
 

 Role –  Principal Labelling Executive 

Reporting to; Labelling Manager 

Location; Harefield- UK  

Tenure; Permanent  

 

MAIN PURPOSE: 
 
The Labelling Team work in close collaboration with Regulatory Affairs, Artwork, Medical, Clinical and 
Pharmacovigilance to ensure excellence in the quality of information contained within Norgine’s 
Company Core Data Sheets, co-ordinating safety submissions for centrally and locally registered 
details within agreed timelines and liaising with Regulatory and the Supply Chain to enable the 
implementation of such changes within the artwork components in pack. 
 
The Principal Labelling Executive is an integral part of the labelling process maintaining global 
product information to a high standard, ensuring that all changes that relate to the safety and efficacy 
of Norgine products are progressed efficiently and reach the patients and prescribers. 
 
 
KEY RESPONSIBILITIES & ACCOUNTABILITIES: 

General 
 Facilitate and accurately document cross-functional decisions taken at Labelling Committee 

Meetings 

 Prepare new, update or withdraw core labelling documentation, co-ordinating input from cross 
functional experts as required to ensure regulatory requirements are met 

 Co-ordinate review and approval of core labelling documentation using Norgine systems to 
ensure transparency and accuracy of change 

 Assist with the planning and preparation of regulatory submissions following updates to core 
labelling documentation in line with Norgine procedures 

 Co-ordinate the preparation of high quality documentation for all regulatory submissions, 
following current best practice standards 

 Manage own workload, ensure safety-related regulatory activities are planned, agreed and 
progressed so that procedural timeframes are met 

 Document submission strategies and plans for Labelling Changes and  track market specific 
variances in SmPC to core information 

 Co-ordinate the generation of global SmPC variations, providing high-quality documentation 
to the appropriate Regulatory Affairs personnel 

 Manage, track and update spreadsheets for labelling activites and generate metrics 

 Support the Labelling Manager at Labelling Committee Meetings, providing visibility of the 
accurate status of all relevant changes, issues and risks appropriate for that meeting 

 Assist and guide presenters at Labelling Committee to ensure the correct 
documentation is available prior to the meetings for review and that presentation 
materials are of the appropriate standard 

 Assist Labelling Manager in tracking and coordinating the progress of Regulatory 
Compliance activites (ie Quality Deviations, CAPAs etc)  

 Be the back-up for Labelling Manager  

 Co-ordinate all Labelling queries and provide guidance on regulatory labelling 
requirements as required 



 Collate regulatory input into PSURs and maintain the PSUR Calendar, ensuring all PSUR 
Regulatory Data documents are completed on schedule and all PSURs are submitted on 
time, according to compliance regulations 

 To prepare for and support inspections and audits as required 
 
 
 
SKILLS & KNOWLEDGE 
 
Qualifications 
Good degree in a relevant life science subject or equivalent 
 
Competencies 

 A good understanding of the drug development and life-cycle management principles and 
processes, specifically labelling processes from signal to pack implementation 

 Excellent verbal and written communication skills.  Ability to produce written regulatory or 
scientific communications with clarity, accuracy and rigor 

 Good attention to detail, ability to quickly assimilate therapeutic/product knowledge 

 Demonstrates an ability to analyse and summarise data to a high level 

 Excellent interpersonal skills 

 Works collaboratively and effectively both within RA and cross functionally 

 Ability to communicate clearly in English 
 
 
 
Norgine is a leading European specialist pharmaceutical company with a direct commercial presence 

in all major European markets. In 2016, Norgine’s total revenue was EUR 368 million. Norgine 

employs over 1,000 people across its commercial, development and manufacturing operations and 

manages all aspects of product development, production, marketing, sale and supply. 

Norgine specialises in gastroenterology, hepatology, cancer and supportive care.  

 

Norgine is headquartered in the Netherlands. Norgine owns a R&D site in Hengoed, Wales and two 

manufacturing sites in Hengoed, Wales and Dreux, France. 

  

For more information, please visit www.norgine.com  

In 2012, Norgine established a complementary business Norgine Ventures, supporting innovative 

healthcare companies through the provision of debt-like financing in Europe and the US. For more 

information, please visit www.norgineventures.com. 

NORGINE and the sail logo are trademarks of the Norgine group of companies. 

Please note that we do try to provide specific feedback to all applications, however sometimes due to 

the volume of applications received we can respond only to those candidates who best match the 

position requirements.  

 

 

 

http://www.norgine.com/
http://www.norgineventures.com/

