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PROFESSIONAL EXPEIRENCE

With her several years of expertise in equipment qualification Annick Patenaude presents an expertise in good manufacturing and laboratory practices (GMP and GLP). With Confab, she worked as a qualification specialist on  a lot of projects where she met challenges in tasks, among ohers, of equipment qualification, corrective actions follow-up and activity coordination/project management. She was recently nominated to the position of Quality systems associate. She is also accredited by Health Canada as qualified person in charge of controlled substances and is proficient with the ISO20807 certification on non-dstructive testing.

	

	EXPERIENCE
	Expertise & Skills

	2019: PBE, Pharma Bio Expert Inc
	Validation, Quality Assurance, Project Management and Process Engineering

	2018: Senior Validation Specialist, Sterigen Inc. - Upton (Sterile Facility)
	Sterile Validation 

	2018: Associate – Quality systems, Confab
	Quality System setup

	2011: Qualification Specialist, Confab
	Qualification and Validation projects management

	2011: Qualification Intern, Confab
	Documentary mangement of projects

	2007: CQ and R&D Intern, Groupe Intersand
	Responsible for the narcotics vault (Qualified Person in charge (PQR/QPIC))

	
	Responsible for the precursor cage (Qualified Person in charge (PQR/QPIC))


	
	Standard operation protocols (SOPs)

	
	Corrective and preventive actions (CAPA)

	
	Equipment qualification, CIP & clean utilities

	
	Conditionning equipment qualification

	
	IQ, OQ, PQ execution

	
	Project management, activity coordination

	
	Cleaning validation

	
	Quality control tests following SOPs established in factory and laboratory

	
	Comparative economical analysis

	
	Results statistical analysis

	
	Stability reports redaction

	
	GMP training


Since 2019
Project Director  

PBE, Pharma Bio Expert Inc., Laval, Canada

Prepare the technical specifications, layouts, process descriptions and other specialized documentation. Write the specifications for production equipment. Develop the detailed engineering.

•
Mass and energy balances

•
Process flow diagrams (PFD). 

•
User requirements specifications (URS). 

•
Process and instrumentation diagrams (P&ID).

•
Classification charts and room zoning

•
Equipment and clean utilities matrix.

•
Development of traceability matrix and of protocols of design qualification (DQ)

GANT and project management diagrams creation.

Write the cleaning and process validation protocols.

Qualification of equipment, clean utilities and systems.

Computer system validation and strategies.

2018
Senior Validation Specialist  

Sterigen Inc. – Upton (sterile facility) 

Responsible for validation and metrology activities

Process validation, cleaning and sterilization cycles

Qualification of equipment and utility systems

Writing and Updating Standard Operating Procedures (SOPs)

Writing of CAPA and follow-up actions

Coordination of validation activities

Supervision of the validation team

2018 to date
Associate – Quality systems
Laboratoire Confab – St-Hubert
Customer complaint management

Validation and laboratory protocols approbation 
Management of investigations and corrective and preventive actions (CAPAs) 

Change control management 

Redaction and updates for standard operation protocols (SOPs)

Responsible for the narcotics vault (Qualified Person in charge (PQR/​QPIC))

Responsible for the precursor cage (Qualified Person in charge (PQR/​QPIC))


2011-2018
Qualification Specialist
Laboratoire Confab – St-Hubert

Equipment qualification for fabrication and conditionning (protocol redaction, execution and closing) for solid, semi-solid and liquid products

Utilitary systems qualification (protocol redaction, execution and closing)

Issuance and monitoring of change  departmental change controls 

Issuance and monitoring of incident reports for the department, follow up on preventive and corrective actions (CAPAs) 
Redaction and updates for standard operation protocols (SOPs)

In charge of the company’s equipment list

In charge of the documentation department

Workforce training

Daily and weekly follow-ups on several projects

Qualification activities coordination during projects 
2010
Qualification intern

Laboratoire Confab – St-Hubert

Equipment qualification for fabrication and conditionning (protocol redaction, execution and closing) for solid, semi-solid and liquid products

Process validation support

Cleaning validation : worst case scenario identification using a matrix approach

Redaction and updates for standard operation protocols (SOPs)
2007-2009
Intern, CQ and R&D department

Le Groupe Intersand Canada inc. - Boucherville

Quality control tests following established protocols in factories and laboratories 

Various industrial process validation 

Comparative economical analysis 

Internal and external panel testing 

Statistical evaluation of results 

Workforce training

Daily and weekly follow-ups on several projects

Stability reports production

EDUCATION
En cours
Managment certificate

Laval University, Québec

2006-2011
Bachelor’s degree in biotechnology engineering (process engineering - coop)  
Sherbrooke University, Sherbrooke

2011
Explore program, english immersion

Humber College Institude of Technology, Toronto
ADDITIONNAL TRAINING 
Qualified Person in Charge (QPIC) for controlled substances and precursors (Health Canada accredited) 

Certification for ISO 20807 following requirements by Natural Ressources Canada and Health Canada for XF level 1

ASP and SIMDUT card

Rescuer training (CSST) 

PROFESSIONNAL ASSOCIATIONS

Member of the Ordre des Ingénieurs du Québec (OIQ) (Quebec engineering professional order)
LANGUAGES

French & English
SOFTWARES

Windows, Office, JD Edwards, Trackwise, Matlab, Autocad, Hysys, Superpro Designer
NATIONALITY

Canadian

PBE ( Your partner in cGMP Compliance, Validation, Quality Assurance, Process & Facility Engineering 
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