John P. Coburn

Professional Summary
FDA Documentation experience in the life and medical device sciences.  Experience includes within a cGMP/GLP environment and proficient in Agile and Excel. Strong document and validation skills using Excel, Agile and SAP. Extensive knowledge of FDA guidelines for medical device and pharmaceutical compliance. Experience in ECR, ECO and MCO documentation and has used Excel pivots and graphs for data presentation. Excellent analytical, communication, customer service, organizational, team leadership, training skills and technical writing skills. 
Professional Experience 

National Engineering, September 2014 to December 2014  Validation and SOP Writer
· Excel data entry with GMP/GDP compliance
· Experience in compliance with ISO 13485 and FDA 21CFR Part 820, MDD and CMDR.

· Compliance with quality documentation standards
· Troubleshooting of droplet shredding and sizing during manufacturing process

· Management of 96 well oligo plates from Sigma Corporation

· Agile management and Solid Works file management

Integrated Genetics of Lab Corp., June 2014 to August 2014

SOP Document Writer    


· Process Control testing of PCR and Illumina assays and reagents

· Excel based inventory maintenance 

· NexGen sequencing, PCR analysis and confirmation of reagent performance

· Excel system for spreadsheet materials distribution

· Analysis of incoming BOM for assays and reagents
· Agile for ECO and ECR management

· Illumina and NexGen quality control

· Quality Control PCR data entry

· Compounding of epoxy resins and adhesives for Tecan systems

· Receiving and confirming products by weighing and density analysis

Atrium Medical and Teleflex Corporations, November 2013 to June 2014
Technical Writer

(RCMT)
· Writing and revising Excel based critical PM documents (Mechanical Engineering Preventative Maintenance) Updating computer program MP2 with latest changes and upgrades

· Agile management and Solid Works file management

· SAP Data Migration Specialist & Engineering Change Expediter & Documentation

· Technical Documents for this fast growing and very successful company

· Documentation process, the EC procedure, and in optimizing the Agile PLM system

· Program Manager for PM/Task List revision, successfully updating the content of over

· 800 documents, to provide more detailed and efficient instruction, keeping the medical

· Device producing equipment running better, longer and without interruption

· Excel based detailed procedures and work instruction with scheduling and overseeing documentation

· Meetings and interactions with Manufacturing Engineering, Research and Development

· Coordinating with Quality Engineering and other departments for the approval of vital task lists and procedures

· Agile training and document entry into ECR’s

· PM manual writing and with photographs including BOM
· Revising and analyzing quality documentation for plant translocation

· Collaboration with NCR and CAPA boards

Hospira Corporation, August 2013 to November 2013 
Biomedical Device Validation Writer  (IV Pumps)
· Critical care medical device assembly and validation.

· Performance Value Testing. 

· Integration of new software with medical device hardware with assembly

· Analysis of performance after device upgrade with PVT parameters

· QA/QC documentation including P/N certification

Siemens Manufacturing, February 2013 to September 2013 
Document Control


· Analysis of blood gas wafers for quantization of electrolytes, and gases

· IQ and PQ protocols written for equipment or component change with design group 

· Microsoft Excel spreadsheet management for R & D projects

· Agile ECR documentation
· Sensor manufacturing activities including validation

· Raw material P/N, Lot number and visual analysis for validation and release  

· Analysis of finished products for conformance to specifications

· SAP and Trackwise training and implementation for manufacturing operations

· Excel data entry witnessing for manufacturing operations

· Access data entry for quality departments

· Excel spreadsheet analysis during Lot production 

· Document signing, dating and reviewing

· Protocol writing under ISO 9001 guidelines  

Genzyme Corporation, December 2012 to February2013 
Trackwise Powerpoint and Document Writer
· Plates and Files for Quality Control support

· Trackwise and LIMS
· Gram Staining and identification SOPs written and validated

· Compiling of sample and test files for EM microbiological testing 

· Requesting alert and action levels by logbook ID

· Documentation of Engineering Change Protocols for EM project ECO 
EMD Millipore Corporation, August 2011 to December 2012  

Quality Control Documentation
· Bioburden, microbial identification and  ELISA

· Batch Record Review used for assuring the certificates of analysis to maintain process capability.

· Biocompatibility (NAmSA) reporting for product released from QC.

· Qualification reports of document Biocompatibility studies. 

· Assembly of qualification reports including GCP and Biocompatibility.

· Bubble point and flow rate testing.

· Sizing using established retention methods.

· Documentation of all SOPs, results and calibrations.

· New product and established product membrane testing.

· Batch Record Review used for assuring the certificates of analysis to maintain process capability.

· GMP, QA and calibration verification.

· Age, solvent, temperature, and lot verification using known parameters for new raw material vendors.

· Raw material and analysis for GMP Validation

· Documentation of raw materials used in membrane casting.

· GLP for chemicals used in manufacturing and development.

· Analysis of QC data for time point studies.

· Correction of QC data as needed for memoranda.

· Technical analysis of SOPS, GLP, and data entry of QC reports.

· Excel, Access, PDF final report construction.

· Analysis of QC adherence to ICH guidelines. 

· Total protein detection, SDS-PAGE, and physical studies for product release.

· Quality Assurance of Batch Manufacturing Records. 

· Retention testing using established B. diminuta protocols.

· Bubble point and flow rate testing.

· Sizing using established retention methods.

· Documentation of all SOPs, results and calibrations.

· New product and established product membrane testing.

· Verification of qualification data for stability studies.

· Radioimmunoassay

· Age, solvent, temperature, and lot verification using known parameters.

· Raw material and analysis for GMP Validation

· Documentation of raw materials used in membrane casting.

· GLP for chemicals used in manufacturing and development for new medical devices.

Brigham and Women’s Hospital

Laboratory Technician          April 2000 – July 2011                            

·  ELISA, FRET, MTT, PI and RIA assays

·  Cell culture (Primary and Continuous)

·  Western  Blots

·  Cell Purification

·  RT-qPCR

·  Ficoll purifications and RT PCR for analysis

·  Human Sample analysis

·  Blood cell purification

Education

B.S. Biology, Southampton College SUNY 1985
MA Biology, Boston University 1986

Quality / Technical Skills  
· ECR and ECO
· Sharepoint
· Trackwise
· MS Office – Word, Excel, Outlook, PowerPoint

· ERP Livelink
· FDA regulations
