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Candidate Profile

	
Candidate ID: 

	Shimaa

	
Position applying for:

	Regulatory and QA Specialist 

	
Key skills and relevant experience:

	· 15 years’ experience in regulatory and quality in medical devices 
· Gap analysis experience
· Created technical files throughout her career for dossiers and CE marking and keeping them up to date
· Has worked with customer complaints and post market surveillance 
· Is a lead auditor to ISO13485
· Experienced with notified bodies, FDA and MHRA
· [bookmark: _GoBack]Has worked with global sites 

	
Qualifications/Education:

	See CV

	
Location:

	Oxford- happy to travel- would prefer to work the hours across 4 days

	
Expected rate/salary:

	£72 an hour including all agency fees- can be flexible for more remote working 

	Availability            Interviews:
	Immediate

	                        To start work:
	Immediate 





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 and Training courses

Experience and Knowledge of:

· CE mark expertise (driving E mark for new products)

· Technical files Construction

· MDD and MDR

· Clinical Report Evaluation ( Pre & Post CE Mark)

·  Lead Auditor ISO 13485:2016  ( BSI)

· ISO 1005:2005 Quality Plan and Management (BSI Training Certificate)

· Clinical trial investigation protocol

· Extensive knowledge of MHRA regulation and EU regulatory submission.

· Regulatory Cross function.

· ISO 13485 Medical Device Internal Audit     (BSI Training Certificate)

· ISO 9001:2008

· ICH Impact, Eudralex, cGMP, GAMP, GDP and FDA

· Quality by Design certificate from Royal Pharmaceuticals Group

· Project Management










Professional Experience


03/07/2017- Present     Regulatory Affairs Manager

	Boddingtons

· Propose and execute regulatory approval strategies, including preparation and maintenance of all regulatory submissions (OEM/OBL).
· Design, draft, and lead regulatory filing submissions to various international competent Authorities (including MHRA, Notified body FDA, Health Canada, TGA).
· Driving CE mark for new products
· Lead and execute the communication with competent authorities including preparation of Technical dossiers for pre-submission meetings, submissions, reports and responses to questions and inquiries.
· Perform on a continuous basis the regulatory watch in the applicable jurisdictions and act accordingly to ensure continuous compliance to applicable regulations.
· Support the other departments to ensure compliance with the chosen regulatory strategy throughout the product development and lifecycle.
· Participate in internal and supplier audits.
· Participate and support Risk Management activities.
· Liaise with regulatory or competent authorities as necessary to ensure compliance of device is maintained. 
· Participating in internal and external project meeting, design review and risk analysis.
· Review and contribute to contractual agreement with clients.
· Building technical file for CE marking and 510K approval.
· Gap analysis of the technical files to align with MDR and IVDR.
· Provide support and advice to sales teams in the UK and Ireland and work with marketing teams to provide medical advice in the development of new campaigns
· Provide medical, scientific and technical approval of promotional material and activities in accordance with relevant laws, regulations, and codes of practice


08/01/2016- 29/06/2017   Senior Regulatory Affairs and Quality Assurance                

	CooperVision
· Complies with the regulatory requirements and international standards within EU & MENA regions.
· Responsible for supporting the development and implementation of innovative global regulatory strategies for an existing product in the MENA regions
· the development , communication, support and implementation of lifecycle management strategies and ensuring availability of submissions documentation and their subsequent control in Agile QMS.
· Prepares registration dossiers for approval in EU, Africa and Central Eurasia
· Initiates IFUs and required product labelling in line with relevant EU, Africa and Central Eurasia requirements.
· Support and guide regulatory department on the regulatory requirement for launching new products into new market
· Prepares Technical Files for CE approval
· Represents the perspective of regulatory affairs to the company. 
· Interprets general business objectives and effectively presents information to manager and regions. 
· Reviews and approves product labelling.  
· Supports  “Own Brand” and “Private label “ customers on RA /QA activities
· Liaises with Competent Authorities and Ministries of health within the region 
· Provides input to Regulatory Affairs Impact Documents (RAIDS) from an EU, Africa and Central Eurasia perspective.
· Maintains good visibility of Distributers processes and importation requirements
· Maintains a presence at professional societies and contributes to the development of regulatory affairs and legislation.
· Responsible for exhibiting professional behaviour with internal and external business associates that reflects positively on CooperVision
· Proactively acts as a resource to the regions on RA / QA issues and proposes changes to minimise risks and enhance quality, reliability, safety and productivity.
· Maintains ISO 13485 certification
· Performs audits on 3rd party distributers in the EU, Africa and Central Eurasia
· Performs tracks and records recall activities
· Writes SOPS

08/12/2014- 30/12/2015               QA Auditor (Fixed Term Contract)
                                              MSD

· Complete audits of data, information, procedure, facilities, equipment and systems (including computer system) to ensure compliance to SOPs, GMPs and applicable regulation.
· Review and approve production and analytical documentation accompanying the release of drug substance, drug product and packaged finished goods to ensure conformance to appropriate SOPs, GMP and regulatory requirements, including certification.
· Actively communicate and collaborate with functional areas to develop strong working relationship and understanding of roles and responsibilities. Utilise this network to resolve comments and issues that arise during audit and review.
· Support product recalls and stock recoveries as appropriate.
· Identify compliance gaps and make recommendation for continuous improvement
· Create and maintain assigned SOPs.
· Perform and review complaints and deviation investigations, change controls and CAPA’s.
· Compile data for reports and presentation. Interpret data and draw conclusion.
· Creating QP Declaration for IMPD products.
· Carries out all assignments to the standard of compliance, efficiency , innovation , accuracy and safety in accordance with Company and regulation requirements
                                                   
28/10/09-06/09/2013   QC Microbiologist  (QA & Regulatory Auditor)
                                  Moorfields Pharmaceuticals  (Medicinal Products and Medical Devices)

· Implementing, reviewing and strengthening of existing SOPs in addition to the creation of new ones as appropriate.
· Preparing and carrying out yearly audit for documentation, QA and Regulation department and production area. 
· Extensive GMP laboratory experience, with a good working knowledge of a wide range of analytical techniques
· Leading the project of approving new critical service providers to the site
· Managing the audit program of the raw and consumable materials’ suppliers as well as the critical services’ providers.
· Liaising with the procurement manager to demonstrate supplier approval and improving supplier quality.
· Prepare and presenting GMP training sessions to different departments as required.
· Participate in customer and MHRA audit.
· Giving advice to different departments and expertise on the required documentation prior approving a new supplier. 
· Writing audit reports, investigation reports and scientific reports explaining the facts of arising issues based on the relevant data analysis.
· Train the new team members and approve their competency to carry out their tasks. 


27/10/08 –27/10/2009	Documentation Services Officer
		Moorfields Pharmaceuticals
· Review the bulk product batch records and prepare release documentation so that product can be released by the Qualified Person
· Maintain the GMP Deviation & Non-compliance management system and co-ordinate internal /external CAPA follow-up for all products
· Management of change control and deviation tracking system
· Tracking and co-ordinating follow-up of all GMP related change control requests raised internally and by GMP contractors.
· Co-ordinate close-out and CAPA of findings/responses arising from Audits of GMP contract manufacturers, contract packaging and contract test facilities.
Management of procedures and controlled documents, such as:
· Controlling issue and retrieval of superseded documents
· Maintaining hard copy and electronic copies of current and archived documents
· Notifying all departments when documentation is due for update
· Assist all departments in minor updates.
· Ensure training on procedures is done and documented including the maintenance of a training matrix
· Customer complaint investigation and Technical support for QC, QA and other departments
· Support QA problem solving, such as non-compliance investigations
· Issue of C of A's for customers
· Mmaintain TSE and API GMP certification for existing and new suppliers


22/09/08 -20/10/08	Quality Control Analyst (Contract)
Barts & The London NHS Trust
· Performing a variety of microbiological tests including Bacterial endotoxin testing using the LAL clot limit method.
· Performing QC validation analysis using HPLC, UV-VIS, IR, PH Assay, Chloride Assay and Wet-Chemistry techniques.
· Perform physical, chemical and microbiological environmental monitoring of the clean room.


19/08/08 – 19/09/08	Quality Control Microbiologist (Contract)
Moorfields Pharmaceuticals
· Performing  a variety of microbiological tests including Bacterial endotoxin testing using  the LAL clot limit method, APILAB for microbial identification and Water testing using membrane filtration and Bio burden
· Practiced Current Good Manufacturing Practice (cGMP) and Good Laboratory Practice (LGP)
· Reviewing change controls and GMP deviations
· Being involved with enquiries and investigations (Non compliance)
· Ensure that all equipment and calibration records are maintained up to date.
· Carry out weekly records checks on records in the environmental laboratory to ensure that accurate and traceable records are maintained.
· Performed different bacterial analysis including Coliform, E.Coli, Bacillus species, Pseudomonas species, and staphylococcus species on water, the environment and personnel by plating them on agar plates to check the sensitivity, accuracy and most importantly to ensure that products being made are free from contaminants.
·  To carry out environmental monitoring of all Pharmaceutical clean rooms in accordance with laid down procedures; documenting the results and reporting any signs of contamination to the Quality assurance office / Quality control manager.  This includes monitoring of the clean room environment, water supplies and personnel
· Maintaining adequate stock control and correct storage of all consumable materials used in environmental monitoring and microbiological testing.  This includes carrying out quality control procedures on broth and agar plates.
· Sampling the water purification plant, clean steam condensate and simple aqueous solutions.
· Enumerate and identify environmental isolates to species level.




05/08/08 – 08/08/08	     Quality Control Assistant
			Hospira Healthcare Ltd, London

· Monitor compliance with the requirement of GMP
· Perform physical, chemical and microbiological environmental monitoring of the clean room.
· Read, document and action any out of limit results according to procedure
· Ensure compliance with all QC deadlines e.g. log book reviews, reading of intensive broth validations and monitoring forms
· Support the QC department in training of rotational and new staff
· Ensure all testing results are accurately entered in the databases and that databases are maintained according to production requirements
· Maintain all aseptic suites to the highest standards of EU GMP/ SOPs
· Review Quality Control Procedures according to review dates and when required 
· Help in the validation. Evaluation and qualification of all new and ongoing processes and to ensure that change control is implemented where applicable
· Supporting QC Management on periodic maintenance of Company’s site
· Responsible for CPD (Continuing Professional Development) alongside Training and HR departments
·  Ensure that the internal QA schemes are implemented in the laboratory, results are monitored on a daily basis & any unsatisfactory results are investigated
· To assist in the validation of cleaning and disinfection procedures




 01//07/04- 25/01/07	                          GMT, Cairo, Egypt

				                   Quality Assurance & Regulatory Affairs Executive
· Following and updating CAPA  system.
· Quality systems implementation and maintenance.
· Modifying and ensuring contractor quality standards and protocol for processing materials into partially finished or finished product. 
· Implementing methods and procedures for inspecting, testing, and evaluating the precision and accuracy of products and production equipment. 
· Responding to technical and quality issues and assists in resolving schedule conflicts.
· Specifying inspection and testing mechanisms and equipment. 
· Conducting contractor quality assurance audits and performs statistical analysis; ensures that the product is available to meet company needs. 
· Coordinating the development of documentation for contractor manual.
                                                                                  

15/09/01 – 28/05/04	October 6th University Cairo, Egypt
				Biology Lecturer/ Instructor

My main duties and responsibilities were to teach biology to the students of dentistry faculty, preparing the exam questionnaires, checking the results, preparing practical tests, explaining the practical part of medical microbiology and bioinformatics.








Education & Professional Qualifications 

2014-2016               University of London, Birkbeck
                                      MSC in Applied Statistics with Medical Applications

2012-2014                University of London, Birkbeck
                                      PGC in Applied Statistics

2011-2012                University of London, Birkbeck
                                 Graduate Certificate in Statistics
   
 The attained grade is 2:1                                  

1997 – 2001	University of Tanta Faculty of Science, Tanta, Egypt
			BSc Microbiology 

The 4th year student grade: Excellent (96.3%)
Graduation project grade: Excellent (98%)
General accumulative grade: Very Good (82.9%)
The Bachelor degree in Science is documented by UK NARIC - National Recognition Information Centre for the United Kingdom

1994-1997		Kasem Ameen High School, Tanta, Egypt
				
• Total pass 94.6%
Key Modules: Physics 47.5/50, Biology 48.5/50, Chemistry 48.5/50, Mathematics 45/50, Economy and Statistics 47.5/50, English (first foreign language) 41.5/50, French 39.5/50, Arabic 41/50
Grand Total 359/400

Interests and Achievements

I enjoy music, interested in science and organic chemistry, health and lifestyle, fashion, travelling to new places and meeting people from other cultures. I speak English and Arabic fluently.

References available on request
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