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SUMMARY EXPERIENCE

Over thirty-five years hands on experience in Pharmaceuticals, Device and Biologicals, Home Care compounding pharmacies, CROs, and API manufacturing.  Focused on the areas of small and large volume injectables, sterile medical sets and devices, tablets, oral products, capsules, and home health care pharmacies. Specific expertise in aseptic fill, terminal sterilization, validation, GMPs, laboratories, quality systems, new product development, and pharmacy compounding. Created and renovated numerous quality systems to meet FDA requirements during consent decrees, new manufacturing plants and new manufacturing lines. Participated as expert witness in pharmaceutical 
CONSULTING Time frames (1986-1988),(1991-2000),(2003-present)
CONSULTING PROJECTS


Rebuilt QA/QC system for medical devices

Provided QA/QC input during consent decree and evaluated and provided summaries for 

compliance issues. Evaluated validation system with proposed changes. Critiqued hundreds of  

batch records with appropriate changes proposed.

Trained QA/QC group in sterilization and GMP issues

Rebuilt complaint system and product change and evaluation system for device manufacturer

Responsible for validation of new large volume parenteral filling line for ophthalmic 

manufacturer.

Established QA/QC and validation system for several start-up corporations.

Responsible for validation of aseptic filling line for international corporation.

Auditing of laboratories, QA/QC systems and manufacturing facilities and systems.

Due diligence audits of contact manufacturing sites and CRO sites for mumtiple clients
Built Quality Systems for API manufacturers 

EXPERIENCE

   Consulting (8/2003 to present)
   Biomedex (8/00 to 8/15/03)
-Responsible for creating the Quality System for a clinical injectable manufacturing and device  

  manufacturing company. 

-Developed aseptic fill programs and parts cleaning and assembly programs for clients. 

-Responsible for Quality Assurance, Quality Control, and Regulatory Compliance . 

-Key technical liaison for customers and investors.

-Created FirstPharma, a compounding pharmacy
 Consulting (1991-2000)

 Lyphomed (1988-1991) VP of QA/QC

-Re-established FDA compliance and evaluated all ANDAs while under a consent decree.

-Standardized all QC operations between three manufacturing facilities.

-Managed a budget of 5-8 million dollars.

-Established a corporate QA group group for R&D new product evaluation and approval.

-Established a standard validation program for all facilities.

CONSULTING (1986-1988)

EXPERIENCE

   Caremark, Inc.(Home care compounding pharmacies)(1982-1986) Director level technical position

Developed a patented aseptic fill manufacturing system for producing sterile customized TPN  

solutions in nationwide pharmacies

Responsible for a joint venture to produce sterile I.V. bags. 

Technical expert for the company in manufacturing, laboratories, quality control, and regulatory compliance. 
Developed and built a small R&D laboratory. 

Participated in sales growth of 4 million dollars to 180 million dollars during my four years of

employment. 

Responsible for 30 facilities nationwide. 
   American McGaw Laboratories (1975-1982) Direct level QA/QC position

Succeeeful in establishing FDA compliance at a large volume parenteral plant in Georgia after 
 

an FDA initiated recall and shutdown. 

Relocated to Irvine, CA divisional headquarters to successfully reorganize the divisional quality  

assurance group. 

Responsible for direct approval of all manufacturing , engineering, and R&D programs.

   Abbott Laboratories (1968-1975)-Manager level QA/QC position

One of the key individuals in a plant start-up effort after an FDA initiated recall and 

shutdown .

Involved in new plant start-ups in Rocky Mount, N.C.,(LVPs and SVPs)Laurinburg, 

N.C.(sterile disposable set manufacturer), and Alta Vista, VA(producer of sterile irrigating 

solutions). 

Worked as QA troubleshooter for all Abbott divisions-hospital products, chemicals, 

pharmaceutical products, and diagnostics. 

Education

M.S. and B.S. in microbiology with a minor in chemistry. Have completed numerous courses in business and management. Have taught general microbiology, sterilization, and aseptic fill courses. Have given numerous papers at professional seminars.
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