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Freelance Biologist: Quality Management, 

Regulatory affairs, 
Lead auditor,  
Sterilization Owner

Personal Data :

	· Name :
	BEHETS

	· First Name :
	Bianca

	· Birthplace and date :
	Watermael-Boitsfort, Belgium; the 12th may 1979

	· Family :
	In couple; one child, born on the 1st January 2007

	· Address :
	Belgium – 5310 Mehaigne – Rue Pierre Laurent 19

	· Driving License :
	cars B


Professional Data:

January 2017 –
Medical devices area (production and sterilization): FDA remediation project manager (Lyon, France)
· Preparation of international medical device company to food and drugs administration inspection : 21 CFR 820; 21 CFR 11; 21 CFR 803, 21 CFR 806
· Help in regulatory submission, review of technical files, DHF and 510k

· Implementation, use and audit of: 

ISO 13485, ISO 11137, ISO 11737, ISO 11135, ISO 14644, ISO 17665 …

January 2016 – December 2016

UCB  Human drugs and combination product: Quality Product Project Specialist (Braine l’Alleud)
· Regulatory submissions 

· Review of clinical studies

· Review of changes to Manufacturing process 

· Product Quality Reviews

· Change controls

· Product complaints 

· Validation Protocols and Qualification Reports 

· Product stability program 

· Quality risk mitigation activities 

· Definition and improvement of Quality processes 

· Quality Agreements

· Process and method transfers between manufacturing sites and analytical laboratories

· Product launches 

· Mapping of Quality related product and manufacturing supply chain 

· Product cockpit 

 October 2013 – December 2015
Medical devices: Supplier Quality Associate – External/Internal audits Manager (Louvain-la-neuve)
· Lead auditor

· Second parties suppliers

· Internal auditor training and coaching
· Internal and external audits management

· Process - procedures establishment
· Collaboration with internal/external customer to establish and integrate best practices
· Creation and review of technical files

· Daily use of several standards applicable in our area,  ISO 13485, ISO 11137, ISO 11737, ISO 14644, ISO 17665 …
· Daily use of several guidelines applicable in our area, 21CFR part 820, ICH Q7, Q9…
· GMP
May 2012 – September 2013



Pharmaceutical area: Drug Safety, pharmacovigilance Sop and training Manager
UCB,

· Sop writing

· Integration of a new corporate quality system inside drug safety department

· Training development

· Coordination of review and approval of Sop and associated documents

· Collaboration with internal customer to establish and integrate best practices in Sop writing and training development

· Organization of trainings
· May 2011-  May 2012      Chemical production /Active pharmaceutical ingredients: Quality assurance and regulatory affairs manager
Landen PharmaChem,
I assured: 

API factory                      -     The management of quality assurance and regulatory team (people management)
· Preparation and follow-up of the company to costumer audits

· Regulatory submissions 
· Preparation and follow-up of the company to authorities audits (FDA; FAGG; PMDA,…)

· Clinical studies follow-up

· QA awareness of the company

· Lead auditor

· Suppliers qualification and audits

· Communication with costumers

· Establishing the new quality system, writing of manuals and SOP’s

· Final decisions on batch releases

· Management of drug master files and regulatory communication to customers and authorities

· Establishing of the validation master plan and follow-up

· Risk analysis

· Internal audits management

· Change control follow-up

· PQR’s

· Team management

· Budget management 

· Sept. 2010- May 2011           Quality and Regulatory Affairs officer

Consultant in Quality assurance en regulatory affairs.             Missions since September 2010:
Nycomed: Introduction of Variations of registration files to Belgian Health authorities. Belgian registered drugs files needed to be reviewed due to changes in different topics (tests methods, limits, process changes…). Preparation of these variations following Belgian authorities’ requirements. Submission of the variations to the authorities and follow-up of the acceptance of these submissions.

Mylan SA: Preparation of the quality system to certification audit. Harmonization and improvement of the quality systems of fusion companies.

Qplus consult: Preparation of the company for ISO 9001 certification, establishment of the quality system. New quality system to develop. New company not yet ISO certified.

Baxter Health Care: SQA-EMEA, supplier quality Europe. Re-evaluations of the whole flow of the suppliers following new corporate requirements. Study and categorization of each supplier and request of documents (quality agreement, …).

Supplier change notifications: follow-up and implementation of the changes.

Follow-up of CAPA’s.

Novartis Pharma Belgium: Establishment of the local quality system as per corporate requirements.

Follow-up of CAPA and quality plan. 

	· 2002 – 2010

Molnlycke Health Care, Waremme site.    
	Medical devices:

Quality Assurance Manager Back-up

Quality Engineer microbiology and sterilization
Sterilization owner
Lead auditor
I assured:

- the organization in the microbiological lab

- budget management

- the qualification of our controlled manufacturing area

- implementation of logistics quality system 
- the conformity of the controlled zone from a microbiological and      environmental point of view

- the  respect of GMP rules inside the controlled zone

- the validation and qualification of our sterilization units (sterilization by    beta radiation, steam sterilization, EtO)

- follow-up of gamma irradiated products

- dose mapping, dose control, dose setting, dose audit

- the continue validity of qualification files

- the participation and follow-up of audits performed by certified body
- kpi’s construction and follow-up
- management of non-conformities

- lead auditor

- internal and external audits (suppliers, products and services)

- follow-up of batch release

- assistance (training) of international laboratories and/or sterilization units
- back-up role of QA manager

- team management (3 persons) 

- follow-up of CE certification
Daily use of several standards applicable in our area,  ISO 13485, ISO 11137, ISO 11737, ISO 11135, ISO 14644, ISO 17665 …




Scolarity:

	· September 1999 - June 2002 
	Medical biological sciences at the « Saint-Laurent Sup’ institute » in Liège.  Succeeded with great distinction.

	· September 1997 - June 1999
	University in veterinarian sciences 

	· September 1995 - June 1997
	5th and 6th year of secondary school in French  language at “Jean XXIII institute”, Pesche (Couvin)

	· September 1991 - June 1995
	4 first years of secondary school in Dutch language at “Koningklijk atheneum”, Schaarbeek.


Professional Trainings :

· ISO 9001
· ISO 14001
· ISO 13485
· MDD
· GMP, ICH
· WHO

· FDA
· Internal auditor
· Lead auditor course delivered by BSI (Accredited course by IRCA : International Register of Certificated auditors)
· Sterilization of medical devices (Risö)
· Radiation sterilization
· Steam sterilization

· Eto sterilization

· Validation following CFR part 820

· Introduction to BRC/IFS/HACCP 

· Trackwise
· SAP, iRENcS

· Mikado controlled documents

· Articulate

· E-learning software

· Prince2:  project planning
Languages :

· Dutch : excellent knowledge, mother tongue
· French : excellent knowledge
· English : excellent knowledge
Profile :

· 15 years’ experience in several QA and RA topics in medical device and pharmaceutical area

· Passionate by sterilization of medical devices 

· I am organized
· I am active, energetic and available
· I am assertive
· I am objective and impartial
· I am a team leading person
· I like to take up challenges and I have big ambitions
· I am able to work in stressed situations
· I work fluently with most of the current PC applications (Word, Excel, PowerPoint, Outlook, …)
Private interests:

· Dog training
· Animals and animals’ health
· Travelling
· …
