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Product Specifications
Integra Cervical Interbody Fusion Device
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Specifications

The Integra Cervical Cage was developed as an interbody implant for anterior cervical fusion. Strength, biocompatibility and an optimal design for successful arthrodesis were the primary development goals. Composed of PEEK Optima the Integra Cage provides a radiolucent high performance material with a modulus of elasticity similar to human bone. The Integra Cage avoids both the radiographic artifacts typically encountered with metal interbody implants and the safety concerns associated with allograft use. To prevent migration, the Integra Cervical Cage has teeth on its superior and inferior surfaces. Five degrees of lordosis within the implant helps to restore normal sagittal alignment. A large window allows a broad column of bone formation through the implant. Tantalum x-ray markers to allow radiographic visualization.

Indications

The Integra Cervical Cage is indicated for use in skeletally mature patients with degenerative disc disease (DDD) of the cervical spine with accompanying radicular symptoms at one disc level. DDD is defined as discogenic pain with degeneration of the disc confirmed by history and radiographic studies. Integra Cervical Cage implants are used to facilitate intervertebral body fusion in the cervical spine and are placed via an anterior approach at the C-3 to T-1 disc levels. Integra Cervical implant is to be used with supplemental fixation.

	Catalogue #
	Size

	Integra PEEK-OPTIMA Cervical Cage
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	200-05
	5mm

	200-06
	6mm

	200-07
	7mm

	200-08
	8mm
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Product Specifications
Petra Lumbar Interbody Fusion Device
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Specifications

The Petra TLIF / PLIF Lumbar Cage was developed as an implant for stabilization of the lumbar spinal column from a posterior approach. The Petra TLIF / PLIF implant has ridges on both its inferior and superior surfaces to prevent migration, and two large graft windows which help facilitate bony integration. A tapered ‘bullet-nose’ design facilitates insertion and protects against endplate disruption.  A curved contour optimizes placement along the densest bone at the periphery of the vertebral endplate to optimize fixation strength and prevent subsidence. An 8 degree lordotic angle allows the surgeon to both restore segmental sagittal alignment and correct coronal obliquity. Ten-degree and 25 –degree offset insertion angles within each implant give the surgeon the flexibility to select the optimal trajectory for implant placement.  Tantalum markers on each end of the implant verify the Petra Cage location on radiographs, without obscuring the view of new bone formation.  

Indications

The Petra TLIF / PLIF Cage System is indicated for intervertebral body fusion procedures in skeletally mature patients with degenerative disc disease (DDD) of the lumbar spine at one or two contiguous levels from L2-S1. Degenerative disc disease is defined as discogenic back pain with degeneration of the disc confirmed by history and radiographic studies. These DDD patients may have up to Grade 1 spondylolisthesis or retrolisthesis at the involved level(s). The Petra TLIF / PLIF Cages are to be used with supplemental fixation. Patients should have at least (6) months of non-operative treatment prior to treatment with an intervertebral cage.
   
	Catalogue #
	Size

	Petra TLIF/PLIF PEEK-OPTIMA Lumbar Cage
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	100-07
	7mm

	100-08
	8mm

	100-09
	9mm

	100-10
	10mm

	100-11
	11mm

	100-12
	12mm

	100-13
	13mm

	100-14
	14mm

	100-15
	15mm



[image: image7.png]CALVARY & SPINE

Products Designed By Surgeons For Surgeons





I. Sterility Information

A. Packaging

The parts are packaged in clear plastic bags.

B. Sterilization Method

These components are packaged non-sterile. They are sterilized at the hospital using steam sterilization.
C. Inst SEQ CHAPTER \h \r 1ructions for Sterilization
The components are removed from the plastic bags and placed in a sterilization tray for steam sterilization.
Sterilization Method: 
Steam
Cycle:



Gravity or Pre-Vacuum
Temperature:  

270°F (131°C) 
Exposure Time:  
5 minutes 

D. Sterility Validation Method

The Integra Cervical and Petra TLIF / PLIF Lumbar cages sterilization parameters have been independently validated according to EN 554 “Sterilization of medical devices. 
Dimensions:


A/P = 11mm


M/L = 13mm


h = 5mm, 6mm, 7mm, & 8mm


Ridges:  1.0mm pitch x .5mm deep


52mm2 in contact with the endplates 


Minimum bone graft volume = 260mm3








Dimensions:


A/P = 27mm


M/L = 13mm


h = 7mm, 8mm, 9mm, 10mm, 11mm, 12mm, 13mm, 14mm, & 15mm


Ridges:  1.25mm pitch x .75mm deep


90mm2 in contact with the endplates 


Minimum bone graft volume = 630mm3   

















