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Description 

MONTAGE Settable, Resorbable Bone Putty is a sterile, biocompatible, resorbable material 
for use in filling bony voids or gaps in skeletal bones of the extremities. The MONTAGE 
device comprises two separate components of putty-like consistency containing granular 
calcium phosphate, calcium stearate, vitamin E acetate, a triglyceride, a polyalcohol and a 
mixture of a lactide-diester and polyester-based polymers. When mixed together, the 
components of the MONTAGE device form a cohesive putty-like material that adheres to the 
bone surface and remains in place following application. The resulting hardened material is 
primarily calcium phosphate. MONTAGE components must be mixed immediately prior to 
use. MONTAGE can be drilled and tapped, and hardware can be placed through it at any 
time during the setting process. The performance of MONTAGE was compared to HydroSet 
in a rabbit critical sized femoral defect model. At the 12-week timepoint, animal study data 
demonstrated new bone formation averages of 16.1% in the MONTAGE group, 12.4% in the 
HydroSet predicate group, and 10% in the empty defect negative control group. Animal 
study data demonstrated that approximately 70% of implant material remained in both the 
MONTAGE group and the predicate group at 52 weeks following implantation. 

Intended Use (Indications) 

Orthocon MONTAGE Settable, Resorbable Bone Putty is indicated to fill bony voids or gaps 
in the skeletal system (i.e. extremities and pelvis). These defects may be surgically created, 
or osseous defects created as the result of traumatic injury to the bone. MONTAGE is 
indicated only for filling bony voids or gaps that are not intrinsic to the integrity of the bony 
structure. 

When hardened in situ, MONTAGE may be used to augment provisional hardware (e.g., k­
wires, plates and screws) and to help support bone fragments during the surgical procedure. 
The hardened putty acts only as a temporary support medium and is not intended to provide 
structural support during the healing process. 

MONTAGE can be drilled and tapped, and hardware can be placed through it at any time 
during the setting process. 

Purpose of Submission 

Orthocon is proposing to modify the labeling (Instructions for Use) to provide for use of 
MONTAGE as a bone void filler that can be used to augment provisional hardware (e.g., k­
wires, plates and screws) and to help support bone fragments during the surgical procedure. 

Substantial Equivalence 

This submission supports the position that Orthocon MONTAGE Settable, Resorbable Bone 
Putty is substantially equivalent to the HydroSet XT primary predicate 510(k) - K161447. 

The following table shows comparisons of the several characteristics of MONTAGE 
Settable, Resorbable Bone Putty and the primary predicate device. The differences noted 
in the table below do not impact substantial equivalence. 
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