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Background and Goal of Study: Successful and safe
performance of epidural anesthesia or epidural injections
relies on correct identification of the epidural space.While
methods for simple and objective identification of the ES
have been proposed, most anesthesiologists and/or pain
physicians still utilize either the subjective manual feeling
of a loss of resistance (LOR) or objective but relatively
invasive radiological confirmation via fluoroscopy (1).
Primary objective of the study was to determine whether
the success rate of performance of lumbar epidural
anesthesia with the CompuFlo to identify the epidural
space is equivalent to to performance of lumbar epidural
anesthesia with the loss of resistance technique (LOR) to
identify the epidural space.

Materials and Methods: Study was designed by
Scientific Advisory Board as prospective, randomized,
open label and approved by the IRB/EC and the U.S.
Food and Drug Administration (FDA), to assess the safety
and effectiveness of the CompuFlo, pressure sensing
technology in identification of the epidural space when
compared to standard of medicine as part of the acute
and chronic pain management. Patient randomization
was stratified according to body mass index (BMI), success
of the procedure was verified with the correct spread of
dye demonstrated by fluoroscopy as determined by the
independent observer and the patient outcome were
assessed utilizing Patient’s Global Impression of Change
(PGIC)Scale (2).

Results: This is a preliminary report of 219 subjects
enrolled in the study for whom epidural procedure was
needed as part of the chronic pain management.
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Discussion: This initial data suggest that identification
of the epidural by utilizing a computerized injection
pump technology and obtaining real-time pressure
measurements from the needle tip, results in equivalent
success rate, outcome and safety when compared to
fluoroscopy.

Conclusion(s): Utilization of the CompuFlo technology
may have the potential to avoid exposure of the patient
to radiation without compromising procedure safety nor
effectiveness.
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