ROBERT J. DAIGLE

3400 S. Lowell Blvd. #13-304
Denver, CO 80236
Cell phone: 978-807-8691
Email: bdaigle.one@gmail.com
OBJECTIVE: I am looking to participate as a team member or leader in Quality, Production, Human Resources, Training, or Supply Chain Management.  My family and I have relocated to Colorado to join two of my college age sons who relocated to the area earlier.  The focus is on “quality of life”.
SUMMARY:

I am an enthusiastic professional with outstanding leadership and interpersonal skills.  My MBA and broad experience in sales, consulting, project management, new product introduction, manufacturing, and quality allow me to quickly perceive and address issues confronting an organization.  Industry experience includes: medical device, pharmaceutical, in vitro diagnostics, computer, contract manufacturing, consulting and training.

 SKILLS OVERVIEW:
· Career achievements in facilitating growth, strategic positioning, and sale (if desired)

· Outstanding project management and communications skills (written, verbal and public speaking) 
· Outstanding auditing skills; as a part of strategy development, diligence or compliance

“Best in Class” Instructor/Trainer/Coach: RAB Lead Auditor, ACG Internal Auditor, ASQ Certified Quality Auditor, Lean, Quality Systems, dCaps, Safety, and On Time Delivery
 
Subject expert in FDA Compliance, Quality Assurance and Quality Management Systems.
PROFESSIONAL EXPERIENCE:  
ACG Compliance – Denver, CO 





Manager/Consulting/Quality

Provide project management, coaching, training, auditing, and problem solving.  These services are provided primarily to FDA regulated companies and their subcontractors.  

Identify constraints within the Company that keep them from achieving organizational excellence.   Teams are developed to identify the root cause, define appropriate action and timelines that are presented to top management for resource and budgeting support.   
Structure Medical – Naples, FL





Manager/Org. Dev./Quality

Industry leading manufacturer of medical implants, instruments and assemblies for the Orthopedic industry.

Provided leadership in all aspects of the business, with direct responsibility for Quality, Regulatory Compliance, Program Management, Business Development, Organizational Development.  As a member of top management, played a key role in making Quality a strategic element of the business, which resulted in continued growth of 10X’s the basis over five years.
Blackstone Medical/Orthofix – Springfield, MA



Quality Engineering

Conducted risk analysis on the Quality Plan and Supply Chain, followed by oversight of corrective action.  Provided training for all employees on site and consulting to other sites on specific procedures and practices.  Represented the Company during an FDA inspection.
ADAC LABORATORIES - Milpitas, CA

 Director of Quality
Designs and manufactures medical devices, software and systems used in nuclear medicine. 
Hired as a subject expert to provide leadership in addressing corrective action activities necessary to close out an FDA Warning letter.
CHOLESTECH - Hayward, CA





Director of Quality
Designs/manufactures in vitro diagnostic devices and disposables used in the diagnosis of diabetes and heart disease.
Initially hired to address and resolve employee relations problems created by poor management practices.   Revisited the quality management system making it more robust and consistent with industry expectations.

 
TARGET THERAPEUTICS - (Boston Scientific) Fremont, CA 
Consultant/Director of Quality
Design, develop and manufacture catheter-based disposable and implantable medical devices used in minimally invasive procedures to treat neurovascular diseases and disorders. 
Initially hired as a consultant to implement a formal quality system compliant to ISO 9001.  On completion, the company CEO  offered me  the Director of Quality job and asked me  to address field product complaints.
 
ADVENT CONSULTING GROUP - Dublin, CA



Manager/Consultant/Quality
Provide project management, training, auditing and engineering services to manufacturing and service companies implementing formal quality management systems compliant to ISO 9000, FDA GMP and GLP.  Other projects included FDA corrective action, re-engineering, supplier quality, technical writing and injury illness prevention. The Company was an RAB accredited course provider.  Developed curriculum to support industry needs and conducted regular captive and public training.
EDUCATION & PROFESSIONAL AFFILIATIONS:


MBA, International Business (1994), University of San Francisco


US Technical Advisory Group to ISO/TC 176, Past Member


US Delegation to ISO/TC 176/SC1, Past US Delegate


Certified Quality Systems Lead Auditor

ASQ Past Deputy Regional Director, Region 6  --  ASQ Past Chairman, Golden Gate Section
Training/Quality System Audit, Consulting Work Experience 

· ADAC, Medical Device - Nuclear medicine

· Target Therapeutics, Medical Device - Catheters, Coils, Guide wires, Balloon angioplasty

· Cholestech, Medical Device - Blood Analysis

· Cholestech, Medical Device - Chassis
· Plasma Science, OEM - Equipment Manufacturer

· McKesson, Information Systems Division, Pharmaceutical and Medical Device Distribution

· SanDisc - Flash Memory

· Masy Systems, Validation – Environmental chambers and instrument calibration

· Polaroid - Camera manufacturing,  Photographic film processing, Coating research

· Honeywell, Small Information Systems Division – Computers, Peripherals

· Honeywell, Small Information Systems Division – Printed Circuit Fabrication

· HBM, Strain Gages, Scales 

· Grummon - Capillary Tubes

· Applied Biosystems - Medical Device & Pharmaceutical

· Toshiba - Medical Devices

· UCLA Medical Center – Radiology research

· Syntex Pharmaceutical Research – Pharmaceutical – Research & manufacturing

· Pacific Bell – Telecommunications – State of California

· OOCL, US and Canadian Strategic Operations, Transportation & Container Shipping

· Bindco – Commercial Printing and Data Duplication

· Simpson Strong Tie, US and Canadian Machining Operations – Connectors for construction indusry

· Custom Printed Circuits - Printed Circuit Board Fabrication

· Schulze Manufacturing - Box Build, Metal Fabrication

· Lucero Manufacturing - Cable & Wire Harness Manufacturing

· Malmberg Engineering - Metal Fabrication

· Spectrian – Telecommunications equipment design and manufacturing

· Perryman, Titanium melt,  processing and distribution

· Dynamet, a Carpenter company  -  Titanium processing and distribution

· Carpenter - Stainless steel processing and distribution

· Danco - Anodizing, Passivation

· ESI - Anodizing, Passivation, Electropolishing

· Omni Components -  Machining and assembly

· Precision Manufacturing Solutions, Machining and assembly

· Hansa, Passivation

· Timet, Titanium melt, processing and distribution

· Titanium Industries, Metal distribution

· Helical, Machine Tooling

· RMS - Machining and assembly

· Marox, Machining and assembly

· Gauthier - Machining – Complex instruments
· DiSanto - Machining 

· Arcam, 3d printing

· Philips Precision – machining and assembly

· Teleflex – Machining - Complex instruments

· Boston Scientific

· Structure Medical – Machining and assembly

· FMIHansa Medical – Machining  

· Marox - Machining and assembly

· Orchid – Casting, forging, machining, injection molding, coatings and assembly

· Millstone Medical Outsourcing – inspection, clean room packaging, field inventory management

· Pulse Technologies – Machining and assembly

· Public courses provided for American Society for Quality (ASQ)

· Public courses provided for ACG

· Public courses provided for AREA

