


Specialty Silicone Fabricators, Inc.
is committed to providing high quality 

manufacturing and engineering services 
for medical components and products

in addition to maintaining an 
effective quality management system 

in compliance with applicable 
regulatory requirements 

and international standards. 



By establishing quality objectives 
to drive continuous improvement, employee 

development and complete customer satisfaction,
we work with our customers and suppliers 

to ensure high quality components and products.



Paso Robles

Tustin

Elk Rapids



Paso Robles 
Facility

102,000 
Square Feet



Paso Robles

Paso Robles, CA
ISO 8 certified as built – 27,000 sq ft
ISO 7 – 5,700 sq ft (Sheeting and TPE) 



In-House Tool Room

• 135 years of experience
• 3 Designers
• 2 Toolmakers
• 2 Machinists
• 2 EDM machines
• 2 CNC Mills
• 1 CNC Lathe
• 5 Manual Milling Machines
• 5 Manual Lathes



Elk Rapids Facility



Elk Rapids

Elk Rapids, MI
Controlled Environment – 6,600 sq ft 



Silicone 
Sheeting



Silicone 
Sheeting



Dipping 
Spraying
Flowing



Dipping 
Spraying
Flowing



Molding



Molding



Molding



Extrusion



Extrusion



Tustin Facility

55,000 Square Feet



Tustin

Tustin, CA
ISO 8 – 5,000 sq ft  
ISO 7 – 12,000 sq ft 



Tustin’s Quality System

ISO 13485

FDA Quality System Regulation (QSR)
CFR 21 Part 820

FDA Current Good Manufacturing Practices
CFR 21 Part 210 & 211

Licensed by the State of California FDB
For Device and Drug Manufacturing

Japan MHLW Foreign Manufacturer’s Accreditation 
(PAL) Ord. No. 169



Project Management

• Work in partnership with customers
• Project planning
• Contract review of customer specs
• Process development
• Develop documentation
• Customer approval at all stages 

including changes



Supplier Management

• Supplier Evaluation & Approval
• Receiving Shop Order development
• Material procurement
• Complete Traceability
• Inspection & Test as required



Validations

• Master Validation Plan
• Process Validation
• Equipment Qualification
• Software Validation
• Cleaning Validation
• Packaging Validation
• Sterilization Validation
• Biocompatibility Testing
• Shelf-life / Stability Study
• Process Capability Analysis
• Test Method Validation



Contract Sterilization 
Management

• Gamma
• EtO
• E-Beam



Dry Heat Sterilization



Specialized Assembly

• Microscopic Assembly
• Bonding
• Laser Welding
• Electronic Assembly



Label Controls

• Product Labeling
• UDI (Bar Coding)
• Serial Numbering
• Label Reconciliation



Equipment Controls

• Evaluations
• Calibration Management
• Preventive Maintenance



In-Process Inspection 
& Testing



Training

• Training procedures
• TWI / JI Methods
• Operator certifications



Environmental Control

• 3rd party certification of  ISO 7 and ISO 
8 clean rooms

• Microbiological testing
• Particle counting
• Temperature and humidity monitoring
• Pressure differential monitoring



Combination
Products

• cGMP Compliance
• Raw Material API 

Receiving & Testing
• Batch Record 

Development



• Dedicated class ISO 7 
Clean Room for API & 
Silicone Mixing



Analytical Lab Capabilities

• Analytical Methods Development
• Methods Validation
• Methods Transfer



• Spectroscopy [FT-IR, UV-VIS]

• Dissolution  [Type I, Type II]

• Chromatography [HPLC]



• Warehousing
• Distribution
• Records Management



Some of the Medical Device & 
Pharmaceutical Markets Served

• Cardiology
• Cosmetic & Reconstructive Surgery
• Drug Delivery Systems
• Ophthalmology
• Peristaltic Pumping Systems
• Surgical Instruments
• Various Catheter Applications
• Wound Management
• Neurological
• Gastroenterology / Urology
• Obstetrical / Gynecological



FDA Inspected

January 2013

• 2 back to back PAI
• Both resulted in NAI  (no 483 findings)
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