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Candidate Profile

	
Candidate ID: 

	Ray

	
Position applying for:

	Regulatory Specialist

	
Key skills and relevant experience:

	· [bookmark: _GoBack]20 years within Regulatory for Medical Devices including class l, ll and lll devices including orthopaedics and implants 

· Working with prep and submission of global regulations 

· MDR prep and gap analysis

· Assisted with internal and external audits

· Worked with maintaining QMS systems and CAPA

· CE Marking

· Registered products in EU, US/Canada, ROW
             PMA Pre submission


	
Qualifications/Education:

	See CV

	
Location:

	Flexible -

	
Expected rate/salary:

	£75 an hour including all agency fees 

	Availability            Interviews:
	Immediate by telephone 

	                        To start work:
	4 weeks




Consultant Details:

Casey Sedgwick
T: +44 (0)113 241 6690
E: c.sedgwick@realstaffing.com









 With regard to the information contained in this CV you are bound by Real Staffing terms of Business which are enclosed


CURRICULUM VITAE 



PROFILE / OBJECTIVE

As a Senior Regulatory Specialist I am highly motivated for further progression within the medical device and IVD industry. I have a sound knowledge of regulatory requirements, which has been built up by working in several different companies performing differing roles. I can work competently on my own or within a team to achieve desired results.  I have shown in my career that I am ambitious and keen to expand on my current knowledge. I thrive on new challenges and am always keen to take on new responsibilities.   

My current areas of expertise are maintaining the quality system to the requirements of ISO 13485, 21 CFR parts 801, 803, 806, 807 & 820 & MDD 93/42/EEC. I have experience working with all classes of devices from invasive to non-invasive, as well as bio-resorbable products manufactured with porcine.

I have a very good knowledge of global regulations and have registered all classes of medical devices and IVDs globally and am very comfortable sharing my knowledge in a presentation or project plan format. I have registered Class I – III products in the following markets -

Brazil 		Argentina		Taiwan		Egypt
Iran		Ukraine		Japan		South Korea
Singapore		Russia		Italy		Australia
New Zealand	Saudi Arabia	UAE		Mexico
Turkey		Canada		China



CAREER HISTORY:


Stanmore Implants Worldwide (Stryker owned company)
August 2016 – Present	   	Senior Regulatory Affairs Specialist
www.hyaltech.co.uk

Stanmore Implants designs and manufactures Class I, Im, IIa, IIb & III medical devices. The devices are orthopaedic implants for upper and lower limbs for patients 

Responsibilities:
· Compile and complete global regulatory assessments for recalls and adverse events
· Work with cross functional teams to initial and close Product Field Actions
· RA lead for Annex II renewal
· Convert Class IIa & Class III Technical Files/ Design Dossiers in to STED format
· RA lead for custom made device case reviews 
· Site lead for MDR gap analysis for Elstree site
·   Participated in MHRA and unannounced SGS audit 
·   Work with FDA and US sales team to complete compassionate use submissions for custom devices
· RA lead for Stryker distributor integration registrations
 








Hyaltech Ltd ( Carl Zeiss Company)
February 2016 – August 2016  (contract)   	Senior Regulatory Affairs Specialist
www.hyaltech.co.uk

Hyaltech designs and manufactures Class IIa, IIb & III medical devices. The devices are ophthalmic viscosurgical devices (OVD's) for cataract surgery.



Responsibilities:
· Liaise with Notified body with regards to change management of products
· Process improvements including streamlining Technical Files in to STED format
· Create regulatory plans for new product develop ment 
· Develop early stage planning for change to MDD
· RA Lead for Unannounced DEKRA audit



LifeScan
November 2014 – August 2015   (contract)   	Senior Regulatory Affairs Specialist
www.lifescan-scotland.co.uk


Responsibilities:
· Lead RA function during NPD projects leading them to successful clearance with the     Notified Body using the STeD format
· Work with project teams to achieve successful overseas registrations
· Lead global intelligence team meetings
· Participate in team continuous improvements


May 2013 – October 2014          		Maetrics LLC (Depuy Synthes)
Medical Device Consultant
www.maetrics.com

DePuy Synthes, is a member of Johnson & Johnson's Family of Companies. Maetrics is a full-service, professional consulting firm for FDA regulated industries. Maetrics leverages its wealth of experience to provide cost-effective solutions that are based on nearly 30 years of experience in developing and implementing compliant, sustainable best practices that will withstand regulatory scrutiny. Maetrics is a global organization with offices throughout the United States and in Europe. 
Responsibilities:
· Worked as a medical device consultant based in Switzerland 
· Worked on global remediation quality project manufacturer of orthopaedic devices 
· Review and remediate CAPAs and internal audits 
· CAPA SME
· Additionally performing audits of the other 6 work streams for effectiveness of the actions that have been implemented as part of the Global Remediation Quality Plan.














February 2012 – April 2013 		Spectrum Medical 
Quality and Regulatory Specialist
www.spectrummedical.com

Spectrum Medical designs and manufactures non-invasive diagnostics systems for extracorporeal procedures, as well as this Spectrum has various stand-alone software products. 

Responsibilities:
· Managed a project to implement a quality system for our company based in the USA 
· Researched & Prepared project plan for PMA submission to the FDA 
· Reviewing Risk Management activities
· Working with standards such as 60601, 62304 & 62366
· Overseeing and managing the quality system
· Hosting customer audits
· Performing internal audits to ISO13485
· Canadian Regulations and 21CFR parts 801, 803, 806 & 820
· Host Notified Body Audits  
· Managing Document Control
· Managing NCR/CAPA process
· Chair bi-monthly quality meetings
· The direct contact with the Notified Body
· Oversee and perform PMS
· Manage all overseas registrations



QIAGEN Manchester 
September 2015 – February 2016  (contract)   	Senior Regulatory Affairs Specialist
www.qiagen.com


Responsibilities:
· PMA pre submission preparation 
· Lead RA function during NPD projects leading them to successful clearance with the     Notified Body using the STeD format
· Work with project teams to achieve successful overseas registrations


LifeScan
November 2014 – August 2015   (contract)   	Senior Regulatory Affairs Specialist
www.lifescan-scotland.co.uk


Responsibilities:
· Lead RA function during NPD projects leading them to successful clearance with the     Notified Body using the STeD format
· Work with project teams to achieve successful overseas registrations
· Lead global intelligence team meetings
· Participate in team continuous improvements














May 2013 – October 2014          		Maetrics LLC (Depuy Synthes)
Medical Device Consultant
www.maetrics.com

DePuy Synthes, is a member of Johnson & Johnson's Family of Companies. Maetrics is a full-service, professional consulting firm for FDA regulated industries. Maetrics leverages its wealth of experience to provide cost-effective solutions that are based on nearly 30 years of experience in developing and implementing compliant, sustainable best practices that will withstand regulatory scrutiny. Maetrics is a global organization with offices throughout the United States and in Europe. 
Responsibilities:
· Worked as a medical device consultant based in Switzerland 
· Worked on global remediation quality project manufacturer of orthopaedic devices 
· Review and remediate CAPAs and internal audits 
· CAPA SME
· Additionally performing audits of the other 6 work streams for effectiveness of the actions that have been implemented as part of the Global Remediation Quality Plan.


February 2012 – April 2013 		Spectrum Medical 
Quality and Regulatory Specialist
www.spectrummedical.com

Spectrum Medical designs and manufactures non-invasive diagnostics systems for extracorporeal procedures, as well as this Spectrum has various stand-alone software products. 

Responsibilities:
· Managed a project to implement a quality system for our company based in the USA 
· Researched & Prepared project plan for PMA submission to the FDA 
· Reviewing Risk Management activities
· Working with standards such as 60601, 62304 & 62366
· Overseeing and managing the quality system
· Hosting customer audits
· Performing internal audits to ISO13485
· Canadian Regulations and 21CFR parts 801, 803, 806 & 820
· Host Notified Body Audits  
· Managing Document Control
· Managing NCR/CAPA process
· Chair bi-monthly quality meetings
· The direct contact with the Notified Body
· Oversee and perform PMS
· Manage all overseas registrations


2007 – 2012: 			Summit Medical Ltd
Regulatory Affairs Executive
www.summit-medical.co.uk

Summit Medical manufactures and distributes single use medical devices for orthopaedic use. These devices include a post-operative auto transfusion system and Hi Vacuum bone cement mixing and delivery systems. 

Responsibilities:
· Managing all overseas registration projects for Summit Medical and Orthomed (group company)
· Prepare and present presentations on overseas countries registration to Top Management
· Managing full CAPA life cycle and providing advice on CAPA
· Creating and maintain the internal Audit schedule
· Performing internal audits to ISO13485, Canadian Regulations and 21CFR820
· Writing internal audit reports
· Advise colleagues about the regulations on product artwork and literature 
· Creating and Amending Internal Procedures and Standard Operating Procedures (SOPs)
· Maintaining Device Master Files


2007- 2009				Summit Medical Ltd
Cleanroom Technician 
www.summit-medical.co.uk

Responsibilities:

· Assembling class I (non sterile) and IIa medical devices in a Class 7 clean room  

EDUCATION:

2000 – 2007: Cotswold School 
(7 GCSE’s including English, Maths and Business Studies)

Achievements and Training

· CAPA System training
· ISO 13485 Auditor
· ISO 14971 Risk Management
· ISO 19011 – Principles of auditing
· Trained to ISO19011: 2002
· Involved in hosting numerous Notified Body Audits
· Performed internal audits in R&D, Manufacturing, QA
· Passed my forklift test in 2009
· Excellent knowledge of MS Word, Excel, PowerPoint and Project
· Part of a very successful FDA Inspection, which yielded zero findings.
· Part of implementing the changes as part of the amending directive (2007/47)



REFEREES

References are available on request 

 With regard to the information contained in this CV you are bound by Real Staffing terms of Business which are enclosed
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