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The rigour of clinical trials involving surgical procedures 
has lagged behind those involving pharmaceuticals for 
three reasons: the ethics of performing a sham procedure, 
the difficulty of blinding the patient/subject, and the 
virtual impossibility of blinding the operator. Regulatory 
guidance is in place to help manage the ethical concerns 
and a number of methods, albeit imperfect, exist for 
blinding subjects to their assignment. Even though 
operators usually cannot be blinded, a variety of duty 
transition schemes have been used to transfer to 
unblinded investigators. Meanwhile, a new difficulty has 
emerged: The electronic medical record has opened up 
new challenges to keeping these follow-up investigators 
blinded.  

The advent and evolution of electronic medical records 
over the past 20 years has brought both solutions and 
challenges to the conduct of clinical research. While in 
many ways data security is greater than ever, more data 
is available to authorised individuals than ever before. In 
the past, the procedural physician dictated a report that 
was the final word on what actually happened during the 

procedure. Any additional records were generally buried 
in the back, or a supplemental volume of the paper chart, 
if they made it there at all. Unless actually located in 
the same building or medical centre, they did not reach 
the office of the physician responsible for ongoing care. 
But while the procedural physician in most cases still 
has control over the content of the procedural note, 
and can blind it if desired and allowed by institutional 
guidance, current standard of care adds a plethora of 
other material to the electronic chart for authorised eyes 
to see, including nursing, pharmacy, and ancillary care 
reports, lab and imaging results. These notes are factual 
reports of activity, generally are not edited or redacted, 
and can contain information that will reveal the patient 
randomisation assignment. For example, a recently 
completed trial of an intravascular device included a 
sham procedure that included arterial access. The patient 
was blinded to the procedure by use of a script by the 
operator, the placement of earphones playing music of 
the patient’s choice, and liberal sedation. The physician’s 
operative note was blinded. But what about the other 
notes? If a smaller catheter was employed for the sham 
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procedure, the choice of arterial sheath size indicated 
in the technologist notes could be enough to tip off an 
investigator seeing the patient in the office during a 
follow-up visit. Differences in the pace of the procedure 
may be evident from the times noted in these various 
records even if they do not contain any other notation of 
procedural differences.

Another plausible scenario is the occurrence of a 
procedural complication that would only be associated 
with the actual procedure and not the sham procedure. 
All cardiac procedures have a defined risk of causing 
arrhythmias. At times, these are life-threatening and 
require countershock, but the procedure can usually 
be completed. Patients usually remember receiving 
a countershock unless they have been given general 
anesthesia. This would certainly be recorded in the 
nursing notes, and possibly even in a blinded procedure 
note. Finally, comment might be made to this in the 
post-operative care notes by nurses and physicians. 
So in addition to the patient who may understand the 
assignment implications of having received the shock, 
the follow-up investigator certainly will, and might also 
be exposed to other clues, without having to look very 
hard or very far. 

The occasional Walter White of investigators and site 
coordinators (the anti-hero of AMC/Sony series ‘Breaking 
Bad’), as alluded to by the title of this article, is afforded 
immediate access by electronic medical records to unblind 
all of their subjects. Many contemporary enterprise 
electronic medical records can be audited to the level of 

a given note, allowing retrospective identification of who 
accessed these specific documents and when they were 
accessed.

Still, blinded investigators legitimately accessing the 
subject’s medical record can suddenly be confronted with 
the information needed to understand the randomisation 
assignment. Even without accessing a portion of the chart 
known to contain unblinding information, the patient’s 
problem list may contain unblinding information (e.g. 
“cardiac arrest during procedure”). 

The scope of this problem is unknown, but it’s certainly 
not a theoretical problem and the extent to which it’s a 
problem should be investigated. Solutions already exist. 
Many institutions do permit scripted operative reports and 
ancillary notes, and this is probably the most practical, 
although not complete, solution. Electronic medical 
records can grant extremely granular access rights and 
audit trails, but these are painstaking to implement and 
monitor. Also, each institution would have to examine its 
medical records access policies and amend them to allow 
such censoring of access. Agreements between sponsor 
and site might require payment to cover this. Finally, 
professionalism on the part of the procedural staff, and 
care during hand-offs to avoid unblinding of the post-
operative care team will minimise the dissemination 
through the chart of unblinding information. 
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