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The Common Rule – The Policy

45 CFR, Part 46, Section 102

“Human subjectmeans a living individual about whom 
an investigator (whether professional or student) an investigator (whether professional or student) 
conducting research obtains

(1) Data through intervention or interaction with the 
individual, or

(2) Identifiable private information.”



The Common Rule – The Policy

• Private informationincludes information which is:

– “provided… by an individual and which the 
individual can reasonably expect will not be made individual can reasonably expect will not be made 
public (for example, a medical record).”

– “individually identifiable (i.e., the identity of the 
subject is or may readily be ascertained by the 
investigator or associated with the information)”
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Impact of the Common Rule

• Federal Office for Human Research Protections 
(OHRP) guidelines allow use to de-identified 
previously collected medical records and biological 
samples in researchsamples in research
– Formally reviewed twice by OHRP who concluded 

that “human subjects” are not involved
– Creation of synthetic derivative of electronic 

medical records of > 1.7 million patients
– Use of such records is consistent with decades of 

practice



The major issue has been collection of 
DNA from residual blood samples

• Collected only from outpatient areas
• Ads have been placed in local newspapers
• Stories in university publicity• Stories in university publicity
• Ongoing efforts at publicity

– Large posters in phlebotomy areas
– Brochures at all patient check-in areas

> 80, 000 samples have been collected to date 
and research is already underway
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Vanderbilt permits patients to opt out of 
having their DNA included

This document  for consent to treat is signed yearly



Project Oversight and Governance
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BioVU Access Request Process for 
Local Investigators
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Preliminary studies

• Suggested majority of patients would support under the 
conditions we proposed

• Informed development of the overall approach (e.g. opt out)
• Helped resolve ‘kinks’ in the clinical operations 

implementationimplementation
• Helped Community Advisory Board (CAB) and Operations 

Oversight Board and Ethics make decisions and provide input
• Informed development of communication materials 
• Revealed basic reasons for opting out and preliminary 

reactions to opt out process
• Uncovered areas of concern and/or misinformation needing 

further research and response
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What do people think?

• Results of survey of ~4000 Vanderbilt faculty and staff
% Somewhat or 
strongly agree

DNA databanks are fine as long as all identifying information is 
removed

93%
removed

DNA databanks with all identifying information removed are fine as 
long as people can choose to opt of having their DNA included

94%

DNA databanks with all identifying information removed are fine as 
long as written permission from patients is required for their DNA 
to be included

88%

DNA databanks with all identifying information removed are fine as 
long as an ethics review panel approved research with DNA in the 
databank

91%



Nashville Community Health Survey

• Approve biobank if opt-out available

93.5%
• Approve biobankif conducted “without getting • Approve biobankif conducted “without getting 

written permission”

39.1%



Interviews with 77 patients in Summer of 
2009• Slightly more than half had heard of BioVU, citing

• Opt-out forms (n=5)
• Brochures (n=5)
• Posters in the clinic (n=6)
• Other sources of information (n=19)

• Although only ~1/3 knew that residual samples could be used • Although only ~1/3 knew that residual samples could be used 
for research, almost 90% supported the idea of BioVU.

• Those who supported BioVU generally cited the importance of 
research.

• Concerns expressed about BioVU included:
• Not knowing how DNA would be used
• Worries about anonymity
• Religious beliefs.

• Only one interviewee subsequently opted out of BioVU.



Expansion into pediatric populations 
• Why?

– Children often have diseases that do not affect adults 
or that affect adults differently

– Growing evidence that events during children’s lives 
may affect their health as adults may affect their health as adults 

• Challenges
– Children do not have blood drawn as frequently as 

adults do
– The amount of blood drawn at any one time is 

typically smaller
– Potential public response



Interviews with 66 parents 
of children seeking care at Monroe Carell

Jr. Children’s Hospital at Vanderbilt
% agree or 
strongly agree 

Support medical research generally 99%

Support medical research in children 86%

• In response to open-ended questions about possible benefits of BioVU, 
parents volunteered:
• Helping others (73%)
• Not throwing blood away (15%).

• The majority identified no concerns about BioVU, even when probed 
specifically.

Support medical research in children 86%

Would permit own child to participate in minimal risk research 83%

Would permit own child’s information to be in BioVU 91%



Challenges -- Preventing Re-Identification

• Internal threats – comparison with EMR

– IRB Review

– Review Committee– Review Committee

• Replication Studies

– Data Use Agreement

• Ongoing monitoring of access to EMR

• External threats – comparison with public data

– VDART

• Empirically assessing re-identification risks



Challenges –
The debate about returning research results

• Arguments that research findings should be returned
– People say they want them

• Returning research results raises questions about 
– The concept and acceptability of “non-human – The concept and acceptability of “non-human 

subjects” research
– The understanding of research enterprise
– Therapeutic misconception
– Investigator-participant relationship

• General consensus that return of results should be 
included in informed consent process



Challenges --What about autonomy?

• Patients are informed and given the opportunity to opt 
out

– How fully can they be informed?– How fully can they be informed?

• Analogy to epidemiology?

• Increasing importance of risk reduction, transparency, 
and governance

• Lessons from the Havasupai


