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Marco Charron, Validation & GMP Compliance Director

PBE = your Validation, Engineering, Quality Assurance, US-FDA,
EMA, & Health Canada, c-GMP Regulation Compliance Partner

Professional Experience

Marco Charron Consult, Senior. Validation & Compliance Specialist according to cGMP

regulatory requirements of Health Canada, EMA and US FDA :

M Protocols (QIOQ/PQ) development, tests execution, analysis and report writing;

M URS, FDS writing;

M Factory Acceptance Test (FAT) and Site Acceptance Test (SAT) development;

M Validation Master Plan development;

M Environmental program development and implantation;

M SOP’s writing;

M Validation project coordonator and management;

M Technical advisor for all critical systems and clean utilities

M Environmental control and cleanroom assessment implementation (ISO14644);

M cGMP Technical support regarding to FDA and EMEA regulatory compliance.

Experiences Expertise & Skills

2018 : Validation/Compliance Specialist, PBE Expert, Laval, Canada GMP regulatory compliance audit

2017 : Validation Consultant, Spectrum Pharma, Montréal Canada, Commissioning, FAT, SAT, IQ, 0Q, PQ

2016 : Validation Consultant, Galerma Canada Inc, Montréal, Canada Process Validation

2014 : Validation Consultant, Valeant, Laval, Canada Cleaning & Sterilisation Validation

2013 : Validation Consultant, Sandoz, Boucherville, Canada Warehouse Mapping & Refrigeration

2010 : Validation Consultant, Sanof-Aventis, Laval, Canada Quality Assurance & ISO 9001 Certification

2010 : Validation Consultant, Lantheus Medical Imaging, Montréal, Canada Batch Release

2010 : Validation Consultant, Wimpak Heat Seal Packaging Inc., Vaudreil, Canada Regulatory Affairs: DIN, NPN, DEL & MDEL
QPIC

Pre-Approval Inspection (PAI)
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2018 Validation & Compliance Specialiste
PBE, PHARMA BI0 EXPERT INC., MONTREAL, CANADA

= 10Q protocols written for manufacturing and packaging equipment
=  Autoclave annual requalification
*  Process validation and compliance support.
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2018 Validation & Compliance Specialiste
ENDOCEUTICS, MONTREAL, CANADA

= HVAC protocols, execution and reports equipment.
= 15T Pkg 10Q protocols, execution and reports equipment.
= 27 Pkg 10Q protocols, execution and reports equipment.

2017-18 Validation Consultant
SPECTRUM PHARMA, MONTREAL, CANADA

= 15T Pkg 10Q protocols, execution and reports equipment.
= 27 Pkg 10Q protocols, execution and reports equipment.
= HVAC |OQ protocols, execution and reports equipment.
*  Process validation and compliance support.

2016 Validation Consultant

GALDERMA CANADA INC. (BAIE -D’URFE), MONTREAL, CANADA

= |OQ protocols written for manufacturing and packaging equipment
»  Autoclave annual requalification
*  Process validation and compliance support.

2014-2016 Validation Consultant
VALEANT, MONTREAL, CANADA

» 10Q written for manufacturing and packaging equipment
» Validation and compliance support
» System Validation and Engineering support.

2013-2016 Validation Con§ultant
SANDOZ, MONTREAL, CANADA

» Visual inspection « off line » and « on-line » procedure and process
upgraded: Operator training and qualification.

=  Global remediation/validation project, equipment/process risk analysis, HVAC
system annual assessment

November 2018 pbe@pbe-expert.com +1.450-600-0790 www.pbe-expert.com



mailto:pbe@pbe-expert.com
http://www.pbe-expert.com/

Marco Charron, Validation & GMP Compliance Director

10
P

Q)-

-~
E:r:
T
0 o=
Lo
B w
(-
[’ |
[ o T

2010 Validation Consultant )
SANOFI-AVENTIS (MAINTENANT VALEANT), MONTREAL, CANADA

10Q and PQ, HVAC system validation
=  PQ Sterilizer

= Validation and compliance support.

2010-2011 Validation Consultant )
SANOFI-AVENTIS (MAINTENANT VALEANT), MONTREAL, CANADA

IOQ Validation « Hot Cell »
= ]0Q and PQ, HVAC system validation
=  SOP’s written.
2010-2011 Validation Consultant
WIMPAK HEAT SEAL PACKAGING INC., MONTREAL, CANADA

» Validation 10Q and PQ : Dedicated equipment for the manufacturing of hot
seal packaging.
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Main Clients List Projects Deliverables

UMAN Pharma Project supervisor —
(ancien BMS, Candiac) | v/3|idation/Qualification/Compliance Implementation
of equipment validation plan

Aseptic process validation sterilization, lyophilization and « Media Fill
».

RTP Pharma
(Mtl., Canada)

Laboratoires Aeterna » |Q/OQ and PQ of purified water system
(Québec, Canada) » |Q/OQ HVAC
= 1Q/OQ filling room, laminar flow hood and environmental control

IQ/OQ and PQ of aseptic filling process under isolator

Draxis Pharma = 1Q/OQ of various manufacturing and packaging equipment
(Kirkland, Canada)

Axcan Pharma » |Q/OQ and PQ of purified water system

(Mont St-Hilaire, = SOP’s writing for operation, maintenance and sanitization
Canada)

BioChem Vaccins » |Q/OQ and PQ of water for injection system

(Québec, Canada)

Therapex (EZM) » |Q/OQ of stability rooms

(Mtl., Canada)

Aventis » |Q/OQ and PQ of purified water system

(Laval, Canada)

Galderma Production » |Q/OQ of various manufacturing and packaging equipment
(Baie-d’Urfé, Canada) » |Q/OQ and PQ of compressed air system
» VMP upgrade

Sc_hering Canada * |1Q/0OQ and PQ of purified water system
(Kirkland, Canada) = TOC analyzer validation
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Main Clients List

Projects Deliverables

-~
E o=
s U | Schering Plough = Purified water system audit, upgrade and improvement
E : (Kirkland, Canada) = 1Q/OQ and PQ of purified water system
B w
luded | Wyeth Ayerst » |Q/OQ and PQ of purified water system and the compressed air
=3 | (Mtl, Canada) system
[ o .
OM Pharma = CIP process validation
(Suisse) = 1Q/OQ of various manufacturing: Capsule filler, centrifugator

» FAT and SAT for sterilizer

» FAT and SAT for purified water system

» [Q/OQ and PQ of purified water system

= 1Q/OQ and PQ of Building management system
= TOC analyzer validation

= Technical support on HVAC system
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Marco Charron, Validation & GMP Compliance Director

BACKGROUND & TRAINING

= UNIVERSITE DU QUEBEC A MONTREAL, MONTREAL, QUEBEC
SEPTEMBER 1991 - SEPTEMBER 1994
MASTER IN ENVIRONNEMENTAL SCIENCES

= UNIVERSITE DU QUEBEC A MONTREAL, MONTREAL, QUEBEC
SEPTEMBER 1986 - APRIL 1991
BACHELOR’ DEGREE IN BIOLOGY

Other Training & Knowledge

= Computer / Software application: Word, Excel, PowerPoint, Outlook, Internet
Explorer et MS Project.

= Specialized Computer / Software application: Kaye Validator, Kaye Val Probe.
XpertLog, Laser particles counter, Thermoanemometer, Fluke Calibrator,

=  GMPs, Sterilization process validation (2009)

= Analytical Method Validation & Instrumentation Qualification (Pharmaceutical
Sciences Group, June 2004)

= Manufacturing Strategies for Clinical Batches & Regulatory Aspects (Novembre
2006)

= Pharmaceutical Water Purification Training Course (May 2007)

Languages

= English, French

IT & Computer Sciences Knowledge

Windows 7, 10

Word, Excel, PowerPoint, Outlook, Internet Explorer et MS Project.
Kaye Validator.

Kaye Val Probe.

XpertLog.

Compteur de particules au laser.

Sonde thermo-anémomeétre.

Fluke Calibrator.

Citizenship

=  Canadian
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