
 

 

 

 

Dawn Cotter 

Manager, Quality Services 

Contact Information  

T: (905) 363-1182 x216 TF: 1 (877) 877-5152 x216 

E: dcotter@qualityandcompliance.com 

2000 Argentia Road, Plaza 2, Suite 220, Mississauga, ON L5N 1V8 

Dawn is a dedicated and flexible professional with excellent organizational skills and a proficiency in 

dealing with detail. Her 17+ years in the pharmaceutical industry provides her expertise in Good 

Manufacturing Practices (GMPs) and related regulations. Dawn consistently demonstrates excellent 

leadership, analytical, and communication skills. Her project management skills have generated 

increased compliance and improved efficiencies for a number of customers. Her ability to optimize 

systems has been a great asset to the company. 

Skills & Highlights 

Project Management 

• Manages several projects, including Importing of Pharmaceuticals, Biologics and Natural Health 

Product (NHP), Medical Devices and APIs 

• Manages the release of up to 40 products a day  

• Utilizes SharePoint software for obtaining product release documentation from customer  

• Maintains corporate invoicing  

Quality Control Officer (QCO) Services 

• Co-hosted Health Canada GMP and GVP Audits 

• Released Imported Pharmaceuticals, Biologics and Natural Health Product (NHP) to the 

Canadian market from Mutual Recognition Agreement (MRA) and non-MRA countries 

• Ensures all Health Canada requirements for documentation and product release are met 

• Drafted and Amended Quality Agreements to align with current practice 

• Wrote Standard Operating Procedures (SOPs) to define standards of practice for compliance to 

Health Canada Good Manufacturing Practices (GMP), Health Canada Natural Health Products 

GMP, and Canadian Medical Device Regulations 
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• Reviewed master manufacturing documents, master packaging documents, labelling 

specifications, finished product specifications, stability reports & data, and transportation 

reports/validations to assess product compliance to Canadian regulatory requirements for release 

in Canada 

• Reviewed batch records for drug (DIN) and Natural Health Products (NPN) 

• Coordinated annual full confirmatory testing of drug and NHPs per Canadian regulations 

• Supported Stability Program by reviewing and approving stability protocols and data reports for 

Canada 

• Reviewed Annual Product Quality Review (APQR) for compliance to Canadian GMP 

• Provides ongoing QCO services for several manufacturers of GMP-compliant products 

• Set up documentation for new product launches 

• Determined root cause and corrective/preventative actions 

• Prepared regulatory submissions for licence annual renewals, amendments 

Technical Writing 

• Created and revised Standard Operating Procedures (SOPs) for QCO customers 

• Assisted in summarizing data to support stability studies of biologics for large pharmaceutical 

manufacturer 

Computer Skills 

• BillQuick  

• Visio  

• SharePoint  

• Intralink 

• DocuSign 

• TrackWise 

• Microsoft Office – Word, Excel, PowerPoint 

Education 

• Bachelor of Science, University of Toronto, Toronto, Ontario 

  



 

 

 

 

Continuing Education, Career Development 

• Project Management Training 

• Auditing Skills 

• Technical Writing Course 

• Fundamentals of GMP 

• Product Disposition 

• GMP Training for Importers/Distributors 

• Workplace Health & Safety 

• WHMIS certification 

• Formal computer training and refresher training in Word, Excel, Outlook, and PowerPoint 


