
¿Are you looking for a new job role? ¿Do you have experience in compliance, regulatory and 

quality assurance and would like to work in a medical device environment? If you are Quality 

Assurance technician, you have work experience in regulated industries and are used to work 

under compliance and standard regulations, this is your new job career. In Valesta we have for 

job! 

Position summary: 

As a member of clinical affairs department the primary objective is assure the security and the 
conformity of products compliant with all relevant medical device regulations (CE / FDA) 
through post-market studies , clinical evaluations, and risk analysis. Another principal function 
of this position is complaint handling. This includes reviewing, investigating and documenting 
information supporting complaint data. Additional functions may include but are not limited to 
support Quality Assurance and Regulatory Affairs as they impact complaints or based on 
department needs. This position will be report to the Clinical Manager, Excellent level of 
written and spoken English is a must for this position.  

 The incumbent will be responsible for investigating specific client complaints / adverse 

experiences / operational problems to identify root cause and designing effective 

corrective and preventive actions; additionally, prepare and provide formal Incident 

Reports for clients, as needed. 

 Manage product complaints from receipt to completion including trend assessment. 

 Process complaints and Medical Device Reports in a timely manner according vigilance 

system requirements. 

 Review, analyse and manage product post market and feedback data,  

 Perform clinical evaluation studies according evolution of the product and technical data 

provided. 

 Determine the root cause of failures, including CAPA, when applicable, as they relate to 

compliant activities 

 Provide Quality/QSR and Regulatory Affairs support when directed by management 

 Work with management to continuously evaluate and improve vigilance system process 

and clinical affairs process. 

 

Requirements: 

- Strong analytical, communication, organization and interpersonal skills are required. 

Specifically strong problem solving/critical thinking skills and ability to learn new skills 

quickly Build relationships with clients and co-workers. 

- Ability to adhere to and abide by the customer’s and company’s quality standards. 

- Self-starter/ Ability to work under pressure with tight timelines 

- Diploma / degree in sciences, health sciences and / or engineering. Experience as QA in 

regulated industries (such as Healthcare, Pharmaceutical, CRO, Medical Device, etc.) 

- At least 3 years of related experience in highly regulated environment 

- Expert Knowledge of ISO 13485, MDD, FDA, etc… 

- Significant technical device expertise in 3 of the following areas: Design control, device 

risk management, complaint handling, post-market surveillance, clinical evaluation. 



- Strong analytical, communication, organization and interpersonal skills are required. 

Specifically strong problem solving/critical thinking skills and ability to learn new skills 

quickly 

- English level: excellent level of written and spoken English. 

- Basic to skilled knowledge of computer including Excel, Access and word-processing. 

What we offer: 

- Permanent contract 

- Be part of a multinational Company belonging to medical devices sector 

- Flex time schedule 

- Social benefits 

- Professional career 
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