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QUALIFICATIONS

A vast array of experience in management, and with change management/change Leader
· Strong interpersonal skills
· Team building/development and cross-functional leadership skills

· Effective people management and coaching skills  
· Customer oriented
· Effective collaboration skills
· Excellent written and verbal communication skills; 
· Strategic thinking skills
· Results oriented

Quality and Product Development, Process Engineering, Bioreactors (Fermentation), Biotechnology, Analytical Chemistry, Material Science and Characterization, Chemical, Food and Drug Research, Quality and Product Development which includes ‘hands on’ the following: 

· Method development, validation, experimental design, Computational Chemistry which involved the heavy use of state-of-the-art analytical instrumentation UHPLC with UV-VIS PDA, MS/MS: LCMS, LC-MS/MS, Fluorescence, RI, Light Scattering and Radioactive Detectors LCxLC/MS/MS. Experience in using GC / FID/TCD/ MS and GCxGC/MS/MS, Head Space/GC and Columns coupling techniques,  ICP/OES and ICP/MS methods development and validation. Particle Size characterizations using Dynamic and Static light scattering, Optical Microscopy, SEM and ATM Microscopy material characterization, Thermal Analysis: TGA, DSC, Modulated DSC. Rheological characterizations. Colloid and Surface Chemistry.

· Heavy use of Packed and Capillary columns in GC. Developed Narrow Micro, and Capillary HPLC and UHPLC  methods. SFC/MS. SFC Exractions.
· Bioreactors fermentation optimization, design, research and development.  

· Expertise includes the following: troubleshooting in HPLC, LCMS, UHPLC, GCMS, GC, Fast GC, Flash chromatography (GC and LC), wet chemistry, protein characteristics and separation, Prep Chromatography, enzymatic methods, FT- NIR, FT-IR. ATR techniques. IR and Reman Spectroscopy/ Microscopy. 

· Impurity profiling/ isolation/ identification, Rheological, and Texture analysis. Total Organic Carbon (TOC) Analysis. Solid background using USP, AOAC, BP, EP, ASTM, ISO, ICH guidelines.

·  TQM(SPC), HACCP, FMEA and strict cGMP FDA compliance. 

· Knowledge and experience in material characterizations: Particle size, DSC, TGA, Static and Dynamic Light scattering, Zimm Plots and molecular weight and size. 
· Knowledge and experience in using MS Office (Excel, Word, PowerPoint, Outlook, Project) Chem. Office, SAP, SAS, STATGRAPHIC PRO, IMAGE PRO, Spectrum & Opus IR and NIR software and chromatography software such as HP-CHEM STATIONS, TURBO CHROM, Total Chrom, Chromeleon, Empower,  EZ Chrom and Millennium. 

· Knowledge and experience in chemical, food, pharmaceutical, and cosmetics process engineering. Drug substance discovery, and product characterization, Pharmaco Kinetics, Pharmaco Dynamics and In-Vitro Release Testing including Dissolution. 

· Finding solutions to a variety of technical and analytical challenges. 

· Knowledge and experience in IQ/OQ/PQ calibration of instrumentations.

· Proteins and peptides separation using SDS-PAGE (GEL Electrophoresis), HPCE, HPCE-MS (Capillary Electrophoresis) and HPLC (included Prep. HPLC).

REGULATORY KNOWLEDGE AND EXPERIENCE

· 21CFR 110, 21CFR 111, 21CFR 210 and 21CFR 211 cGMP, ISO 13485 regulations in Foods, Nutritional Supplements  and Drugs.
· ISO 17025 and 21CFR 58 Good Laboratory Practice.
· ICH and VICH and EP guidelines.
· FDA Guidelines for many aspects of the regulation in Foods, Drugs and Nutritional. Supplements. CMC certified.
· USP, EP, BP,JP Guidelines for Drugs and Nutritional Supplements.
· FCC Foods Chemical Codex Guidelines and monographs for foods materials.
· Developed and implemented HACCP and FMEA systems. 
· Supplier Audit experience with 21CFR210, 211, 110, 111 , ISO17025, 21CFR58(GLP)

· Implemented CAPA (Corrective And Preventive Action) and CAPA systems.

RECENT WORK HISTORY

2010-2011
Associate Manager Analytical Development, Bimeda Inc. (Pharmaceuticals)

· Develop and validate new test method. 
· Drug formulation, reverse engineering and reformulation.
· Characterizing drug interaction at different environments of use, and interaction with inactive ingredients.
· Purchase, install, and validate (IQ/OQ/PQ) a  new chromatography software (Chromeleon (Dionex)) to the Research and Development department as part of implementing CAPA.. 
· Supporting ANDA’s and NDA’s as part of the Chemical Manufacturing and Controls (CMC)
2006 – 2010   QC Laboratory Manager, Amerilab Technologies (Food/Nutritional Supplements)

· Perform positive performance evaluation on laboratory personnel to increase personnel productivity. Trained laboratory personnel in HPLC, wet chemistry, and spectroscopy and GLP. Trained personnel in stability. In-charge on department budgeting and hiring personnel.. 
· Developed stability program and train personnel in specific stability issues related to effervescent tablets, powders, fast melting and time released tablets and powders. Applied stability software (SLIM) and use MKT and SLIM STAT statistical software to predict products shelf life using Arrhenius projection at 25C and other storage temperatures.
· Solved many stability issues related to solid dosage, which led to an increase in the stability shelf life of the products from physical and chemical aspects.
· Implemented and applied compliance with national and  international  regulations.
· Implementing USP and ISO17025 for guidelines for Good Laboratory Practices.
· Performed and implemented validation for equipment, and  software such as IQ/OQ/PQ.
· Use STAT GRAPHIC statistical software to analyzed process (SPC) and determine specifications and process capabilities.
·  Developed low cost and low risk statistical sampling strategies using ANSI standards. 
· Guided method development and validation in HPLC UPLC and wet chemistry.
· Used UPLC/HPLC-MS/MS to discover new compounds of interest found in natural herbs for a potential new product applications.
· Audit Suppliers for cGMP compliances.
· Designed and built new Analytical R&D lab.
· Implementing CAPA when needed.
2006                  (Contract/ Consulting) Research Material Scientist, Unilever Research (Cosmetics/ OTC Pharmaceuticals and Foods) 

· Research in Colloid and Surface Chemistry related to Drugs Foods and Cosmetics: Material research and development: Determination of Contact Angle, Surface Tensions, Micro-Calorimetry and Phase diagram, Thermal analysis such as DSC (TA Q1000) and TGA, Rheology (TA G-2 and Scientific Rheometric SR5), Determination of CMC for potential target surfactants, determination of Zeta Potentials, particle size analysis using microscopy and light scattering equipment such as Melvern 2000S with Hydro accessory. Polymer characterization using HPLC for GPC/SEC and determination of dn/dc and Dynamic and Static light scattering for molecular sizes determinations using Zim plots and intrinsic viscosity. Investigate process effects for different formulations and stability. Polarimetry and DC spectroscopy for determination of secondary and tertiary structures of proteins and polymers. 

· Develop In-Vitro testing on skin deposits using quantitative HPTLC, HPLC, UHPLC, GC, ATR-FT-IR and wet chemistry analytical techniques. 

· Investigate new and potential target materials for pharmaceuticals and cosmetics, food and home products applications.  

· Provide Technical training for scientists in theory and practice and use of laboratory instrumentation.

· Install, upgrade and calibrate laboratory scientific instrumentation.

· Develop new applications and technologies for instruments.

· Characterization of materials using Atomic Force (AFM) and Scanning Electron (SEM) Microscopy

2001-2005        
Group Leader Method Development, Beiersdorf Inc. (Cosmetics/ OTC Pharmaceuticals and Medical  Devices)  

· Developed analytical methods HPLC, GC, IR, NIR, UV-VIS, TOC, ICP and ICP/MS, Wet Chemistry and Rheology. Troubleshooted process engineering and production/compounding technical issues which included cleaning validation. Developed product specifications and experimental designs using STATGRAPHIC PRO. Identified and purchased analytical instruments and tools as needed.  Researched drug stability and interaction with different product formulations to help with clinical claims. Assisted with microbiological technical issues. GCxGC and LCxLC hyphenated chromatography development
·  Served as a project advisor to a graduate student’s research project, which lead the student to excel in Molecular and Cellular Biology. Provided and developed technical training to technical and non-technical personnel in order to improve productivity. 
·  Solved many technical issues with building a new laboratory, including designing and building new ‘clean’ gas supply un-interrupt system for three Gas Chromatograph systems.
· Introduce TOC system for Water analysis for pharmaceutical use using USP guidelines. Solving water purification technical issues. 
· Wrote methods and SOPs as needed. Provided OQ/PQ, OQ/PV and IPV for HPLC, GC and other critical instrumentations. 
· Negotiated prices, and contracts with outside venders, which resulted in lower prices, better service and cost savings. Negotiated the selling of used equipment. Served as technical advisor, and worked closely with process engineering and product development solving numerous technical and safety issues.
· Supervised and mentored and trained 2 microbiologists and 6 analytical chemists.
· Audit Suppliers for cGMP compliances 21CFR58, ISO17025, 21CFR210 & 211
· Research in Identification of Microorganism using FAME Analysis by GC/MS
· Budgeting of department, hiring, and capital budget.
· Creating capital budget, and built new laboratory and new capital equipment. 
19 97-2001
R&D Supervisor, Clay Park Labs (Pharmaceuticals  Manufacturer Company)

· Developed methods for In-Vitro Drug Release testing using SUPAC-SS guidelines for Franz diffusion cells. Analyzed results using nonparametric statistics.

· Developed analytical methods using HPLC and GC to analyze drug release experiments including dissolution.

· Developed the method validation, and evaluated products before clinical trials, and aided with product formulations and process evaluation. Products included Solid Dose, Semi-Solids and liquids. 
· Protein analysis using HPCE-MS and SDS-PAGE
· Validate methods using LCMS, GCMS, HPCE-MS and SDS-PAGE.  
· Developed methods for Rheological and texture properties. 
· Evaluated the pharmakinetic properties of different drug formulations. 
· Provided chemical support for new formulation, which included reverse engineering when needed.  cGMP, GLP, USP, and FDA guidelines were followed.

· Supervise and mentor 20 Chemists and Scientists, hiring and department budget.
· Supported ANDAs and NDAs as part of the CMC section. Taking CAPA when needed.                                                                        

1996-1997
        Research Associate, University of Nebraska Medical Center

· Developed HPLC, GC, HPCE (Capillary Electrophoresis HPCE-MS), SDS-PAGE analysis for compounds, proteins and enzymes associated with inflammation.

· Used a photodiode for UV-VIS and radioactive detector with duel detection for C-14 and H-3. Used also LC-MS/MS

· Designed and built a virus filtration system. 
· Evaluated anti-inflammatory drugs and potential new drugs developing In-Vitro tests.

· PCR (Polymerase Chain Reaction) DNA analysis.  

· Supervised trained and mentored two graduate students.

1994-1995
Quality Assurance Manager, D&D Salads (Foods Manufacturer Company)

· Solved technical problems regarding color fading of food products.

· Increased product shelf life and developed HACCP program (FDA guidelines).

· Designed a cooling processing system. Dealt with wastewater management. 

· Developed nutritional labels using databases. Implementing CAPA system.
· Supervise 20 to 50 employees.

· Audit suppliers for food GMP and HACCP compliances with 21CFR110.

1991-1993
Research Chemist, American Cyanamid

· Developed and validated methods for chemical analysis using HPLC-MS and SFC-MS systems with a PDA detector ACCESS CHROM software with real time programming and LIMS system to produce analysis reports. Associate with the development of the SFC technology. First columns coupling in HPLC and SFC for complex separation. 
· Used RS1 statistical software for statistical analysis, and evaluation of the results.  Supported chemical discovery group. Strict cGMP GLP.
· Develop the first SFC method for polymer additives. 
· Used Hyphenated chromatography such as LCxLC, and develop the first column coupling techniques. 
· Research in Antibiotic Fermentations. Developing and optimizing bioreactors processes.
1990-1991 Food Chemist/ Technologist, Nutrition International (Food laboratory)

· MSDS and OSHA chemical safety administrator.

· Tested foods for their nutritional value and provided nutritional labeling

· Developed food products and consultation to the food industry customers.

· Performed wet chemistry and AA and ICP analysis. Tested for crude data, fats, proteins,      CHO, moisture, MSG, sulfites, nitrites, and WPN in milk powders/ nonfat solids. 

· Developed HPLC method for vitamin A in margarine.

· Performed GC analysis for fatty acids by trans-esterification of fatty acids. 

· Developed HACCP systems to Food companies before the FDA mandate these systems. 

19 87-1990      Senior Analytical QC and R&D Chemist, Clay Park Labs (Pharmaceuticals  Manufacturer Company)

· Help with routine analytical pharmaceutical analysis including troubleshooting of methods, instruments, calibrations (OQ/PQ). HPLC, LC-MS/MS, GC, GC-MS, MS, IR, NMR, UV-VIS, KF, wet chemistry (titration), FT-IR and FT-NIR.

· Audit junior chemists notebooks, maintain laboratory GLP practices and documentations, and conduct OOS investigations. Taking CAPA when needed.
· Developed and validate new methods and help with product formulation including reverse engineering.

· Mentored trained and supervised six junior chemists.

· Analysis included active and inactive ingredients, raw materials, In-process, finished products and products stability.

MOST RELATED AND RECENT EDUCATION

B.Sc. Food Engineering, B.Sc.  Biotechnology (Technion-Israel Institute of Technology)
· Professional member American Chemical Society and the Institute of Food Technologists

· Undergraduate research in Biotechnology and Industrial Microbiology- USING ENTRAPPED CELLS IN BIOREACTOR FERMANTATION  

2001
     Certified in Pharmaceutical Laboratory GMPs and CMC Section Application                  (FDA training by AAC Consulting Group, Chicago, IL)


2002        CHROMATOGRAPHY AND MASS SPECTOMETRY –LCMS, LC-MS/MS & GCMS (ACS Training at the University of the Pacific in Stockton, CA). 

2003   BUSINESS DYNAMICS (Massachusetts Institute of Technology; Sloan School of Business at Cambridge, Mass)


RECENT PUBLICATION:

USE OF DOSE RESPONSE RELATIONSHIP IN THE SELECTION OF RECEPTOR MEDIUM FOR SUPAC BASED IN-VITRO RELEASE TEST (IVRT) OF NYSTATIN CREAM.  [Abdul Zahir, Boaz Granot, Amit Lahav (Clay Park Labs)]    (1999 AAPS MEETING) 

US Employment Status

US Citizen
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