

















Meyrick, Cutchis — Development and Testing of a Manually Actuated Hydraulic Sphincter

Diversity of Priorities. People and organizations
may have different priorities, and satisfying all of their
priorities may be difficult. Examples of different and
sometimes conflicting priorities are research versus ac-
cumulation of statistical data, and science versus the need
to meet FDA or other regulatory requirements.

During the final animal trials and before we submit-
ted a request to the FDA to conduct human trials, CR
Bard modified the design of the actuator, simply to re-
duce its diameter. Photographs of the two actuator de-
signs used in the animal tests and the final version
planned for human trials are shown in Figs. 7a, d, and
e. The functioning and the internal configuration of the
final actuator are the same as those of the actuator used
in the final dog trials. The animal trials proved to be
a vital part of the MAHS testing program, and as a re-
sult the human trials are considered to be low risk. When
they are completed, the system will be made available
to the medical community as a commercial product that
we believe will represent a significant advance in such
implants.
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