
The Researcher

� AW is a Ph.D. psychologist.

� She has conducted numerous studies 
using neuroimaging to assess brain 
function. 



The Researcher’s Limitations

� AW is not qualified to assess the clinical 
implications of brain scans.

� For instance, she is not qualified to 
assess brain scans for structural 
pathology, such as brain tumors.



The Study

AW designs a study to assess changes 
in brain function in response to cognitive 
tasks in 15 normal volunteers.



The Procedures

� AW will assess brain function using  
functional MRI (fMRI) scans.

� Subjects perform a simple task in the 
scanner for baseline measures, and 
then increasingly difficult tasks to 
assess associated changes in brain 
function.



The Screening

� As part of the screening, a fellow will  
take a thorough history and physical.

� In addition, AW will administer a series 
of psychological tests to assess whether  
each subject is within the normal range 
for attention.



Scans for Research

� AW will analyze the data to assess   
changes in brain function.

� For the purposes of answering the  
research question, there is no need for 
a clinical MRI of subjects’ brains.



The Ethical Question

� AW learns that other researchers in the 
Clinical Center have a practice of 
submitting MRI scans to clinical 
radiology to be read for clinical 
purposes.

� AW wonders whether she should follow 
this practice.



The IRB Meeting

� AW explains the issue to the IRB.

� She emphasizes that, for research 
purposes, there is no need to assess 
the subjects for structural elements.



The Research Scans

� She points out that she could send the 
data she receives from the research 
scans to clinical radiology.

� These data would provide limited 
information on possible structural 
pathology.



Possible Clinical Scans

� AW also could ask each subject to 
undergo a standard clinical MRI 
specifically to look for structural 
pathology.

� This process would likely increase each 
subjects’ time in the scanner from 30 
minutes to approximately 40 minutes.



Pursue the Research Scan

� One IRB member points out that, 
although very unlikely, AW’s research 
scans may provide clinically suggestive 
information.

� He argues that AW should send the 
research scans to clinical radiology.



Get a Clinical Scan

� A second member points out that 
adding a clinical scan would require 
very little time or effort, and may yield 
important clinical information.

� This member argues AW has an ethical 
obligation to add a clinical scan, and 
have it read by clinical radiology.



Don’t Send the Clinical Scan

� A third member responds that research 
scans that do not meet clinical 
standards should not be sent to clinical 
radiology.

� She concludes the information obtained 
from AW’s research scans should not 
be sent to clinical radiology.



Don’t Get a Clinical Scan

� Other members respond that we do not 
obtain clinical MRIs outside the 
research setting for individuals without 
symptoms.

� This suggests that scanning healthy 
volunteers is not a cost effective 
practice, and should not be pursued.



The IRB Asks for Help

� After prolonged discussion, the IRB is 
undecided about what to recommend.

� The board asks for input from a clinical 
radiologist, a wise IRB chair with 
experience on this issue, and a 
renowned expert in research ethics.





1000 normal volunteers

� 82% normal
� 15% no referral 

e.g. sinusitis

� 2% routine referral 
e.g. old infarct

� 1% urgent referral
e.g. tumor

� 0% immediate referral
e.g. hematoma





Clinical neuro MRI at NIH

� 80% “upstairs” in DRD 
• ~6000 cases/year

� 20% “downstairs”
• ~1800 cases/year

– LDRR
– NMR center
– 3T magnets



What is the appropriate screen?

� Entry criteria for study – “normal volunteer”
� Prior probability

� Initial Examination
– Research MRI

– Clinical MRI
� Follow up examinations

– Yearly interval
– Limited or not



Questions for the IRB

� Is there a scientific rationale for a 
clinical scan?

� What is the likelihood of an abnormal 
finding?

� What are the expectations of subjects?
� Is there relevant policy on this issue?





Cases that raise related questions

� HIV testing in the Clinical Center
� Blood tests drawn only for research 

purposes (e.g., thyroid function tests)
� Clinical syndromes that emerge during 

the conduct of a protocol.
� Protocols that include mood ratings 

obtained for research purposes.
� Epidemiological studies.


