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EDUCATION












Loyola University of Chicago 








         1993

Bachelor of Science Degree, Major biology
Illinois Institute of Technology (Classes Completed)

Masters Degree Program in Microbiology

Northwestern University
Clinical Research Coordinator Certificate                                  

Jax Research Systems

Clinical Research Training for Physicians

Memberships in American Oil Chemist Society and Cereal Chemist Society

United States Army Reserve MOS 51R (1993-1996)

EXPERIENCE










 Phillips-Burton Franklin Park, IL





April 2012- Present
Field Quality Engineer

· Has ownership of technical understanding of products for troubleshooting customer complaint calls.

· Initiate complaint documentation, including initial evaluation and dispatching 3rd party repair service.
· Investigate customer complaints as needed on returned material and evaluates all warranty repairs.
· Lead complaint handling of customer feedback data collection and analysis.  Documents investigation methods, analysis and reports for Quality Monitoring utilizing field returns, manufacturing test results and other information to understand and correct design, manufacturing, and user-related issues.  Conduct and report FDA-MDR, MDV, MDB and other country Incident Reporting requirements.

· Lead Corrective and Preventive Action (CAPA) process in CAPA investigation techniques, including Failure Modes Effects Analysis (FMEA) and performing risk analysis relative to ISO 14971.

· Furthermore, I support Quality System process updates, records retention and storage.

· In addition I am the Coordinator for the entire repair and RGA process, this includes the following:

· Pick up returned items when notified by the Receiving Department.

· Verify that part numbers, revision numbers, serial numbers, etc. of returned goods match paperwork.

· Evaluate repair items and make preliminary estimates of repair(s) needed.

· Complete related paperwork and logs for repaired items, repackage, and ship.

· Enter repair data into the Repair Status Worksheet.

· Inspect undeliverable and unaccepted items for damage. Distribute and file completed RGA and Repair forms as requested.
· Package and ship replacement parts when requested.

· Follow safety guidelines/instructions when using equipment/tools.

· Notify Customer Service or Quality Assurance of damage, discrepancies or variances.

· Fully comply with all written quality procedures while returning customer calls and E-mails.
· Comply with good documentation practices on quality records.
Baxter Healthcare Corporation– Round Lake, Illinois        

               March 2011 – Dec. 2011
Position- Validation Specialist (Contract Position)

Provide support for generating documentation for the qualification of computerized laboratory systems. Documentation includes the following: User Requirements Systems, Configuration Systems, Risk Assessments, Qualification Plans and Qualification Reports. Compliant with the following: ISO Standards 14971, CFR 21 Part 11, CFR 21 Part 820 and Sarbanes-Oxley (SOX) Regulations. 

Hospira Inc. 








       Nov. 2010- Feb. 2011
Position- Validation Engineer / Document Specialist (Contract Position)
· Main duty is to establish traceability for protocols, Failure Mode Effect Analysis (FMEA), and Corrective and Preventative Actions (CAPA), for medical devices
· It is my task to ensure that the design input corresponds to the design output according to the design process of verification and that the overall design meets the intended use of the product through an overall Validation Process
HSA



                                                                                                      2009- 2010

Position- Building Scientist (Temporary Position)

· The aim of HSA is to investigate, analyze, and report structural damage through the use of forensic investigation. In particular, the adverse affects of water damage (mold and yeast activity) on personal and commercial property. As a field investigator I reported the duration of any structural damage, the extent of the damage, and the root cause from the collection of field data.
Terma Enterprises



      
                                                               2006- 2009

Position- C.E.O / Owner

· Manager of a 250 seat capacity restaurant and bar. I supervised over 40 employees in a casual dining restaurant. Other duties include payroll, accounting, and human resource training and management.
Baxter










            2000- 2005                                                                                                          

Position- Scientist / Technical Writer

Protocol Writer 

· Main duty is to create protocols for medical device testing and ensure that they comply with current industry standards. In addition, I conduct experiments based on these written protocols and furnish the final reports. 
Validation Specialist

· I have experience in hardware validation, software validation, and 510(k) submission. Main duty involves laboratory testing of Infusion Pumps.
Monsanto 




                                                                            1994- 2000
Position – Chemist (Carbohydrate) / Validation Engineer

· Monsanto is a leader in the field of Biotechnology. This incorporates breeding and genomics, which involves crossing different strains to modify the composition of a plant or organism while inserting a specific gene to affect the growth cycle to produce a specific phenotype in higher yields. It is hoped that this phenotype will have a unique and healthy consequence. Also, the functionality of this phenotype will reduce current processing expenditures. The functionality of the product will determine whether it is to be used in nutraceutical, pharmaceutical, supplemental, or general food applications. The specific job I performed includes the following:

Primary Investigation of Product Development

· Since each product is unique, I had to study and understand the current industry’s processing procedures. I investigated a targeted industry in order to determine whether their needs can benefit from our technology. This includes attending educational seminars and contracting guest speakers to educate our faculty.
GMP / GLP

· As a site Investigator I made sure that all the facilities followed Good Manufacturing Procedures. As a Chemist I had to follow Good Laboratory Practices for our site. I wrote and implemented Standard Operating Procedures for our products. In addition, I made sure that we complied with the law and FDA regulations in matters that concerned storage and shipping.
Microbial Analysis

· I regularly sent out our products for microbial and chemical analysis. I wrote protocols which defined acceptable limits for microbial counts.
Experimental Designs

· I worked in Pilot Plant applications and did research in the following processes: Fermentation, Extrusion, Spray Drying, Super Critical Fluid Extraction, Encapsulation, and Drum Drying.  I consulted with Searle Pharmaceuticals, a division of Monsanto, about methods and test procedures in order to develop our respective products.
CALGENE (a division of Monsanto) 

Position – Sr. Lipid Chemist

· To find applications for Laurical, a product created from biotechnology. Laurical is a  C12  Lauric Acid with unique functions in fat reduction and functionality. It was created as an alternative domestic oil source made from Canola.

Analytical Testing of Products

· I have used numerous equipments and testing procedures; however, the following are the instruments I frequently used: Brookfield DV-II (Viscometric Measurements), Pulsed NMR (% solids solubility curves), Mettler Drop Point Analysis (Melting Temperature), Tricor Gloss Meter, and the Minolta Colorimeter, Texture Analysis, pH, Viscosity, Specific Gravity, Water Activity, Pulsed NMR for Solid Fat Content, Differential Scanning Calorimetry (DSC), TGA, Carbon NMR, HPLC, Wet Titration, Infuscale 5.0.
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December 26, 2013
To Human Resources,
As an Engineer/Scientist I implemented validation protocols and guidelines that met both regulatory and business requirements by implementing safety system requirements within the constraints of operational effectiveness, time and cost. As a Lipid Chemist and Carbohydrate Chemist at Monsanto, the validation protocols I designed proved traceability in terms of patent integrity and validated that our nutraceutical/food products complied with GMP and GLP regulations due to the nature of its origin; that is, as a genetically modified product for food oils, cereal, and grains. At Baxter Healthcare, this was implemented through meticulous testing and by eradicating any software bugs in the product or testing equipment.  This process was conducted to ensure that the correct software version executed without fault, and if a fault did occur, it would fail safe according to the regulations set forth by the FDA. I maintained validation strategies and document management systems by employing simple engineering techniques, known as Safety Risk Identification. This includes the following:
1. Conformance to consensus standards

2. Failure Mode and Effect Analysis

3. Fault Tree Analysis

4. Hazard Analysis of Critical Points (HACCP)

5. Review of Historical Safety Problems

6. Review of Customer Complaints

7. Internal Safety Checks
As a Validation Engineer, I wrote the protocols, tested the product, and wrote the reports, while ensuring that the product complied with standards for UL Laboratories, IEC, FDA, ISO 9001 and other numerous regulatory industries and standards. I was in charge of the Device History Files of all our products and developed the database that maintained the records of all of our devices in the facility’s possession.  My primary responsibility was to ensure by verification procedures that the subsystem worked and validated the system in accordance to the intended use of the product, as required by the product requirements definition and as outlined by all stakeholders during design reviews. If an instance occurred in which the product failed verification or validation, I labeled the procedure/product as a nonconformance issue and a CAPA would be created.  As a follow up to the CAPA, I resolved any CAPA issues by using the aforementioned seven step risk analysis methods and assisted other departments with \ resolving other CAPA issues. In my experience, the best method of saving downfield production costs, manufacturing costs, and future design changes is by having effective meetings with all stakeholders in design reviews. Once approved, an effective verification and validation test team could identify and correct any other nuances that would occur. I feel that my skills are best exemplified in the integration and testing stages by identifying and resolving hardware or software issues.  My research and development experience has been instrumental throughout my career in launching new products, whether in biotechnology field in the form of genetic food products or in the pharmaceutical field in the form of medical devices. 
Specific examples of what I have done to comply/maintain with the aforementioned Quality System Standards include the following:

· PMA – or pre-market approval of devices to FDA.

· 510(k) – or device submission to FDA.

· FCA – field corrective actions on devices – may require recalls, retraining or instilling information to customers.

· V&V – Verification & Validation following the V model to ensure requirements are properly Verified &Validated

· Purchasing Controls

· Product Documentation

· Documentation and Records

· Production and Process Controls

· Corrective and Preventive Actions - medical event reporting, customer complaint handling, recording production problems/solution. 
· DHF readiness – (design history file) all V&V, Risk, etc. documentation go here and provided to regulatory agency. I have dedicated a lot of effort towards this item..

Lastly, it is noteworthy, that I participated as a safety committee member while at Monsanto, and have represented Baxter Healthcare and Philips-Burton as a representative during FDA audits. I directly answered all questions posed  by the FDA, while using good judgment and discretion in the disclosure of  information  to the FDA. I provided them with the documentation and device history records of all products that are registered at the site. Furthermore, I assisted in the safety of Clinical Trials with the medical devices. I was allowed to participate in part because of my training as Clinical Research Coordinator (Northwestern University). I obtained my bachelors degree from Loyola University in Biology and have attended classes at Illinois Institute of Technology for a masters in Microbiology. My personal traits include the ability to acquire knowledge quickly and accurately, a great sense of commitment to my duties, and a high degree of motivation. Furthermore, I am capable of working with people from diverse cultures and social backgrounds. I communicate successfully with people in a wide range of circumstances, and I especially work well under pressure. After consideration on this matter, I will be delighted to meet with you in the near future to discuss my qualifications or answer any questions that you may have.
Thank you for your time and consideration and I look forward to hearing from you.

Sincerely,

Thomas S. Mationg
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