H.R. Turner

Hal R. Turner

SKILLS/SPECIAL QUALIFICATIONS: 

Over twenty five years of research, development, QA/QC, technical service, validation, manufacturing and engineering management experience in the food, pharmaceutical and biotech industries. Formal training in microbial physiology, biochemistry and genetic mechanisms controlling the metabolism of microbial products. Strong technical background and expertise in enzymology, rDNA technology and regulatory procedures, as well as design, construction, scale-up, start-up and operation of biotechnology and pharmaceutical manufacturing equipment and processes. Management experience includes profit/loss responsibility of an operating company, as well as project evaluation, selection and control of activities in U.S. and overseas operations.

Regulatory Expertise:
Biologics
Allergenics, Biotech, Fractionation, Licensed IVD, Monoclonal Antibodies, Tissue, 

Vaccines

Pharmaceuticals
Antibiotics, API, Bulk Chemicals, Creams & Ointments, Non-Sterile Liquids, Solid   Oral Dosage Form, Parenterals

Others

Blood Banking, Combination Products, Cosmetics, Food - HAACP, Nutraceuticals
Adverse Event Evaluation, Audits - Certification/Due Diligence.  
Technical Expertise:
Allergy Immunology, Analytical Chemistry, Analytical Method Development, Aseptic Processing,    Batch Record Review, Biopharmaceutical Study Design, Chemistry, Drug Chemistry, Clean Rooms - Design and qualification, Clean-In-Place (CIP), CMC Review, Commissioning, Computer Aided Drafting and Design, Construction Management, Corrective and Preventive Action (CAPA),  Design Controls,  Document Controls, Engineering  - Software/Controls/Design/ Manufacturing/Process/Project, Environmental Monitoring, ERP, Facility Operations and Maintenance, Factory Acceptance Testing (FAT), Failure Investigations, Fermentation, Infectious Diseases, Information Systems, Internal Medicine, Laboratory Animal Science, Laboratory Controls, Laboratory Information Management Systems (LIMS), Lasers, Lyophilization, M.D., Medical Writing, Metrology/Calibration, Microbiology,  Optical Image Systems, Out-of-Specification  (OOS) Investigations, Packaging and Labeling,  Preventive Maintenance, Process Optimization, Program Management, Project Management, Quality Engineering, Risk Analysis – FMEA/FMECA/FTA/HAACP/, Root Cause Analysis, SAP, Software - System Design/ Development Lifecycle/ Development Quality Programs, Stability Programs Statistical Process Control (SPC),   SOP Development, Sterile Packaging, Sterilization – Aseptic/ Dry Heat/ ETO/Gamma/Steam, Technical Writing, Validation/Analytical Method/Cleaning/Computer Control. System/Equipment/Facility/Process/ Retrospective/Software/Utility, Validation Master Plans, Water Systems–WFI/High Purity/Design

Clinical Expertise:  

General - 1572s, adverse events, central files, consent development, close-out visits, CRF development and design, CRF guidelines, data fax, data listing review, drug accountability, device accountability, electronic data capture, enrollment/recruitment issues and resolution
FDA inspection - 483s, financial disclosure, GCPs, investigator brochure development and writing, investigator/site identification, investigator/site qualification, investigator meeting planning, investigator meeting presentation,  initiation visits 
IRB – submission, approval, advertising, renewal, close out 
Manage - sites, study, CRAs, contractors, CROs, investigator/site budget, study budget, monitoring visits, patient eligibility, pharmacy binder development, 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, source documentation development, study drug blinding, study tool development, study drug preparation

Languages:
Limited Spanish
WORK EXPERIENCE: 
October 2002 - Present 
Independent Consultant, Taylors, SC 29687


Confidential Client (Ongoing).  Working with the Vice President of Sales, and the Director, BioPharm for a large engineering firm.  In process of developing a business plan and strategy for entering the biotechnology and pharmaceutical manufacturing sector.  Two potential clients under consideration.


R.A.Q.A. Associates, Inc.,  Queensbury, NY 12804

Senior Consultant

R.A.Q.A. Associates consultant and advisor for validation activities in an aseptic fill and finish pharmaceutical manufacturing facility (ophthalmic and parenterals).  Responsible for reinstitution of cGMP practices in areas of process, equipment and facilities.  Unit operations and protocol development included CIP System, Aseptic Filter Integrety Testing, Head Space Analysis and Terminal Sterilization with Steam (i.e numerous autoclaves).
September 1996 – October 2002  


Fluor Daniel E&C  Projects
April – October, 2002
Amgen, Juncos, Puerto Rico.  Production, purification and finishing facility for two injectable drug products (API’s:  Epogen and Neupogen, produced via rDNA technology; used for the teatment of individuals undergoing extensive dialysis therapy for the teatment of kidney disease and undergoing cancer treatment, respectively). As Director, Design Engineering, responsible for ensuring all activities associated with the design and construction of this grass roots facility are in compliance with Federal and European regulations for the manufacture of a parenteral drug product.
January – April, 2002 
Eli Lilly and Company, Carolina, Puerto Rico Production, purification and finishing facility for an injectable drug product (API:  Humalog, human long-acting insulin product for injection by diabetics; produced via a rDNA process and subsequently purified by very extensive procedures of isolation, solubilization, chemical cross-linking and column chromatograpphy and tangential-flow filtration and concentration). As Director, Design Engineering responsible for ensuring all activities associated with the design and construction of this grass roots facility are in compliance with Federal and European regulations for the manufacture of a parenteral drug product.

March 2000 – May 2001 
Astra Zeneca/IPR Pharmaceuticals, Canovanis, Puerto Rico Multi-product facility for blending and packaging of oral drug products (API’s:  Casadex, chemical impotence drug; Zomig, cehmically produced for treatment of migraine headaches; Retrol, an anti-cholesterol drug). Project Manager responsible for installation, precommisssioning and start-up of the various systems with this grass roots biotechnology facility. Facility constructed for the manufacture and packaging of a pharmaceutical tablet product. Systems included formulation, blending, fluid bed drying, tablet pressing and coating, clean utilities, CIP and related operations.

September 1999 – March 2000






Eli Lilly and Company, Fermentation Facility, Indianapolis, Indiana Primary responsibility for change management among engineering disciplines. Also responsible for quality assurance on the project (API:  Humalog – see above).

June 1999 – September 1999





G. D. Searle, Injectable Pharmaceutical Facility, Barceloneta, Puerto Rico). As Validation Assistant, reviewed and edited validation documents.

April 1998 – June 1999 
Shaklee Corporation, Biotechnology Facility, Norman, Oklahoma As startup manager responsible for systems checkout, precommissioning and start of the various systems within a grassroots biotechnology facility. This facility was constructed for the manufacture and packaging of a pharmaceutical capsule product. Systems included preparation and blending, clean utilities, CIP, encapsulation and related operations.
April 1997 – April 1998
Medimmune Manufacturing Facility, Frederick, Maryland Responsible for establishing the overall validation effort for a grassroots plasma fractionation and cell culture facility (API’s:  Pasma fraction and monoclonal antibody – injectable - for the treatment of Respiratory Syncytial Virus associated with children with cystic fibrosis).

September 1996 – April 1997





Corning Bio.  Contract Manufacturing, Research Triangle Park, North Carolina. Responsible for systems checkout, precommissioning, and start-up of the various systems within a grassroots biotechnology facility, including fermentation, cell culture, harvest and recovery, purification, and clean utilities.

January 1995 – September 1996





Rust E & C, Greenville, South Carolina   




Project engineer for projects and consulting services to internal engineering disciplines. Prepared proposals and provided technical expertise and support to sales and marketing in presentations prepared for potential clients. Provided direction in developing validation documents.

January 1989 – January 1995  



John Brown E&C (now Kavaerner)




Validation Director  

Directed a validation team in"virtual" office environment coordinating the efforts of many validation teams. Prepared and executed IQs, OQs, and PQs, SOPs and TOPs, and conducted instrument calibrations and training in CGMP compliance

Schering-Plough, Bulk Pharmaceutical Manufacturing Facility, Singapore, China. As director of validation, prepared Validation Master Plan, IQs, OQs and vSDI package for grassroots bulk pharmaceutical manufacturing facility.

Merck, Bulk Pharmaceutical Manufacturing Facility, Elkton, Virginia. Prepared and executed IQs and OQs.

Warner-Lambert, Puerto Rico. Director of validation for finished pharmaceutical manufacturing facility, led one of the teams responsible for reinstitution of CGMP practices in three facilities in areas of process, equipment and facilities.

National Chemical Products, Industrial Enzyme Manufacturing Plant, South Africa. Senior staff specialist for biological processes on an enzyme manufacturing facility. Identified and evaluated technologies available from outside sources.

Michigan Biotechnology Institute, Succinic Acid Manufacturing, Michigan. Succinic acid manufacturing facility employed renewable resources. Succinic acid was produced fermentatively and recovered from crude fermenter broth.

Rhone Poulenc, Marshall Laboratories, Dairy Product Culture Production Facility, Wisconsin. Company produces and packages microbial products used in production of fermented dairy products (e.g., yogurt)

October 1998 – January 1989  




T/W Biotechnology
Independent Consultant to biotechnology industries including troubleshooting fermentation, recovery, and purification problems in existing operations and new facility construction.

June 1982 – October 1998  Enzyme Technology Corporation, Ashland, Ohio  
Director of manufacturing operations
Responsible for R&D team, QA/QC groups, and program formulation and direction, as well as all productions processes and change.  Facility included a pilot plant and laboratories. Supervised the introduction of new or improved processes into manufacturing. Led the team responsible for evaluation and funding decisions related to projects conducted in outside laboratories.

January 1975 –  June 1982 Enzyme Technology Corporation, Ashland, Ohio



 Held various positions ranging from researcher to Corporate Director of Industrial R&D.
PROFESSIONAL AFFILIATIONS:

American Chemical Society

American Society for Microbiology

International Society for Pharmaceutical Engineering

AWARDS AND HONORS:

Enzyme Technical Association - member, Board of Directors

Ohio State University Technical Advisory Committee

Agricultural Institute, Ohio State University

Education:
PhD, Microbiology (1975), Iowa State University - Ames, Iowa

Master of Science, Microbiology (1973), Iowa State University - Ames, Iowa

Bachelor of Science, Animal Science, Chemistry (1969), Iowa State University - Ames, Iowa
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