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DEVICE TRADE NAME:


2004 MH Diagnostic Restraint Board

COMMON NAME:



Arm Restraint Board

CLASSIFICATION NAME:

Protective Restraint (880.6760 – Class I)

PREDICATE DEVICES:


Hoyer Restraint (K023456)
DEVICE DESCRIPTION:

The 2004 MH Diagnostic Restraint Board is a polymer arm and hand restraint platform with built-in, adjustable velcro straps, a thumb splint and a grooved track for a (separate) FT-03 force transducer.  The 2004 MH Diagnostic Restraint Board is equivalent in function to the Hoyer Restraint.  Minimal changes include the use of straps instead of ‘moveable walls’, a thick polymer platform instead of laminated wood, and a track for the force transducer instead of a simple clamp.  
INTENDED USE:

The MH Diagnostic Restraint Board is intended to be used in the same malignant hyperthermia diagnostic procedures as the Hoyer Restraint.  It will firmly restrain the arm of a patient so that the isometric force of the thumb can be measured.  This device is indicated for use in malignant hyperthermia diagnostic procedures (using electrical nerve stimulation) up to 4 hours in length and with children aged 1 to 13 years old.  This device is intended for long-term and multiple use and may be sterilized with ethanol wipe-down, also like the Hoyer Restraint.
TECHNOLOGICAL CHARACTERISTICS:

The 2004 MH Diagnostic Restraint Board consists of a 1-1/2” thick polymer base, 4 adjustable velcro straps, and a grooved track for attachment and adjustment of a FT-03 force transducer.  The device also includes a thumb splint, which is used to maintain the position of the thumb.  

BIOCOMPATIBILITY TEST RESULTS:

A complete battery of tests were carried out to ensure material biocompatibility.  The MH Diagnostic Restraint Board was tested for irritation, sterility, fatigue and package integrity.  Tests for hemolysis, cytotoxicity, pyrogenicity, and ETO residuals are irrelevant for this particular device due to its non-invasive nature.  The results of testing met established specifications.  

IN VITRO TEST RESULTS:

In vitro were also carried out.   The device was tested to establish accordance with the Hoyer predicate device and to establish device longevity effectiveness.  The stability, accuracy and restraint capabilities were tested and assessed before, at intervals during, and after simulation of 100 screenings, inclusive of set up, breakdown and cleaning.  The device testing results met established specifications and confirmed device characteristics comparable to those of the predicate device.

CONCLUSION:

Study results show performance substantially similar to that of the Hoyer Restraint.  Biocompatibility results show that the straps and board are all biocompatible and in vitro tests show longevity and consistent performance.  Based on these results and the similarities of intended use to the predicate device, the subject device has been shown to be substantially equivalent to the Hoyer Restraint.

