heart attacks within the past 5 years,  and 50 patients who have died of a heart attack with the last six months (from cadaver tissue).  As a control you will also genotype 100 patients (age matched) who have not had heart attacks.
A.  What would you think would be a reasonable data sharing plan that balances patient confidentiality and the clinical utility of the information? 

B.  Should the subjects in the study be informed of the results?

C.  Which groups in the study require appropriate informed consent?  
2.  Personal Genomic Testing

You have just obtained your SNP analysis from one of the personal genome analysis companies.  Among other things it shows that you have a mutation in the BRCA1 gene that is highly correlated to breast and ovarian cancer in females.

A.  Do you believe the results.

B.  Do you share the results with your physician?

C.  Do you get tested by your physician using FDA approved tests?

D.  Assuming the results are corroborated by your physician, whom do you think you should share them with, i.e. your siblings, children, parents, or other relatives?

E.  Under what conditions might your physician share your results with your relatives without your consent?

3. Informed Consent
A clinician has an idea that the presence of a certain gene might predict how patients will respond to certain antibiotics. He approaches a lab researcher colleague to see whether the colleague is interested in doing the project. The clinician says there’s some blood left over from CBCs on some patients that could be used to get the DNA for the experiments, and on future patients he could draw a little extra to make sure there’s enough. The plan is to analyze the blood for the gene, then look at the patients’ charts to see how they responded to antibiotics. The lab researcher sees Nobel Prize written all over the project, but she has some concerns (Courtesy of Stacey Berg):

A. If they were only looking at the gene in the blood samples (not at the charts), would it be human subjects research?

B. Is informed consent needed?

C. If the DNA is truly being obtained from left over blood that was drawn for clinical purposes, or if extra blood is being obtained to get the DNA, does that make a difference?

D. What if the clinician also wants to get information about response from the patient charts?

4.  Vulnerable Populations

A family practice clinician who is also an ace genetics researcher believes that whole genome seqencing is likely to identify genotypes associated with alcohol use in people under 21 years of age.  She wants to obtain samples from 100 consenting families in her practice. She has plenty of money for the project. She thinks the IRB will have some concerns (Courtesy of Stacey Berg): 

A. What are some of the risks to the subjects?

B. Are the risks different for people <18 years of age, 18-21, and ≥ 21?

C. From whom will she obtain consent, and from whom assent? 

D. Can parents provide permission for their children who are  <18 years of age to participate?

E. Should all members of a family have to consent before anyone participates?

F. What should happen when children who enrolled before the age of 18 turn 18?

G. Are there any special precautions to take with respect to privacy and confidentiality? 

