Process Development and Manufacturing

Process development and scale up are critical
elements for medical device companies seek-
ing to launch new products. Devicix’s process
development and manufacturing services cov-
ers everything from initial prototype to full
scale manufacturing and assembly operations.
We help our clients identify the simplest, most
cost-effective solution to fulfill these needs
while providing a unique perspective on manu-

facturing requirements. Our process develop-
ment services focus on assessing risk in each
process, eliminating inspections where valida-
tion is feasible and managing the manufactur-
ing transfer to full scale commercial manufac-
turing. In-house capabilities cover pilot line
production to sustaining commercial produc-
tion.

Devicix’s capabilities provide/address:

*  Vendor identification / qualification

*  Materials procurement

e Incoming inspection work instructions
e Incoming materials inspections / records
*  Manufacturing work instructions / records
e In process testing and verification

e  Process FMEAs

*  Process development and validation

e BOM management

e Final product inspection / release

e Clean manufacturing

e Labeling

¢ Process validation
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