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Joe Sharber
Senior Consultant R.A.Q.A. Associates, Inc. 

SKILLS/SPECIAL QUALIFICATIONS: 
Twenty years experience in Medical Device industry, including product design and development, controlled drug release, combination products, process validation, QC, animal models, clinical trials and Regulatory Affairs. Additional experience in pharmaceutical process validation and QA. Knowledge of US FDA cGMPs and regulatory submissions.

Regulatory Expertise: 

Medical Devices
Implantable

Pharmaceuticals
Solid Oral Dosage Form

Others


Combination Products

Audits/ GCP/ GLP (Animal )/ GLP (Laboratory) / GMP (Pharmaceutical) Quality System Regulation (QSR), Clinical – Research/ Study design, FDA - 483 and Warning Letter Responses/ Hazard Analysis, Medical Device Directive (MDD), Quality Assurance, Quality Control, Regulatory Affairs, Regulatory Strategy Consulting, Submissions - 510(k) /Combination Products/ PMA

Technical Expertise:
Batch Record Review, Design Controls, Engineering  -Design/ Manufacturing/Process/Project, Failure Investigations, Laboratory Animal Science, Medical Writing, Out-of-Specification  (OOS) Investigations, Program Management, Project Management, Risk Analysis – FMEA, Root Cause Analysis, SOP Development, Technical Writing, Validation Master Plans

Clinical Expertise: 

Enrollment/recruitment issues and resolution

FDA inspection - 483s, investigator brochure development and writing, investigator/site identification, investigator/site qualification, investigator meeting planning, investigator meeting presentation, initiation visits 

IRB – submission, approval

Manage - sites, study, investigator/site budget, study budget, monitoring visits, patient eligibility, protocol development and writing, protocol deviations, protocol amendment development and writing, query resolution, regulatory binder development 

Reports - site visits, study reports, annual reports, review and interpret pertinent clinical data, serious adverse event reporting, serious adverse event database and clinical database reconciliation

WORK EXPERIENCE: 
1997 - Present
Principal Consultant, Cygnus Inc.
Senior Consultant R.A.Q.A. Associates, Inc. (Special Projects)
Medical Device Development and Regulatory Affairs Consulting

Recent Representative Projects:
(  Designed implantable general surgical and cardiovascular medical devices and managed development of projects through the early stages of marketing.  These products have a combined multimillion-dollar sales volume.

(  Analyzed manufacturing systems for a cardiovascular implant and recommended changes that resulted in highly increased yields.

(  Advised clients on business development, product line development, regulatory issues and marketing strategies.

(  Wrote 510(k) submissions for implantable devices including cardiovascular, general surgical, and neurological products.

(  Wrote process verification and validation policy and procedures, validation master plan, audit policy and procedures for pharmaceutical company with multiple 483 warning letters to bring them into compliance with GMP regulations.  

(  Designed GMP compliant process validation, process verification and statistical quality control systems for cardiovascular, general surgical and neurological implantable medical devices.

(  Performed statistical analyses of data for PMA cardiac device, which indicated the implant failed to meet the company's minimum performance criteria.   Wrote summary report that resulted in the company withdrawing the device from clinical trials.  

(  Wrote protocols and experimental results for GLP animal implant trials for various implantable medical devices.

(  Reviewed production processes and process validation for immunological based in vitro and diagnostic products manufactured by a Fortune 500 pharmaceutical company. Recommended changes to bring the processes and documentation into compliance with FDA regulations and industry standards.

(  Conceived process verification rationale for a pharmaceutical company who had multiple products they were unable to ship because of non-validated and improperly validated production and QC systems.  This resulted in the company being able to ship product while revalidation was being completed.

(  Wrote product and process patents and worked with legal counsel to obtain patents for client.

(  Performed market research and recruited international distributors for medical device client.

(  Wrote grant proposals to fund implantable medical device development. 

(   Identified Fortune 500 company marketing partner, and conducted initial negotiations for small client that resulted in substantial OEM business for client.

Technology Transfer and Joint Development Agreements (to protect confidentiality, only one party is shown)
(  C.R. Bard

(  Baxter Heathcare 

(  Columbia University

(  Daltex Medical Sciences

(  University of Michigan 

(  Telios

(  Dow Corning

(  McGhan Medical Corporation

(  Applied Medical Technologies

(  W.L. Gore and Associates

1996 - 1997
ATA Inc, Flagstaff, AZ, Vice President

(  General business management, managed product development and prototype production.

(  Wrote pro forma, business plans, and funding proposals.

1983 - 1995
W.L. Gore and Associates, Flagstaff, Arizona

(  From 1987 to 1995 member Gore's Medical Product Review Board (MPRB), a 6 person panel that rendered final decisions on all significant technical, regulatory and quality issues for the Medical Products Division.  This board reviewed and approved all new products prior to release for marketing for compliance to internal scientific and quality standards, business models and regulatory statutes. The MPRB also reviewed all significant FDA submissions for Gore's entire product line, including 510(k)s, PMAs, IDEs, as well as all significant changes to production processes, process controls and quality control systems. Products included vascular grafts, periodontal implants, suture, ligament, pericardial and dura replacements, antimicrobial coatings for implantable devices, surgical mesh, plastic surgery implants, heart valves, and other devices.  My peers rated me as the highest single contributor on the MPRB

(  Led several joint development efforts that resulted in completed technology transfer agreements for vascular graft endothelial cell seeding, breast prosthesis, antimicrobial coatings and growth factors for ePTFE implants.

(  Participated in developing annual business plans.

(  Managed several new product development efforts from initial concept through market research, experimental design, overseeing of the animal and clinical studies, compilation of data, development of the FDA strategy and submissions, to new product introduction and preliminary marketing support.
(  Designed GMP compliant quality control testing, process controls and process validation for several Class II and Class III devices including heart valve, surgical mesh, hernia mesh and other products. 

(  Wrote FDA submissions including technical portions of 510(k)s and IDEs. 

(  Wrote product patents and worked with legal counsel to obtain patents

(  Organized multi-center clinical trials in the United States and Europe for endothelial cell seeding project.

(  Key participant in extensive pre-submission discussions with FDA staff on both the endothelial cell seeding and antimicrobial coating projects.  The endothelial cell seeding device was originally classified as a PMA; we were able to negotiate a 510(k) with clinical trials.  Pre-submission negotiations for the antimicrobial coating project resulted in substantially reducing the time and effort necessary to achieve FDA approval.

EDUCATION:
1974 B.S. Northern Arizona University, Biology Major, Chemistry Minor
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