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IMPLANT GRADE SILICONE GEL SYSTEMS 
PN 40004, 40008
DESCRIPTION
Applied’s Implant Grade Silicone Gel Systems are two- part systems of pure silicone polymers designed for use the fabrication of medical devices where softness, cohesiveness and resiliency are desired.

This product is supplied in two parts: base and crosslinker.  When mixed in the ration of 3 parts base:1 part crosslinker by weight and cured by the application of heat, a soft, responsive and cohesive gel results.  The cured gel is clear, colorless and odorless and can be formed in virtually any size and shape.  

The firmness of the gel can be controlled within a limited range by varying the crosslinker to base ratio. Heat cure cycles can be varied to suit the user’s requirements. 

FEATURES
· Cures in virtually and shape and cross-section with no by-products

· Clear and colorless when cured

· Range of gel firmness possible

· Tested per ISO 10993 for long term implantation
TYPICAL PROPERTIES

These values are not intended for use in preparing specifications.
	Test
	Results

	
	40004
	40088

	UNCATALYZED PROPERTY:
	
	

	Part A, Viscosity, cps

Part B, Viscosity, cps
	1,000
	1,000

	
	1,000
	1,000

	Appearance
	Clear, colorless liquid

	Shelf Life, months
	6


	CATALYZED PROPERTY 

	Penetration, mm
	9
	3

	Specific Gravity
	0.97

	Weight Loss on Heating, 3 hours @165°C, %
	<0.5

	Appearance                            
	Clear, Colorless

	Cytotoxicity
	Non-Toxic

	NOTE: Mixed at 3.0:1.0 and cured for 3hr @ 165°C


APPLICATIONS

This product was designed to be mixed in the ratio of 3.0 parts by weight base to 1.0 part by weight crosslinker. The firmness of the cured gel may be increased, i.e., a lower penetration value, by increasing the proportion of the crosslinker in the mix. It is recommended that the crosslinker portion be limited to a range of 0.8 to 1.2 parts crosslinker to 3 parts base. Weigh out the desired quantities of base and crosslinker. Combine and mix thoroughly. 

The mixture is then dispensed to fill the desired form. As particular applications warrant and permit, the mixture may be placed under vacuum to consolidate and remove air bubbles before or after the form filling process. The mixture can be cured by the application of heat. Time and temperature requirements will be dependent on the particular application and should be determined by the user.

Full cure can be achieved in 3 hours at 165°C as a guideline. The cure temperature can be adjusted to suit particular applications.  Lower temperatures will require greater time to achieve full cure.
PRECAUTIONS

A Material Safety Data Sheet (MSDS) is supplied with each shipment. Contact with the eye may cause temporary eye discomfort. Avoid contact with the eyes.

Accurate measuring and complete mixing are important factors in obtaining consistent results. Contamination by trace amounts of various compounds can result in an unreliable cure and/or yellowing of the gel. All metering and mixing equipment, as well as any form into which the material is introduced, should be thoroughly cleaned. Organic rubbers often contain compounds that can interfere with the cure of the gel and should be avoided. Any mold, form, or substrate to which this material is intended to be applied should be tested to determine that the cure or purity of the product is not affected.
BIOCOMPATIBILITY
This material was designed and tested to meet USP Class VI and ISO 10993 requirements for long term implantation. A sample from each manufactured lot is subjected to an MEM Tissue Culture test.

Master Access Files, including formulation, manufacturing methods, testing, and toxicology have been filed with the U.S. Food and Drug Administration. Customers interested in authorization to reference the Master Access Files must contact Applied Silicone Corporation. A compendium summary of testing is available.

LOT TESTING
Each production lot is certified as having specified physical properties and cytotoxicity screening. Additional testing is available upon request. 
PACKAGING and STORAGE

Packaging is available in 8.8, 44, and 440 pound kits. This material should be stored under cool and dry conditions in original, unopened containers below 35°C to maintain product integrity. 

Suggested retest date is six months from date of shipment. Retested conforming material can be used indefinitely if properly stored in clean containers.
DISCLAIMER

Applied Silicone Corporation warrants that this product meets applicable descriptions and specifications for a period of six months from shipment. No other warranties, expressed or implied, are intended. This product was designed for sophisticated users. The user must carefully review literature for uses where adverse effects are reported for certain applications of silicone in medical devices. The user of this material must independently determine that any product incorporating this material is safe and effective. The user of this material must thoroughly test any application consistent with industry requirements and/or standards. Applied Silicone Corporation disclaims any expressed or implied warranty against the infringement of any patent. Any suggestion of use by Applied Silicone should not be taken as inducement to infringe on any particular patent.
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