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Candidate Profile

	
Candidate ID: 

	152020846

	
Position applying for:

	QA/RA consultant 

	
Key skills and relevant experience:

	· Over 10years experience in the medical device and IVD industries, specialising mainly in RA and QA.

· Experience working with IVD’s.

· [bookmark: _GoBack]Specialises in - Design Development, Validations, Verifications, Sterilisation, Biocompatibility, Clinical Evaluations, Artwork & labelling, Registrations, QMS, Audits, CAPA, Feedback, Post Market Surveillance, Complaints and Recalls.

· Has established a number of Class I, Class IIa and Class IIb Technical Files under aggressive and tight deadlines to meet the Notified body review dates.
· Has experience with submissions of 510k’s on very tight deadlines.

· Expert in restoring QMS issues.

· Lots of FDA audit experience.

· Lots of management experience – was head of Quality and RA departments at both Medicina and Zimmer.


	
Qualifications/Education:

	See CV

	
Location:

	North

	
Expected rate/salary:

	£106 an hour dependant on role, length of contract etc.

	Availability            Interviews:
	Immediate

	                        To start work:
	1 week – would like remote working with some occasional on site visits if crucial 





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


	KEY SKILLS/ EXPERTISE

	
Design Development, Validations, Verifications, Sterilisation, Biocompatibility, Clinical Evaluations, Artwork & labelling, Submissions & Registrations, QMS, internal and Supplier Audits, CAPA, Feedback, Post Market Surveillance, Complaints and Recalls.


	EXPERIENCE

	
Confidential Client 

MEDICAL DEVICE MANUFACTURER (United Kingdom, Sep 2017 till Present date)
(Novel Device consisting – chemistry, biochemistry, fluidics, electronics, electrical and software) 

Director - Regulatory Affairs & Quality
· Responsible for development, maintenance and promoting the organisations Quality and Regulatory strategy.
· To ensure compliance to all applicable standards, regulations and internal procedures by proactively interpreting quality and regulatory requirements in order to devise and implement solutions.
· Prepare the regulatory strategies to support registration and approval of the products into various markets, by CE marking, 510K, PMA and further registration in international markets to ensure the appropriate licensing, marketing and the legal compliance of products and activities. 
· Obtain regulatory approval for product by liaison between the organisation and local, national and international regulatory authorities, including MHRA and the US FDA Notified Bodies to address Quality Assurance, Quality Management System and Regulatory Affairs issues and accreditations
· Communicating labelling and packaging requirements based on the market to ensure clear, accessible product labels and patient information leaflets are developed. 
· Submission of licence and clinical trials applications to authorities to strict deadlines. 
· Managing and developing product trials, interpreting trial data and production of resultant reports
· Contribute to review the project-related or departmental budget and financial management as requested.
· Co-ordinate and support the organisations product development, operations and marketing activities and facilities as requested from time to time.
· Shall be appointed Management Representative reporting to CEO and the Board.
· Direct and provide regulatory guidance to internal and external project meetings, design reviews and risk analysis including Sterilisation, Biocompatibility, Clinical trials.
· Lead internal and external audits, reporting, corrective and preventative actions.
· Supporting Risk analysis as applied to the development and provision of the company’s products.
· Lead the Supplier Evaluation and Approval process, monitoring their performance and driving improvements.
· Review and contribute to contractual agreements and specifications with suppliers and customers.

Key Projects 
· Lead and improve processes - QMS and Business, deputise analysis and trends, report to the leadership team and work with the departments head to implement lean and enhanced performance.
· Lead key projects – development and approval for the Novel device in (EU and US market)
· Manage the site transfer projects.
· Manage manufacturing area refurbishment and expansion projects (Clean room containing manufacturing lines). 
· Help the business with strategic change and the redundancy process. 



	CooperVision Ltd 

MEDICAL DEVICE MANUFACTURER (United Kingdom, June 2017 till Sep 2017)
(Contact Lenses and Lens Care Devices) 

Consultant - Regulatory Affairs
· Perform in depth GAP analysis for the current Technical Files.
· Arrange STED files for the Virtual Manufacture for CE marking.
· Perform in depth GAP analysis for the Risk Assessments procedure to meet the compliance to the current standard and the MDD.
· Review and update product specific risk analysis.   
· Identify and protect company proprietary, patented and confidential information.
· Support various remediation projects. 


	Medicina Ltd 

MEDICAL DEVICE MANUFACTURER (United Kingdom, May 2016 till May 2017)
(Stoma care and Enteral Feeding Devices) 

Manager - Regulatory Affairs & Quality Assurance 
· Lead the Quality and Regulatory department - responsible for compliance with global Quality and Regulatory requirements for a Medical Device Manufacturer.
· Manage all product portfolio throughout the life cycle - Design Development, Product Transfer, Manufacturing, Submissions for approval, International Registrations, Post Market Surveillance and Global Distribution of Product.
· Train the team on preparation and submission of CE Technical File, 510(k) and other regional registrations.
· Mentor and train the team for various aspects of QA & RA – Design development, CAPA, Internal and Supplier Audits, Complaints and Recall Management.
· Registration of products in Australasia, Middle East, Africa, Latin America
· Write and approve complex documents required for submission including the Clinical Evaluation. Conduct and monitor Clinical investigations where applicable.
· Perform Clinical evaluation and write Clinical Evaluation Reports (CER) as per the MEDDEV 2.7/1 Revision 4  
· Perform Biological Evaluation, coordinate Biocompatibility testing and write biological evaluation reports as per ISO 10993
· Carry out Risk Assessment in accordance with ISO 14971 at the product development stage and throughout the life cycle of the products.  
· Supplier management for all 3rd party/ contract manufactured products.  
· Act as Virtual manufacture (formerly OBL) and establish product regulatory dossier and obtain approval. 
· Manage all artwork, labelling, IFUs and literature including the marketing and promotional material to ensure the compliance for various regions and the ISO 15223 
· Quality Management Representative responsible for continued certification and compliance of Medicina’s   QMS to the current Medical Device Directives and the ISO 13485
· Perform gap analysis/ impact assessment of new or revised Standards and Regulation implemented and ensure compliance and implementation within the required transition timelines. 
Key achievements: 
· Managed non-conformance and remediation work on various historic Technical File. Completed the Files through to CE marking and international registration.
· Established number of Class I, Class IIa and Class IIb Technical Files under aggressive and tight deadlines to meet the Notified body review dates. 
· Submission of 510(k) on a very tight project deadline. 
· Resolved historic QMS issues and implemented lean and streamlined QMS fit for the size of the business. 
· Streamlined the product Quality inspections and Release process.
· Reduced the overall number of non-conformances for Technical Files and routine surveillance audits. 
· Trained and built a team with little or no experience to work within the QA and RA environment.


	
Qiagen Ltd

IVD MANUFACTURER (United Kingdom, May 2015 till May 2016)
(Kits used for Diagnosis, Personalised Treatment for Cancer and Infectious Diseases)

Manager - Regulatory Affairs 
· Ensuring compliance with global regulatory requirements.
· Taking overall responsibility as ‘Regulatory Lead’ for Diagnostic device development projects (i.e. regulatory strategy, regulatory risks) for CE marking, 510(k) and PMA. 
· Facilitate with the clinical testing site for the product clinical study. Review the generated clinical trial data for design validation.
· Participation in cross-functional project core teams and 3rd party projects team to provide regulatory input for design development and design control. 
· Preparation of documentation in order to support Global regulatory submissions.
· Support international registration projects for CDx product in emerging markets. 
· Review and approval of labelling, advertising and promotional materials in order to ensure regulatory compliance
· Manage Post-Market surveillance programme to ensure the PMS reports are compiled and approved in time. 
· Represent Regulatory Affairs during management of the IVD product change process. 
· Represent Regulatory Affairs on interdepartmental teams for projects with Operations, Development, and other functions as required.
· Corresponds with Regulatory Authorities on behalf of Regulatory Affairs leadership.
· Participate and address the auditors during the routine surveillance audits for Regulatory operations.  

Key achievements: 
· Demonstrated skills and was nominated as a lead for the implementation of new system - TrackWise to manage the International registrations. 
· Implemented electronic system to improve the data sharing across various sites (Technical Files, 510 (k) and PMA.
· Using the available IT infrastructure, implemented a system to assign, manage and track tasks with the Regulatory departments across sites making the tasks transparent and automated reminders and escalation process. 
· Implemented various lean ways of working within the department – decision records, Competent Authority communication etc. 
· Nominated as a project member for compiling existing product dossiers into a new template making it lean and less cumbersome for international registration. 
· Worked with the project manager to help improving the project team communication and the relationship with the pharma partner.

	
Zimmer Ltd 

MEDICAL DEVICE MANUFACTURER (United Kingdom, Oct 2013 till May 2015)
(Orthopaedic device, Prosthetic Implants and Surgical Device) 

Quality Assurance & Regulatory Affairs Specialist

· Full responsibility of the Quality Assurance and Regulatory Affairs function within UK & Ireland subsidiary.
· Support EU “Authorised Representative” for all non-European manufactured products.
· Support product entry into Markets through CFS, provide support and required information from Technical Files (STED) for Quality and Regulatory enquiries. 
· Contact point for various queries for the Customers, Distributors, Healthcare organisations in UK and Ireland, MHRA and HPRA.  
· Identify and ensure the Business Regulatory requirements, ensure Compliance to local Regulatory requirements and legislation (WEEE directives, Batteries and Accumulators regulation, Packaging waste, etc.) 
· Registration of IVD products with the Competent Authorities as required. 
· Maintain the Quality Management System to ISO13485, MDD, UK Medical Device Legislation, and Zimmer Policies in line with Zimmer Corporate requirements.
· Coordinate communications between the Manufacturers and local Competent Authorities and other agencies regarding Vigilance and Field Safety Corrective Actions (FSCA) including the Field Safety Notices (FSN) and Product Recalls.
· Review and comment on Vigilance, FSN and Recall notification filed with EU Competent Authorities and other agencies.
· Receive and review Product Changes. Perform impact assessment on Registration and other aspects of business and action accordingly. Communicate Product Changes to the Regional Heads and Product Specialists.  
· Management Representative for Zimmer UK & Ireland.
· Lead auditor for internal, supplier and other Zimmer subsidiary audits.
· Facilitate and manage the Notified Bodies Audits, other External and Corporate Audits
· Manage the Quality and Regulatory aspects of outsourced operations under Zimmer UK operations (Warehousing / distribution / decontamination / freight / etc.) by working closely with Suppliers of key products and services. 
· Involved with and often lead special projects as they arise within UK & Ireland’s functions, Zimmer Corporate level projects.
· Chair CAPA meetings and ensure all the activities are managed appropriately to the completion of actions and evaluation of the effectiveness of CAPAs.
· Report KPI for the QARA performance on monthly basis to senior management and to Corporate.
· Coordinate and manage all the local Product Complaints received form the market. Facilitate the investigation process. Review and discuss the final report with the Product Specialist and Regional Heads, if required amend the reports as appropriate and provide final approved reports to the Customers.
· Identify and provide training on Quality and Regulatory requirements and expectations to all Zimmer staff. (ISO 13485, MDD, QMS, Vigilance)  
· Update and maintain the local Document Management System and ensure timely integration of global SOPs and Policies into UK QMS
· Update and maintain the local Website by working closely with the Web support to ensure for product related information is up to date. 
· Coordinate with the other QA/RA departments in various Zimmer Manufacturing site and other Zimmer subsidiaries.
· Facilitate and monitor the Repair process for the Surgical Equipment and Power Tools. 

Key achievements: 
· Resolved historic QMS issues and implemented new harmonised QMS. 
· Implemented new lean ways of managing internal QARA workload.
· Implemented new system to improve feedback and complaint handling system.
· Implemented a new recall management process to improve the traceability and compliance.
· Experience of facing Competent Authorities and Notified Bodies auditors and get through with positive result.


	
Smith & Nephew

MEDICAL DEVICE MANUFACTURER (United Kingdom, March 2012 – Oct 2013)
(Wound Management products) 

Quality Assurance Officer

· Ensure compliance to appropriate standards and practices depending on the products market, required for the manufacture of pharmaceutical and medical devices. Perform all activities in compliance with the relevant cGMP and Quality Systems standards. (ICH, ISO 13485, ISO 9001)
· Support and participate in the introduction of new products and transfer of existing products, with respect to regulatory compliance activities and product release.
· Ensure all the Change Control activities are effectively controlled and outputs are correctly translated into procedures and are communicated to the relevant groups.
· Assist in the management and co-ordination of the regulatory compliance activities and contractual requirements associated with the control of sub-contracted product manufacture. 
· Attend the Regulatory Bodies (FDA, MHRA and Notified Body) during audits and inspections to demonstrate controls are in place for product and system conformances during.
· Audit third party suppliers to ensure the suppliers operate in accordance with the required standards.
· Perform capability assessment and carry out new supplier qualification audits. 
· Participate in the effective management of customer complaints, deviations and non-conformances liaising with supplier representatives as and when required.
· Review batch records, certificates of analysis and sterilisation records of products to ensure that products are made available for sale in accordance with agreed lead-times.
· Analyse and report KPI data for management review.
· Form a part of the team, which ensures that the appropriate quality policies and practices required to support the current business needs globally.
· Support and participate in the development of effective and efficient documented ways of working for the verification of all quality related activities associated with the manufacture of finished products. 

Key achievements: 

· Improve the relationship with the contract manufacturers and suppliers.
· Collated product related data from multiple sources, interpreted and produced management reports with justified balanced recommendations.
· Supported subcontractors in China for the audits and site visits by AVISA. 
· Showed initiative in problem solving by identifying and recommending solutions to problems encountered.


	
Bristol Laboratories 

PHARMACEUTICAL MANUFACTURER (United Kingdom, Jan 2009 – March 2012)
(Manufacture of Generic Pharmaceutical Solid Dosage forms - Tablet, Capsule, Powders) 

Quality Assurance Executive

· Develop and maintain the quality management systems in accordance to cGMP standards.
· Participate as Auditee for internal, external and MHRA audits.
· Perform Internal Audits and Third Party Audits.
· Responsible for compliance (Audit reports, GMP as per ICH and EU guidelines).
· Update of SOPs and deliver training to relevant personnel for new and updated procedures.
· Manage Deviations, Change Control, Complaints, Non-conformances and CAPAs.
· Update Apex documents such as Site Master File and Validation Master Plan, Quality Manual, Quality Policy, Quality Objectives when required.
· Perform Area qualification and periodic Environmental Monitoring studies for Clean rooms.
· Facilitate for activities of new product introduction and transfer of existing products - Technology Transfer, Analytical Method Transfer and Process Validation.
· Management of the Hold Time programme includes planning, implementation and execution.
· Manage and support the external laboratories (Facilitate between the external Laboratories, QP, Marketing/Sales and Logistics).
· Assist and provide support to the quality control team acting QC manager. 
· Handle Out of Specification/Trend (OOS & OOT)/ non-conformances and lead the investigation for noncompliance reports.
· Perform IQ, OQ and PQ studies for Equipment/Instrument prepare protocols and reports where applicable.

Quality Assurance Associate

· Prepare, review and maintain documents (Protocols for Analytical Method Transfer, Process Validation, Hold Time Study, Cleaning Validation, SOPs, Specification, Method of Analysis, Manufacturing Batch Records, Packaging Batch Records, Calibration Schedule/ Records and Technical Agreements).
· Prepare Annual Product Quality Reviews (APQR) and Trend analysis.
· Review records for disposition of Raw Material, Intermediates and Packaging Material.
· Review Batch Documents prior to QP release (Analytical, Manufacturing and Packaging Documents). 


Quality Control Scientist

· Carry out complete analysis of Finished Products and Raw Material by using various Analytical Instruments like HPLC, UV Spectrophotometer, FTIR, NIR adhering to GLP.
· Performing Cleaning Validation and Analytical Method Transfer related studies.
· Carry out Team Leaders role in the QC manager’s absence.
· Calibration of various Equipment/ Instruments such as HPLC, UV, FTIR, Dissolution and Disintegration Apparatus, Balances, Friability Tester, pH meter, Hardness Tester, Oven, Refrigerator etc.
· Calibration of Working Standards against the Reference Standards.
· Performing all the activities whilst strictly adhering to relevant SOP and cGMP.



	
National Toxicology Centre  

PHARMACOLOGY AND TOXICOLOGY LABORATORY (Pune, India)
Research Assistant (Jun 2006 – Jul 2007)

· Performed in vivo Pharmacological and Toxicological Studies on animals.
· Animal Dosing (Oral, IV, IM, IP).
· Animal dissection and organ isolation (rat, mice, rabbit) for Histological Studies.
· Management of Laboratory animal husbandry.


	LEADERSHIP AND LINE MANAGEMENT EXPERIENCE

	
· Head the Regulatory and Quality departments for Medicina. Act as the Management Representative for Medicina. Lead a team of 5 members and report the department’s performance to the Board and the MD.
· Lead the Quality and Regulatory department in Zimmer UK and act as the Management Representative for Zimmer Ltd. Manage daily workload for QARA administration. Measure and report KPIs on monthly basis to the senior management and corporate management. Lead and manage projects at corporate level and roll it out globally Zimmer.
· Lead a team of 4 Analyst for Hold time, Analytical Method transfer and Validations at Bristol Laboratories.
· Oversee a team of 20 analysts for Quality Control as an acting QC Manager for Bristol Laboratories to prioritise and assign daily workload, resolving technical issue, represent the department for cross function meeting. Review records and decide on the disposition of raw materials and finished product batches. 
· Work closely with top management (Directors/VPs) and involved in all top level communication and decisions. 


	TRAINING

	
· Certified Lead Auditor: ISO 13485 and ISO 9001 to carry out audits as per ISO 19011- BSI (British Standards Institution)
· Clinical Evaluation for Medical Devices: Certified course as per the MEDDEV 2.7/1 Revision 4 BSI (British Standards Institution) 
· Quality Management System – CAPA, Deviation, Change control, Management review.
· Design Control and Development, Risk Management 
· Cleaning Validation, Process Validation, Technology transfer and Analytical Method transfer.
· Good Manufacturing Practice, Good Documentation Practice. 


	COMPUTER/IT SKILLS

	
· TrackWise - TrackWise configuration and Crystal reports 
· SAP, Avalon
· Pilgrims, Enovia
· WebView, Prodis
· Expertise in MS-Word, MS-Excel, MS-PowerPoint, MS- Outlook, MS - SharePoint and One note.
· HPLC software’s: Empower, LC Solutions, Total Chrom and Kroma System.
· FTIR software: IR Solutions,
· NIR software: Polychromix, 
· Pharmacology software Labscribe.


	INDUSTRIAL TRAINING

	
Pharmaceutical Manufacturer, (Graduate Internship).
· Explored the QA, QC, Manufacturing and Packaging Department and was introduced to Various Processes as well as Documentation in the Pharmaceuticals industry.
· Worked in various departments (Quality control and Quality Assurance, Manufacturing and Packaging).
· Trained in Quality Control and Quality Assurance.


	QUALIFICATION

	MSc Pharmacology (2007-2008 Grade: Distinction)
University of Hertfordshire, UK.
Course Modules: Pharmacology, Core Molecular Biology, Molecular Medicine and Molecular Pharmacology, Biotechnology and New Drug Development
Research Project: Cardio-protective action of sesame on rat aorta. In vitro study using organ bath and software Labscribe.
Skills achieved: Scientific writing, Literature search and Review, GLP, Team work and Team leading along with good communication skills.

Bachelor of Pharmacy (2001-2006 Grade: First Class)
University of Pune, India.
Major Course Modules: Pharmaceutical Analysis, Pharmaceutical Chemistry (Medicinal, Organic and Inorganic Chemistry), Pharmaceutics, Pharmacology, Microbiology, Pharmacognosy, Industrial Pharmacy.
Skills achieved: Good understanding of Manufacturing and Quality Control of Pharmaceutical products.


	PERSONAL ATTRIBUTES

	· Ability to adapt into new environment and Ability to train and mentor complex processes. Supportive and motivate colleagues and team, bring positive influence.
· Self-motivated, enthusiastic and professional taking initiative.
· Enjoys working independently as well as part of a team assisting to deliver and achieve the set objectives and commitments.
· Ability to perform effectively under significant work pressure.
· Confident and possess good communication skills. Establish and maintain good business relationship with all levels within the organisation, external organisations and with Competent Authorities and other agencies. 
· Meticulous, attention to detail, ability to stay focused and remain patient. 
· Quick and good decision making skill. 
· Process oriented with a lean approach towards processes and tasks.
· Pleasing and approachable personality


	ACADEMIC ACHIEVEMENTS

	· Distinction and was awarded price for standing second in the faculty.
· Received Chancellor’s International Scholarship, University of Hertfordshire, UK.
· Received International Student Scholarship, University of Hertfordshire, UK.


	INTERESTS AND ACTIVITIES

	In social life like to work out in the gym, leisure activities, watch movies, country side drives. 




 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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