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Conyers, GA 30013
Quality Lead Auditor Pharmaceuticals, Medical Devices,
Cosmetics, Food, Supply Chain, and Cannabis
Cell Phone: 678-756-5541
willalcarter@gmail.com                                                                            
 



Over ten years of experience as a lead auditor and trainer for domestic and international organizations. Experienced chemist with 25 years of experience in quality control, raw materials, design & development, manufacturing, validation, and stability. Experience in the pharmaceutical, medical device, cosmetics, and food industries. Former odor panel scientist at Procter & Gamble as a contractor. Extensive teaching experience and an international inspector.  

Career Highlights:
	21 CFR § 58 - Good Laboratory Practice for Nonclinical Laboratory Studies, 21 CFR §58.105. Test and control article characterization involves auditing control and test articles to ensure they are stored under the correct conditions, are stable, and have the correct retention periods.
	Risk Management ISO 14971: and Risk-Based Thinking Certified, Report Writing and Risk-Benefit Analysis, Residual Risk, and Risk Matrix, Production and post-production activities such as risk review, (Life Cycle Management) (Cradle to Grave), Identify Project Risks
	MDR Complaint Handling Systems- Certified to MDR, Medical Device Consulting,
Pharmacovigilance Reporting Requirements (PV) 

	Corrective and Preventive Actions, Root Cause Analysis and Effectiveness Checks, and Form 483 observation (inspection observation and FDA Warning letters
	Audited and updated Clinical Evaluation Reports (CER), Periodic Safety Update Reports (PSUR), Post-Market Surveillance, and Post-Market Clinical Follow-Up (PMCF)
	CE Marking under EU Medical Device Directive 93/42/EEC (MDD) and Medical Device Regulation 2017/745 (MDR), FDA 21 CFR 820, Brazil Anvisa, and IVDR 2017/746

	Start-ups
	Data Integrity
	Process Improvements

	Project Management software and laboratory software (Harvest/Forecast), Empower, LIMS, and scheduling, sample tracking, workflow, life cycle (cradle to grave), receipt preparation, analysis, reports, certificate of analysis, audit trails for data integrity,  purging of data (metadata), and associated level administrative duties. Helped in the integration of software systems from LIMS to SAP for inventory, to align with Honeywell software used in manufacturing, and in alignment with ERP systems for inventory (Incorporate user decision trees). Lastly, risk and trend analysis are monitored during management review and the initial "Kick Off Meeting" until acceptance to go live for the end user. 
	Medical Device Single Audit Program (MDSAP)-country-specific for complaints, adverse events, and quality problems for advisory notices pertaining to the US, Australia, Brazil, Japan, and Canada
	Statistical Data Trending when writing product annual reviews. 

	21 CFR 507-Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Food for Animals, and National Animal Supplement Council
	Laboratory instruments (HPLC, GC, FTIR, elemental analysis, osmometer)
	Contract Law

	Process Identification using a turtle diagram as the process approach.
	Ensured compliance with 21 CFR  §4 Regulation of Combination products, such as:
1. Prefilled syringes (Italy project)
2. Drug-Eluting Stents (Minnesota project)
3. Wound Care Products (Florida project)
	Manage activities such as Root Cause, Investigation, Corrective and Preventive Action, deviations, complaints, adverse events, change controls, supplier management, design and development, registrations, technical files, and clinical trials.

	Worldwide Auditing (Over 500 audit days conducting suppliers' audits, internal audits, GAP assessments, for-cause audits, and audit readiness audits.
	Reporting writing
	Delivery Objective Alignment

	Strong analytical skills using analytical instruments and certified to ISO 17025:2017. 
	Pharmaceuticals, Medical Devices, Cosmetics, and Food Regulations
	Technical Documentation, Medical Device Dossier reviews, Review of 510 (k) submissions, and PMAs. Participated in compiling and reviewing data for submission for Applications (NDA) and ANDAs to ensure compliance with required regulations. 

	Market/Competitor
	Microsoft Projects, Excel, Harvest, Salesforce, Microsoft Suites, Veeva, QT9, Grand Avenue, Greenlight Guru, Master Controls, LIMS (Empower and Millennium), and Master Control, eTMF (electronic master file for clinicals)
	Communication Skills include conflict resolution, non-verbal communication, listening skills, interpersonal communication, and affirmation skills. 

	Conflict Resolution
	Complex Projects
	Lead Auditor/Trainer




Work Experience:
Manager/Quality Lead Auditor- All Call Staffing Firm, LLC, Conyers, GA 30013
November 2021-Present
· Manage & conduct audits to ensure compliance and continual improvement.    
· Manage the logistics and planning of audits for start-ups (early phase) in the medical device, pharmaceutical, and clinical sectors. 
· As a lead auditor, I trained junior auditors in various international organizational standards and best practices. Led cross-functional teams to drive quality initiatives through ongoing Good Manufacturing Practice (GMP) training, emphasizing quality assurance best practices. 
· Managed audit proposals, negotiated pricing, and determined audit days for customers. 
· Conducted gap assessments, audit readiness, and internal and supplier-customer audits. 

Quality Lead Auditor-Cannon Quality Group 77 Front Street, Danville, CA 94526 October 2021-Present- Contractor
· Manage & conduct audits to ensure compliance and continual improvement.    
· Maintain current knowledge of standards.    
· Conduct audits independently and as part of a team.    
· Clinical Laboratory audits (reviewed clinical evaluation report)
· Support the execution of audit metrics by junior auditors, including training.   
· Complete reports on time    
· Skilled in software platforms for project/quality management using Harvest and Forecast, TrackWise, Veeva, Master Control, QT9, Greenlight Guru, Grandview, Windchill, QAD EQM, SAP, ETQ Alliance, Oracle, Ideagen, LIMS, Peak Pro, and Millennium software for High-Performance Liquid Chromatography (HPLC) 
· Medical devices audited include catheters, breastfeeding products, a system for monitoring basic vitals, and ophthalmology devices for detecting eye diseases, such as medical device software and devices like Optovue equipment for eye health exams. 
· Experience in conducting internal audits, supplier audits, and third-party audits.

Quality Lead Auditor-SGS North America 201 Route 17 North Rutherford, NJ 07070 (Remote Conyers, Georgia)-January 2018-Present- Contractor
· Make relevant decisions concerning the audit process and inform SGS to resolve issues outside the audit process. Use the turtle diagram approach to evaluate organizational processes.    
· Collect and analyze sufficient information to provide a recommendation for certification, with the authority to oversee the control and performance of auditing activities.    
· Led a team of auditors to perform pharmaceutical and supplier audits conforming to the SGS Global/Local procedures.    
· Determine (upon evidence gained during audits) whether manufacturers are following all relevant standards/regulations and whether registration should be recommended or allowed to continue.    
· Present SGS Standard Training Courses, create presentation material, case studies, and class quizzes, and deliver such courses in a tutoring role upon approval.    
· Consulting role for start-up/existing companies by delivering process improvements, problem-solving, and writing standard operating procedures to align with standards and regulations. Implementation experience with quality management systems in alignment with ISO 13485:2016, MDR, and MDSAP. 
· Collect data for summary reports, which included measurable objectives, trends in complaints, and corrective actions, using risk analysis tools such as failure mode and effects analysis (FMEA), SWOT analysis, decision trees, and root cause analysis.     
· Gained further knowledge with the training, testing, and auditing of the Good Manufacturing Practices Guide for Drug Products (GUI-0001-Government of Canada)
· Trained in the usage of the Risk Classification guide for drug manufacturing practices observations (GUI-0023-Government of Canada)
· Conducted and completed at least fifteen audits per Health Canada Good Manufacturing Practices using Form GUID-0080 and Form -0211
Assessor-British Standards Institute- Herndon, Virginia (remote home office in Conyers, Georgia)-April 2015- October 2018
· Maintained and developed assessment skills and technical management system standards.    
· Led, encouraged, and coached colleagues as needed; established effective partnerships.    
· Recommended the issue, reissue, or withdrawal of certificates and recommended opportunities for improvement, plan, schedule, budget, and prompt information to support services.    
· Prepare assessment reports and approve corrective, active, and preventive action plans.    
· Monitored managers and suppliers to ensure processes were operating efficiently and objectives were met.    
· Supervised and conducted over sixty-eight (68) Rx 360 Audits/ ISO Audits in the USA, Mexico, New Mexico, Italy, London, Brussels, Frankfurt and Ludwigshafen, Germany, Netherlands, Belgium, Paris, Basel, and Sissle Switzerland, Luxembourg, Barcelona and Portugal, Dominican Republic, Puerto   Rico, Guadeloupe, El Salvador, Panama City, Panama Budapest Hungary / certificates- ISO 9001:2015/ISO 13485: 2016/ Certified in CMDCAS, IATA, TAPA (C-TPAT), ISO 14001: 2015, ISO 22716:2007, FSMA, and Medical Device Regulatory, skilled in IEC 62304:2006 Amd 1: 2015 and IEC 60601. Certified in ISO 17025: 2017. Types of audits conducted: supply chain security, packaging, active pharmaceuticals, excipients, cGMP, GXP, GDP, GLP, Raw Materials/Basic Chemicals, and oil/gas. Conduct audits that include classification of medical devices, safety and effectiveness requirements, application for medical device licenses, foreign manufacturers, the obligation to inform, distribution records, recalls, implant registration data tracking, serialization, SAP, and ERP systems. At least 500 audit days were conducted, with 100% travel.    

Scientist/Chemist-Alcon-Johns Creek, Georgia-Contractor -March 2014-April 2015   
· Peer-reviewed and prepped for laboratory audit readiness.    
· Conducted quality control and in-process tests as needed for vision products, trained and taught junior chemists in quality control procedures, and reviewed materials for the release of data for final product distribution. 
· Process improvement for method validation    
 
Chemist-Johnson & Johnson (Subsidiary Noramco)-Athens, Georgia- April 2012- March 2014
· Lean Six Sigma Yellow Belt Certification/Standard Operating Procedure Writing Training    
· Approved and reviewed stability testing for controlled substance schedules I, II, and III 
· Investigated and wrote investigations, determined root causes, and implemented CAPAs.    
· Approved test results using a variety of chemistry-specific software programs (Empower 3), Laboratory Information Management Systems (LIMS)    
· Coordinated, designed, and implemented a waste system to dispose of chemicals. 
   
Raw Material Chemist/Quality Systems Analyst- Qualitest Pharmaceuticals -Huntsville, Alabama- October 2008-April 2012
· Wrote and evaluated annual product reviews and graphed scientific data. (Statistics)    
· Lead and perform repetitive tasks while maintaining a high work speed and attention to detail, ensuring production remains on track to meet deadlines.    
· Administrative support for incoming calls for adverse event reporting    
· Maintained compliance with the DEA, EPA, and FDA.    
· Wrote root-cause investigations and implemented corrective and preventative actions, including documentation of any effect or impact on the product.    
· Maintained required regulatory documentation as current, legible, readily understood, complete, and accurate to ensure compliance with procedures and specifications.    
· Skilled in instrumentation such as HPLC, GC, Mass Spectrometer, Elemental Analysis, KjelFlex K360, DSC, Particle Size Analysis, Surface Area Analyzer, X-ray diffraction, Wet Chemistry, etc.     
Chemist/Quality System Analyst-Thermofisher (formerly known as Patheon Pharmaceuticals Contract Manufacturer)-Cincinnati, Ohio-October 1999-October 2008  
· The Standard's Coordinator delivers and purchases standards for testing.    
· Coordinated and conducted methods using the European, Japanese, British, and United States Pharmacopeia and the Food Chemical Codex.    
· Led collaborative work between groups; conducted on-the-job training courses (SOPs -authored and reviewed), change/significant controls, investigations, and corrective/preventive action. Participated in and helped plan kick-off meetings for new drug projects.    
· Coordinated with project managers to plan and execute submissions for new drug applications. Communicating with over twenty clients in teleconferences and via email.    
· Lead routine and non-routine quality investigations on plant processes and development activities using instrumentation such as FTIR, Karl Fischer, and wet chemistry. Conducted validation using technical customer packages and validated methods from the United States Pharmacopeia, European, British/Japanese Pharmacopeia, and Food Chemical Codex.   
· Assisted in hosting FDA audits and internal quality laboratory audits.  
· Assisted in compiling new drug applications, including testing/process methods for pilot runs with finished products and stability testing, working with the research and development team, and managing projects (IQ/OQ/PQ). Assisted in the microbiological laboratory testing labs, conducting United States Pharmacopeia tests such as Microbial Content Testing: USP <61> and <62>, USP <1111> Microbiological Examination of Non-Sterile Products: Acceptance Criteria for Pharmaceutical Preparations and Substances for Pharmaceutical Use.  
· Conducted clean room clearances and investigations in the manufacturing operations of new product development. 
   
Scientist-Procter & Gamble- Sharonville, Ohio (Contractor) -September 1999- October 1999
· Odor testing panels

Administrator/Owner-Living Waters Family Assisted Living -Huntsville, Alabama- September 1994- September 1999        
· Managed, planned, budgeted, and scheduled all work tasks    
· Implemented and wrote Standard Operating Procedures, marketing, negotiating, and contracts.   
· Monitored and consulted with others to help open a new elderly care facility.    
· Planned budgets, cost savings, and facility and transportation activities.    
· Consulting     

Associate Engineering-Qore Property Sciences- Huntsville, Alabama-September 1994-June 1995
· Test asphalt, gravel, and soil for building specifications    

Social Worker-Huntsville Housing Authority-Huntsville, Alabama -April 1993-September 1994   
· Social Worker for single mothers    

Crisis Counselor-Bradford Parkside - Huntsville, Alabama -January 1992-April 1993
· Crisis Counselor for Substance and Alcohol Abuse       

                                      
Education:
Florida Institute of Technology
Masters of Project Management, May 2015

Oakwood University
Bachelor of Science in Chemistry, April 27, 1996


Professional Societies and Committees:
· 1999-2008 American Chemical Society




Teaching Experience:
· Silicon Dioxide, Auburn, Alabama- Introduction to 21 Code Federal Regulation Part 210 Current Good Manufacturing Practice in Manufacturing, Processing, Packing, or Holding of Drugs 

· Silicon Dioxide, Auburn, Alabama -Part 211 Current Good Manufacturing Practice for Finished Pharmaceuticals

· L Brands, Columbus, Ohio- ISO 22716:2007 Cosmetics-Good Manufacturing Practices (GMP)-Guidelines on Good Manufacturing Practices-Internal Auditor Training

· L Brands, Columbus, Ohio -ISO 22716:2007 Cosmetics-Good Manufacturing Practices (GMP)-Guidelines on Good Manufacturing Practices-Awareness Training
· Silicon Dioxide, Auburn, Alabama- Introduction to Good Laboratory Practices Based on ISO 17025:2017

· Cannon Quality Group, Danville, California- Integrated Management Systems ISO 9001:2015 Quality Management System, ISO 13485:2016 Medical Devices-Quality Management Systems Requirements Products-Particular Requirements for the Application of ISO 9001: 2015, Current Good Manufacturing Practice (cGMP)

· Seppic (Air Liquide), Private Virtual-EXCiPACT GMP and Introduction to 9000, Relationship of EXCiPACT, ISO 9001, 9000, and 19011- October 10-11, 2024

· Gattefosse Manufacturing, Private Virtual-EXCiPACT GMP and Introduction to 9000, Relationship of EXCiPACT, ISO 9001, 9000, and 19011-January 6-7, 2025

· E.T. Browne Drug Company Private Virtual ISO 17025:2017 Testing and calibration laboratories -January 31, 2025

· Seppic (Air Liquide) Private Virtual-ISO 9001 and Introduction to EFfCI- April 14-15, 2025

· Reid's Dairy Private Virtual-ISO 17025 implementation May 13-14, 2025

· Colorcon Private Virtual-ISO 9001, ISO 15378, Role Play (locations: Belen, New Mexico, Cuddalore, India, Dongguan, China) May 20-22, 2025

· East Coast Warehouse & Distribution Corp, Virtual-Annex 9 WHO Guidelines on Packaging for Pharmaceutical Products Private Virtual-June 3, 2025

· World Wide Solutions Private Virtual-Annex 5 WHO Good Distribution Practices for Pharmaceutical Products, and European Commission Guidelines of November 5, 2013, on Good Distribution Practice of medicinal products for human use (2013/C 343/01), June 19, 2025

· P2 Science Private Virtual-EFfCI GMP Cosmetic Ingredients, Including the Certification Scheme for GMP for Cosmetic Ingredients Revision 2017-1, June 18 and 20th, 2025

· Clariant Public Training, onsite-Pasadena, Texas, headcount forty students-80% or greater pass rate for Good Manufacturing Practices Exam, EXCIPACT & IPEC (The Joint Good Manufacturing Practices Guide For Pharmaceutical Excipients), August 7-8, 2025

· RR Donnelley Private Virtual-ISO/IEC 17025:2017 Implementation Training August 20-21, 2025

· Ortec Inc. On-site Introduction to EFfCI for Cosmetic Ingredients December 5, 2025


Certifications:
· TUV SUD North America ISO 13485: 2016 Medical Device-Quality Management System Internal Audit- Issued January 27, 2022
· BSI ISO 13485:2003 Medical Device-Quality Management System Lead Auditor Certification Pass Date September 15, 2015
· TUV SUD North America Medical Device Regulation (MDR)-Issued November 18, 2021/(EU) 2017/745
· TUV SUD North America Medical Device Single Audit Program (MDSAP)-Issued November 28, 2021
· EXCiPACT (excipients used in pharmaceuticals) -Brussels, Germany, May 17, 2019, and Expired May 16, 2022
· Rianne Tooten, Clinical Research Professional, ISO 14155:2020 Clinical Investigation of Medical Devices for Human Subjects- Good Clinical Practices- Issued March 30, 2022
· Basics of Gamma Radiation Sterilization Process Requirements- Issued June 2022
· Food Safety Preventive Controls for Human Food (FSMA-Food Safety Modernization Act) Certificate of Training Issued June 06, 2018
· Global Food Safety Initiative (GFSI) Remote Auditor Training Issued on August 10, 2020
· EFfCI (European Federation for Cosmetic Ingredients) GMP Auditor Certification December 17, 2018
· Health Canada Certification (CMDCAS) -Certificate Issued October 28, 2019
· Canadian Medical Device Regulation (SOR/98-282)
· Canadian Medical Device Conformity Assessment System
· Relationship between ISO 13485:2003 and MDR  
· IATA (International Air Transport Association) Audit Quality and Risk Management for Temperature Controlled Cargo (classroom, five days) March 20- March 24, 2017
· SGS ISO 22716:2007 Cosmetics Good Manufacturing Practices Auditor Training. According to ISO 19011- Issued September 25, 2019 
· SGS ISO 9001:2015 Quality Management Systems -Issued June 22, 2019
· COVID-19 Remote Auditing Training- Issued March 18, 2020
· Lean Six Sigma Yellow Belt Certification-2012
· FMSA (Food Safety Modernization Act), Allergen Management, and Food Defense SGS Certification July 31, 2024
· Medical Device Software Process Black Belt, November 10, 2023
· MDSAP (Medical Device Single Audit Program, Canada) Auditor Training Certification by RQM+, October 16, 2024
· 21 CFR (Code Federal Regulations) 820 QMSR (Quality Management System Regulation) RQM+ October 14, 2024
· Puyam Academy Exemplar Global ISO/IEC 17025:2017 Certified Auditor Training-Issued March 28, 2024. Duration 40 hours (05 days)

Professionally Trained and Skilled in Pharmaceuticals, Medical Devices, Cosmetics, Food Regulations, and Standards:
	European Parliament and Council April 05, 2017
	ISO 14971:2019 Risk Management
	21 Code Federal Regulation Part 50-Protection of Human Subjects

	EudraLex Volume IV Good Manufacturing Practices
	ICH Q9 Quality Risk Management- Scientific Guideline
	21 Code Federal Regulation Part 54-Financial Disclosure by Clinical Investigators

	Health Canada GUI-0023 Risk Classification Guide for Drug Good Manufacturing Practices Observations
	ICH Q10 Pharmaceutical Quality System and the series of ICH Q1 to ICH Q14.
	21 Code Federal Regulation Part 56-Institutional Review Board
21 Code Federal Regulation Part 312 Investigational New Drug Application

	Health Canada GUI-0001 Good Manufacturing Practices Guide for Drug Products
	Good Manufacturing Practices Guidance Document Natural and Non-prescription Health Products Directorate December 1, 2015- Version: 3.0
	Good Manufacturing Practices- GUID-0080-Audit Report Form (FRM-0211) 

	COVID-19 Safety
	21 Code Federal Regulation 820 Quality System Regulations
	21 Code Federal Regulation Part 58- Good Laboratory Practice for Nonclinical Laboratory Studies

	21 Code Federal Regulation Part 11 Electronic Records & Signatures
	21 Code Federal Regulation 600-680 Biologics
	21 Code Federal Regulation Part 807-Established Registration and Device Listing for Manufacturers and Initial Importers of Devices

	21 Code Federal Regulation 210 Current Good Manufacturing Practice in Manufacturing, Processing, Packing, or Holding of Drugs
	21 Code Federal Regulation Part 111-Current Good Manufacturing, Packaging, Labeling, or Holding Operations for Dietary Supplements
	21 Code Federal Regulation Part 812-Investigational Device Exemptions

	21 Code Federal Regulation 211 Current Good Manufacturing Practice for Finished Pharmaceuticals


	21 Code Federal Regulation Part 117-Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food
	21 Code Federal Regulation Part 814- Premarket Approval of Medical Devices

	ICH (International Council of Harmonization) Q6A Specifications: Test Procedures and Acceptance Criteria
	21 Code Federal Regulation Part 801- Device Labeling
	ISO 17025: 2017- General Requirements for the Competence of Testing and Calibration Laboratories

	ICH Q7 Good Manufacturing Practice for Active Pharmaceutical Ingredients
	21 Code Federal Regulation Part 803- Medical Device Reporting
21 Code Federal Regulations Part 7-Enforcement Policy
	Raw Materials/Basic Chemicals, Oil/Gas/ Data tracking, Serialization (SAP and ERP systems, FEMA), SWOT, decision tree, root cause analysis, hazwoper training,

	ICH Q8 (R2) Pharmaceutical development- Scientific Guideline
	21 Code Federal Regulation Part 806- Medical Devices: Reports of Corrections and Removals
	United States/European Pharmacopeia, British/Japanese Pharmacopeia, Food Chemical Codex, FDA, DEA, EPA

Crisis Counselor for Substance and Alcohol Abuse

	MEDICAL DEVICES RULES, 2017 MINISTRY OF HEALTH AND FAMILY WELFARE  (Department of Health and Family Welfare)  NOTIFICATION New Delhi, January 31, 2017


	ICH E6 Good Clinical Practices
	California Health and Safety Code, Division 104, Part 5 SHERMAN FOOD, DRUG, AND COSMETIC LAW Effective January 1, 2018



Courses taken and highly skilled in the instrumentation listed below (Quality Control):

Karl Fischer			High-Performance Liquid Chromatography

Titrators			Gas Chromatography

KjelFlex K360			Fourier Transform Infrared	

Mass Spectrometer		Elemental Analysis (Heavy Metals I & II)

X-Ray Diffraction		Wet Chemistry

Particle Size Analyzer		Surface Area Analyzer

Balances			Clean Room

Differential Equations		Organic/Inorganic Chemistry

Statistics			Discrete Mathematics

Instrumental Analysis		Physics


Services Offered:
· Good Manufacturing Practices in pharmaceuticals, Medical Devices, Cosmetics, & Foods
Good Laboratory Practices (Clinical and Non-clinical)
· Chemical testing for laboratories and Microbiology (Raw Materials, DEA Drugs, and Active Pharmaceutical Ingredients)
· Supply Chain 
· Root Cause/Investigation in the Pharmaceutical, Medical Device, Cosmetics, and Food
· Gas/Oil Complication    
· Consent Decrees (Mitigation)
· ISO/FDA Inspection Cases
· Chemical Plants  
· All Call Staffing Firm, LLC, Conyers, GA 30013
November 2021-Present
· Manage & conduct audits to ensure compliance and continual improvement
· Data Integrity Software used Oracle Data Relationship Management and Google Data Platform

Willa Carter-Curriculum Vitae
Revised: February16, 2026
Page 2 of 2

image1.png




