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Question from an Attendee:  My question concerns the genetic research portion of the talk. For 
example, if there is a genetic analysis component to a research study and part of the consent process 
involves storing samples for future research - What happens if, after the analyses have been completed, 
a subject is found to have a certain mutation or is more susceptible to a disease? Are the members of 
the study team obligated to let this person know? Does this have to be spelled out explicitly in the 
consent form? I understand that the consent of the subject must be obtained again if the results of the 
genetic tests are to be released to groups not specified on the original consent form. How exactly does 
this work? 
 
Dr. D’Angio’s Response: 
I’m by no means an expert in the bioethics of genetic research, so will answer many of the questions with 
questions myself.  First, there are specific federal regulations and RSRB guidance about genetic research and 
future use of samples.  The best source of specific regulatory guidance is the RSRB, and I’d encourage the 
questioner to consult them with specific questions about specific studies. 
 
The question about new findings (whether genetic or not) arising from future research on samples is a thorny one, 
and falls into the category of “duty to warn.”  Researchers have dealt with this in a number of ways.  Some track 
subject identities and have specific plans for notifying subjects of results.  Some retain subject identifiers, but 
make it clear initially that the subject will not be given results from the study assays (whether present or 
future).  Some retain the samples truly anonymously, with all links to the subject broken, and thus cannot notify 
subjects of results. 
 
One could argue that maintaining identifiers and notifying subjects of results is the best way to serve the subjects’ 
interests.  A counterargument is that subjects could end up receiving news they did not want, results for which no 
action could be taken, or results that were vague enough not to be useful (think, for example of a mutation that 
increases the risk of Alzheimer’s by 5% in the investigators’ studies, but has not yet been confirmed by other 
research – low change in probability and uncertain if the result is “real”).  Asking subjects about their preferences 
for learning results is one way to counter the counterargument. 
 
I’d argue that the second approach - specifically telling subjects that they will not receive results - really just 
sidesteps the duty to warn without an ethical justification for doing so.  It would be hard to justify doing later 
research that reveals a high probability of a preventable bad event and not notifying subjects merely because the 
researcher had said so initially.  These circumstances are probably rare, but not unheard of.  An example of 
something close to this was the initial decision by NY State to test for HIV on identifiable samples from newborn 
screening, but not notify the patients.  This may have made sense when treatments were poor and toxic, but it 
became more and more difficult to defend as HIV treatment improved.  (One could argue that even the initial 
decision was a poor one, because identifying HIV in an infant gave the opportunity to identify HIV in the mother, 
treat her around the time of the next delivery, and prevent HIV transmission to a second child.)  NY State 
eventually reversed course and HIV results are now reported. 
 
(Note that the RSRB will allow researchers to maintain identifiers and not report results, so others clearly would 
argue that such an approach is justifiable, mostly on the basis of the same arguments as those against always 
reporting results.) 
 



Anonymizing samples gets around the duty to warn in a different way – by making it impossible for the researcher 
to report results.  It prevents the subjects from being bombarded with future requests and results.  An imperfect 
analogy would be between the duty to return $100 to me if someone found it on the street in my wallet with my 
name and address on it vs. the impossibility of doing so if they just found five $20’s on the ground.  The 
researchers have artificially taken the money out of the wallet, but the practical result is the same – they can’t 
fulfill their duty because they no longer have the information to do so.  Those who are opposed to such an 
approach would argue that it is no different than the second approach – just an artificially attempt to circumvent 
the duty to warn. 
 
Advances in genetics come into play because it is now no longer possible to make samples anonymous in the 
same way that was used years ago.  If one sequences the genome (or even a small part of the genome) of a 
sample from a tube with absolutely no identifiers, one has found an identifier far more specific than a 
fingerprint.  If that same genome was sequenced as part of the original project, matching the two and 
reestablishing the link is easy.  (The same holds true for sequencing the genome once and depositing an 
“anonymous” output on a server somewhere.)  Does the researcher who finds something that indicates a high 
probability of a preventable bad event (let’s say a mutation that increases stroke risk by 50%, but which can be 
completely counteracted by daily low-dose aspirin) now have a duty to re-forge the connection to the subject and 
warn the subject? 
 
This has been a long discourse that does not a strong conclusion, but I hope that it helps to illuminate some of the 
thinking behind approaches to future use of samples. 
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