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IT Summary of Qualifications
As a senior technical writer, I enjoy utilizing my years of experience in CMC, CAPAs and cGxP expertise with 25 plus years of writing and managing Global medical / pharmaceutical documentation experience. I have the competence of timely executions. A team leader - organized, Scrum software and efficient training communication skills. Ability to understand and listen to team member needs and accomplish specific CMC tasks. Editorial-focused Quality control experience.

· Agile Waterfall (CMS), Adobe InDesign as technical writer, familiar with JavaScript in line with Agile databases
· Multiple projects and use of SharePoint Accenture templates for submissions and authoring
· CMC Chemistry, Manufacturing and Controls expertise originally trained in 2015 at ENDO Pharmaceuticals

· eCTD Module 3, CTA, IDA, IMPD required Quality information and ICH manufacturing drug substance controls
· M4Q (Monitoring for Quality) with ICH guidance controls, (ICH) International Council Harmonization

· IMPD Investigational Medicinal Product (IMPD) and IVD – Invitro Diagnostic testing Managed/authorized 

· QMS, CAPAs, SOPs Global analysis - SDLC / ISO 13485 ISO 14971:2012, Collate SQL command
· Meticulous attention and proficiency in SDLC, inspires obtainable goals and target reports

· Assisted line organizations procedure issues/formulating cGMP procedures, written IT proposals

· CMC – Chemistry, Manufacturing Controls for vial filing system, NDAs, MAAs, INMDs, IVD, IVDR

· Developed technical specification sheets, marketing data inserts, Global SOPs, WIs, MPIs
Quality Expertise
· 21CFR part 56 ICH E6 (R1 and R2), CTM, eCTD across platforms and continued process
· CMC Chemistry, Manufacturing and Controls in Investigational Medicinal Product Dossier (IMPD)

· Investigational Medicinal Product (IMPD) and IVD – Invitro Diagnostic testing
· Six Sigma (Lean) Project Management and statistical and Scrum software packages
· Reviewed proposed Regulatory document changes for submissions and validations
· Organized and wrote supporting and revised documents per Windchill systems version 8.0

· Tracked changes/required revision actions within EDMS or PLM systems

· Perfected Visio charts, PDF’s, photographs, drawings, diagrams to increase understanding

· Configured Compliance Wire for training curriculums, Root Cause Analysis

· Trained large classrooms / individuals on Windchill system version 8.0 
· Wrote a software User’s manual of ADAPTIV PLM change management software

· Agile PLM Database 1.0 through 9.3, Intuitive ERP Client 8.1, Batch Records

· PPM – Project Portfolio Management, PC – Product Collaboration, Validation Core Team

· ERP/MRP Systems Admin – SAP R3, MAXIM, QAD – MFG/PRO, JD Edwards, ASK MANMAN
· Requirements of IQ/OQ/PQ, ISO 9000, 9001, 9002/13485, 21CFR820 QSR, IEC, ISO, FDA, EU MDR
· MS Office 2019: Word, Excel, Access, SharePoint, PPT, VISIO 2013, MC OneNote
CM Certifications
· Certified Technical writer from University of Phoenix (UOP 2017)

· Agile/SAP Administrator – 1997, 2001, Agile Change Cast 2000, SAP R3 certified 1998

· ISO 9000, 13485, Certified 2003, GMP Certified 2006, GLP Certified 2007; GXP Certified 2009
PROFESSIONAL EXPERIENCES

Senior Technical Writer GxP SOP documentation




09/2024 – 12/2024

Eli Lilly Pharmaceuticals (remote)
· Created CMC SOPs for Eli Lilly Pharma 

· Rewrote and reformatted SOPs for pharmaceutical content

· QMS Research, categorized and analyzed Regulatory leverage documents changing documents

· Created extensive Smartsheet trackers for multiple projects and numerous documents
Senior Technical Writer cGxP certified SOP documentation


06/2024 – 9/2024

Regeneron Pharmaceuticals (remote - Amrisconsulting.net)
· Wrote Work Instructions (WI) and created Visio drawings for clean room filters and filtration systems

· Led team meetings per filtration products /multiple clean rooms- Class II, Class III and Class IV requirements

· Categorized Teams groups/files in Teams software

· Compiled Regulatory and CMC SOPs for clean room classification and Technical Document - TD
Senior Technical Writer cGXP certified SAP documentation


08/2023 – 12/2023

Lantheus Inc. (remote - Tek Systems staffing)
· Created CMC SOPs for Lantheus Pharma imaging machinery

· Rewrote and reformatted CMC SOPs for SAP R4 reconfiguration content, 100s SOPs reconfigured

· QMS Research, categorized and analyzed Where-used documents, CMC documentation
· Created extensive Excel trackers for 1000’s of documents, 100s Work Instructions (WI) re-written (authored)

Senior Technical Writer cGxP certified MedDRA Software applications

09/2021 – 12/2022

Peraton Pharmaceuticals (remote - Tek Systems staffing)
· Created software applications for VAERS (adverse events) database 

· Authored Global CMC SOPs for MedDRA User documents – (14 languages) reviewed and verified
· GxP Software Product Release Notes and System Environment, compiled test software documentation, Requirements specification, Maintenance and Support Services Organizations (MSSO) Recommendations for Implementation Software Development Life Cycle SOPs. Traceability Matrix, Formal Test Results, Detailed Design Specification, Software Design and System Requirements documentation
Technical Writer SOP/Training Manuals of Pharma machinery


05/2021 – 08/2021

Thermo Fisher (Patheon division) Scientific, NC (onsite - Oxford Consulting)
· Created SOPs for OPTIMA Pharma machinery for Pfizer/Merz/JnJ/Moderna

· Authored Global SOPs for training manuals about vial filling machine

· CMC – Chemistry, Manufacturing and Controls from vial filling machine/line
· Adobe InDesign Ver 12.0 experience as technical writer with labels and brochures
Senior Documentation Change Analyst – SAP R4 Beta Testing


12/2020 – 03/2021

Abiomed, MA (onsite - Oxford Consulting)
· Trainer driven results in SAP S4 HANA, dynamic glossary/microlearning modules/key reinforced concepts
· Processing / releasing changes international Regulatory, generated performance metrics, ANDA submissions
· Updating change master and implementing part and material changes, CMC documentation
· Technical writer for SOPs, templates, Visio and PowerPoint new and revised documents
Senior Technical Writer/CAPA Analysis Trainer 
NeoRX Corporation (remote - Poniard Pharmaceuticals), San Francisco, CA 
03/2019 – 08/2020

· Led team meetings of customer complaints, related packaging investigations, interacted w/ clients

· Critical thinking for GAP analysis, CAPA preventative reports, using Veeva Vault software

· CMC – Chemistry, Manufacturing and Controls from manufacturing line, Scrum software team
· Created and supervised regulatory documents and content, GAP/ compliance requirements

· Investigative actions with internal / external clients driving continuous improvements 
Technical Writer and Editor 

Terumo BCT, CO (remote - ALKU Consulting)




12/2018 – 02/2019
·  Edited and updated medical training documents/SOPs tracked validation completions

·  Supplied input to technical changes which required training validation points

·  Created multiple Visio/PowerPoint documents for validation activities in training classes

·  Updated validation process in accordance with site scheduled matrices

·  Scheduled GAP analysis appointments and documented CAPA requirements
Agile Change Management/Clinical Trials Coordinator

Integra Life Sciences, PA (onsite - ALKU Consulting) 



07/2018 – 12/2018
·  Agile documentation analyst and document coordinator, wrote changes/BODs, tracked completions

·  Scheduled clinical trials, recorded data collections, validation reports, testing/inspection

·  Plant resources and suppliers, clinical trials & IFU in Multiple languages conducted SDLC analysis 

·  Technical writer of FDA memo’s, INDA, ANDA submissions, risk/issue mgmt reports, CMC documentation
·  Wrote Regulatory global submissions for MDR/ FDA 510K approvals, written IT proposals
·  Assisted in orders and inventory of equipment/supplies related to the clinical study
Senior Technical Writer

Immunomedics, NJ (onsite - American Contracting Group) 



10/2017 – 06/2018
·  Developed a Performance Assessment form and the SOP for training/implementation

·  21CFR part 56, part 312 50, ICH E6 (R1 and R2), CTM, R&D CMCs, eCTD with IRB requirements

·  Regulatory team inspection readiness, circumstances/exceptions IRB requirements, medical device
·  SOP Trainer and Change Coordinator, CMC ad regulatory documentation and ANDA submissions
Technical Change Writer 

Wells Fargo Financial Services, NC (onsite - ettain consulting group) 

08/2017 – 10/2017
·  Collaborated with SMEs Developed and SDLC training materials for global documentation 

·  Coordinated revision reviews by document owners of Global SOPs and document
Senior Quality Change Manager

Copy Master Graphic Press, CA (remote consulting)



03/2016 – 08/2017
·   Windchill System version 8.0 Implementation in editing, creation of bar code placement
·   Six Sigma Project team coordination, Veeva Vault supporting systems, CMC documentation
·   Supervised training visual inspection/clearances in manufacturing and production

·  Trained system users in Windchill for ISO 9000 and 13485; IT, SOPs, MPIs

Endo Pharmaceuticals, PA (Spectraforce Technologies consultant)


03/2015 – 03/2016

DePuy Synthes - J&J division, PA (ALKU consultant) 



08/2013 – 12/2014

Veeva Change Coordinator MAP Pharmaceuticals, CA



03/2012 – 07/2013

Project Change Manager - Neurovascular, CA (Maetrics) 



09/2011 – 02/2012

Agile Department Manager, Oraya Therapeutics, CA



06/2008 – 08/2011

Windchill Document Analyst, Boston Scientific, Fremont, CA


07/2006 – 05/2008

Agile Document Manager, Allied Telesyn Inc., Sunnyvale, CA 


05/2000 – 07/2006

Agile Department Manager, Palm Computing Inc. San Jose, CA


10/1996 – 04/2000

Change Control Manager, WYSE Technology, San Jose, CA


02/1985 – 09/1996
Education
· BS degree in Communications University of Phoenix, completion 2025

· Microsoft Project Management Certification - PMP Certification, cGxP Certification 2023
· AA Degree in Education, West Valley College, Saratoga, CA
