
 

 

 

 

Role specification 
QA Document Control Specialist 

Cambridge (US) or Oxford (UK) 

 

Position profile: 

Report to Senior Director QA  

Summit Therapeutics is biopharmaceutical company. We are headquartered in Oxfordshire, 
UK and have offices in Cambridge, Massachusetts, US and Cambridge, UK.  

Summit Therapeutics is identifying and developing new mechanism antibiotics for the 
treatment of serious infections. At the core of our strategy, we are using new science and a 
new philosophy to create new opportunities in infectious diseases and to achieve commercial 
success by replacing current standards of care.  We believe that new mechanism antibiotics 
are the solution to combating today’s bacterial threats.  

With novel mechanism antibiotics in development for C. difficile infection (‘CDI’), gonorrhoea 
and ESKAPE pathogens we are a leader in antibiotic innovation. The acquisition of Discuva 
Ltd. in late 2017 has given us a technology platform to aid in the discovery of novel 
mechanism antibiotics which helps expand our pipeline. 

Ridinilazole  

Ridinilazole is our lead antibiotic, to treat C. difficile infection (‘CDI’) treatment which is in 
Phase 3 trials. These studies investigate whether Ridinilazole is superior to the current 
standard of care in the initial cure of CDI and the reduction of recurrence.  

We are looking for a Document Control Specialist to support GxP operations at Summit. 
Reporting to the Senior Director QA, role encompasses a wide range of duties including the 
following; 

 
Main tasks and responsibilities:  

• Supports the Quality Management System 
• Works closely with the Line Manager and the wider QA team in maintaining the 

quality objectives and embedding quality culture into the organisation  
• Implements and manages the electronic quality management documentation 

management system including uploading and archiving documents and handling 
associated requests 

• Delivers the ‘Service Owner’ role for the electronic Quality Management System to 
ensure the system is used by the wider organisation and any error reporting is 



 

handled in an effective manner. Also ensures ongoing 
development and enhancement of the toolset to meet evolving 
business requirements.  

• Provide support within the existing paper based QMS in terms of update, 
maintenance, drafting, QC of procedural documents.   

• Checks / maintains the compliance and quality of the documents, in relation to 
Standard(s), Guidance and Summit’s procedures and expectations 

• Responds to documentation enquiries, giving appropriate access to information 
• Supports in documenting internal and external audits in the QMS 
• Supports other functions in drafting, reviewing and approving documents / records 

using the QMS  
• Supports the implementation and management of non-conformance and CAPA 

systems within the QMS  
• Supports the ongoing maintenance and improvement of standard operating 

procedures and user guides in the QA department 
• Reports on progress of documents ensuring that documents are reviewed and 

approved within the review cycle 
• Provides support to the Line Manager and wider QA team in conducting QA related 

training to the company  
• Supports in any other tasks as deemed appropriate by the Line Manager. 

 
Candidate specification 

• Minimum 5 years experience, most likely gained through delivery of a similar role, 
with knowledge of administering a Document Control Management System in a 
Quality / Compliance orientated environment 

• Mandatory experience in a biotech/pharma industry with electronic Quality 
Management Systems; preferred to have experience in both paper-based as well as 
electronic systems 

• A degree in life sciences or related field is preferable 
• Previous experience of writing standard operating procedures and migrating 

documents in an eQMS is essential (experience of working with MasterControl and/or 
Trackwise is preferable).  

• Good Document Administration / IT (MS Office) skill-sets 
• Demonstrated commitment to quality 
• Excellent communication skills, liaising with colleagues and system providers  
• Proven ability to change, prioritise accordingly and maintain strong organisational 

skills 
• A willingness to be flexible, performing responsibilities not identified in this role 

specification, and assuming responsibilities as our needs change 
• Must have the ability to work independently and also a good team player, with proven 

ability to provide practical and pragmatic solutions with speed and efficiency 

To apply, please send your CV/resume and cover letter to careers@summitplc.com. 
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