
 
 
 

 
 
 
 
 

  

Vacancy 

Job title: Regulatory Senior Specialist 

Reports to:  

Division/Location: RAQA, Chorley with Hybrid 

As a company, we care for the future of healthcare, the environment and the people 
around us. Together, we strive to work exceptionally hard to transform the standards 
of healthcare, grow our company responsibly and be the trusted supplier of 
healthcare essentials. 

To put it simply, our C.A.R.E values are as follows: 

Collaboration Action 
Collaborate with others across the 
organisation, as well as in the medical 
industry to provide the best solutions 
with the most innovative people. 

Act with courage, transparency and 
integrity to build and maintain an 
organisation that people can trust. 

Recognition Empowerment 
Recognise peers, celebrate successes 
and triumphs. We appreciate talent 
when we see it, and it is important to 
share our appreciation for each 
individual regularly, so that we can 
achieve common goals through open 
and honest communication. 

Empower individuals to strive for 
excellence. We measure ourselves and 
our actions through the eyes of 
patients, residents and medical 
professionals. Therefore, we want to 
provide the best standards of care to 
the people at the heart of healthcare. 

 

Principal Accountabilities:  

1. Works under moderate guidance and is responsible for the coordination and 
preparation of document packages for regulatory submissions from all areas of the 
Company. Compiles materials required in submissions, license renewals and 
annual registrations. 

2. Keeps abreast of regulatory procedures and changes. 
3. Coordinates the collection of documents, records, reports and data from 

Development, Clinical Affairs, Quality and Operations Departments for inclusion in 
regulatory documents. 

4. Helps with the preparation of submissions for FDA product approval including 
510(k)s, as well as European Technical Documentation and other countries 
Company is interested to develop  



 
 
 

 
 
 
 
 

  

5. Lead departmental SOP development and implementation and maintain 
regulatory files as required by departmental procedure. 

6. Interact and negotiate with regulatory authorities during the development and 
review process to ensure submission approval as well as during audits to mitigate 
any potential risks 

7. Leads the review of product labelling/advertising to ensure compliance with 
federal regulations. 

8. Serves as RA team member for promotional materials review, experimental 
designs, data analysis, risk management and product labelling as they relate to 
registration and commercialization of medical devices. 

9. Support Regulatory inspections at the site as directed. 
10. Liaise with other departments to ensure correct supporting data generated and 

provided in a timely manner 
11. Assists in the preparation of international registration dossiers for use in 

international registration by Company Affiliates. 
12. Participates with internal/external teams and builds professional relationships. 
13. Identifies and suggests solutions to Regulatory tasks. 
14. Apply technical solutions to problem solving 
15. Apply technical solutions to quality improvement projects 
16. Use technical writing skills to clearly describe technical information 
17. Other duties as assigned by management.  
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