WILLIAM J. (BILL) CRUTHERS 

1111 Cottonwood Street  	                                                           Home: 303-469-0417
Broomfield, Colorado 80020                                 bcruthers@msn.com	Cell: 303-887-3082

BACKGROUND SUMMARY

Over twenty years of Manufacturing leadership, along with 4 years of Regulatory, ISO and documentation compliance in consumer products, Aerospace, Regulatory and drug/medical device industries.  I have an extensive background in Production, Quality and Operations Management.  This includes direct supervision and facilitation of product line teams and Quality Assurance functions.  My focus has shifted in the last 4 years from Manufacturing to Regulatory Compliance, ISO certification, creation and maintenance of document control in FDA regulations (21 CFR Parts 210-211), and ISO 9001:2000 and 9001:2008 systems.  The last 2 years I have focused on registration of OTC Drug/Medical Device facilities, and training in cGMP and documentation.  I do however still have a passion for Production Supervision and Management.  I possess a technical approach to tasks, but also a logical, common sense approach to problem solving and successful completion of goals. Expertise includes:

	· Demand Flow Technology
· cGMP Training for all Employees
· Numerous Quality disciplines/Six Sigma
· Team Development/Facilitation
· Lean Manufacturing
· Quality Assurance Management
· FDA/ISO audits and Corrective Actions
	· Project Management
· Employee Training /Development
· Regulatory Compliance/FDA/ISO/GMP 
· Documentation in AS 9120 environment, and audit compliance
· 21 CFR Parts 210-211 cGMP Regulations
· Internal ISO 9001:2000 and 9001:2008 auditor certified


		
PROFESSIONAL EXPERIENCE

NAVAJO MANUFACTURING CO.							September 2010-January 2013
5330 Fox St.  Denver, CO. 80216
Quality Assurance/Safety Manager
· Responsible for managing all Quality and Safety-related functions for a company that produces both consumer goods, and Over-the-Counter medication and Medical Device product relabeling and repackaging.  Directly managed all Quality Assurance functions encompassing quality inspection of product, both incoming and final inspection, SOP and other document control, and Regulatory training for both commercial and medical products.  
· Successfully implemented and maintained company wide cGMP program.  This involved the creation, training and maintenance of all 21 CFR Part 210-211 cGMP documentation including all elements of the Quality System Manual.  This included creating cGMP training and documentation for all employees, and storage and maintenance of controlled documentation system.
· Ensured training and compliance to Non-conforming Product, Corrective and Preventive Actions, Change Order Control, Internal Audits and Complaint Handling procedures for Medical Device and Pharmaceutical Over-the-Counter drug repackaging and relabeling quality assurance.  
· Supervised all incoming and final QA inspection operations for Navajo’s Medical Device, and Pharmaceutical products.   Re-wrote entire Quality Manual to meet current cGMP guidelines.
· Provided Management Representation for all FDA, OSHA, Department of Transportation (DOT) compliance audits or request for information.  
· Successfully managed Safety Committee responsibilities including facilitating monthly Safety Committee meetings for entire company, accident investigation and reporting, and ensured OSHA compliance resulting in no OSHA violations.  Also managed Fire Code compliance, and management representation in dealing with local codes.  
· Successfully ensured timely and proper Medical Device and Drug Facility registrations. 
· Coordination of all quality-related decisions or projects related to any other department within Navajo Manufacturing.

QUALITY BY DESIGN	April 2009-September 2010
14807 Falcon Dr. Broomfield, CO. 80023
ISO Compliance Associate 
· Responsible for assisting various companies in creating ISO 9001:2000 and ISO 9001:2008 documents including Quality Manuals, Work instructions (SOP’s), procedures, forms, audit controls and internal audits, along with the creation and maintenance of the Master Documents and Forms Lists by revision level allowing successful completion of AS9120, and ISO certifications.  
· Experience with ISO 9001:2000 and 9001:2008 Certification documentation duties and AS 9120:2002 (Aerospace) certification documentation and control.  Experience as an Internal Auditor for ISO, and assisted in the successful completion and AS 9120 certification for a local distribution company, and successful preparation for initial ISO 9001:2008 certification for a company involved with manufacture of optical glass for lasers, telescopes etc.   

ROCKY MOUNTAIN INSTRUMENT INC                                               	December 2007-February 2009
106 Laser Dr.  Lafayette, CO.  80026	    
ISO/Regulatory/Quality Associate
· Responsible for providing documentation creation and maintenance in the ISO, Regulatory and Quality areas.  Main duties included document creation and revision control.  Created and maintained proper SOP’s, work instructions, and all other related documents pertaining to the daily operations of the company. This allowed us to successfully complete the yearly ISO certifications. 
· Ensured that all proper revisions were being utilized and controlled down-revision (obsolete) documentation.  
· Responsible for helping perform and report on regularly scheduled ISO internal audit performance and documentation, along with helping evolve the new Technology Control Plan that meets or exceeds all ISO 9001:2000 and 9001:2008 Standards.  
· Successfully maintained responsibility for classification of all Domestic and International Sales Orders including Commercial as well as Defense Department ITAR-related regulatory documentation, including H/S designations, ECCN designations and Export Shipping Documents.  Assisted in ISO vendor audits from Lockheed.      

ACCELLENT CORPORATION                                                                               	June 2006-June 2007	 
2801 S. Vallejo St.     Englewood, CO.  80110
Production Supervisor
Supervised 15+ employees in the fabrication, metal stamping, wire forming, and finishing departments in the assembly and inspection of both medical and non-medical contract manufacturing jobs.  Responsible for daily fill rate, 1st article and final Q.A. inspection metrics, labor efficiency and utilization variances, departmental cost controls and requisition of chemicals, materials and supplies, material movement and Safety and Regulatory compliance to all SOP’s, and work direction documentation.      

FISCHER IMAGING CORPORATION                                                             	September 2004-October 2005  
12300 N. Grant St.    Thornton, CO.  80241 
Production Supervisor                                                                                                       
Supervised 40+ employees in the assembly and testing of medical devices, including breast scan systems, Mammography tables, X-Ray systems, and Electrophysiology equipment.  I was responsible for direct supervision and compliance of 5 product lines.  This included all aspects of setting and successfully meeting daily production requirements.    

DATEX-OHMEDA, INC. (now a part of G.E. Health Care)                		May 1988-September 2004  
1350 W. Century Dr.  Louisville, CO.  80027 
Manufacturing Facilitator (Supervisor) III, Monitors Department (15+ Years)
Supervised and facilitated product line teams to deliver high quality, cost effective medical devices on time to customers. Prioritized, scheduled and executed the master production schedule across multiple product lines. This included the planning of the work and utilization of all quality metrics to guide process improvements and the training of highly qualified medical device associates and technicians.  Successfully tracked and maintained headcount, department budgets, and overall training regiment. 
· Met or exceeded company goal of 1-day lead times on products in most cases. 
· Developed new employee training and certification program geared towards compliance with all current FDA and ISO/MDD requirements.  Excellent performance through 16 years of ISO/MDD, and FDA compliance audits.  No major observations for training, or overall compliance. 

EDUCATION

A.A., Business, Front Range Community College of Denver, Westminster, CO.  GPA 3.5 (Business major)
Fairview High School, Boulder, CO.  Graduate


ADDITIONAL TRAINING

	· Statistical Process Control
	· Just in Time Manufacturing

	· Quality Circles Management
	· CAPA Control and Maintenance

	· Problem Solving and Decision Making
	· Non-Conforming Materials/Root Cause Analysis

	· Facilitation of Empowered Work Teams 
	· Numerous Leadership/Team Facilitation classes

	· Demand Flow Techniques
	· Project Management

	· Team Decision Making
	· cGMP Training for pharmaceutical applications

	· Facilitation of Empowered Work Teams
· Situational Leadership
· Experience with various MRP Systems
· TQM (Total Quality Management)
	· Team Goal Setting
· ISO Internal Auditor Certification
· Intermediate Word, Excel, PowerPoint
· Lean/Six Sigma Training
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