
Senior Scientist/Scientist III (Investigational New Drugs) 
 

Hours :  35 hours per week 

Salary & Benefit package:  On application  

Working in a subsection of the Operations department, the IND team assist clients to develop, validate and conduct 
biological assays to support GMP lot release of their IND material which will be used for a variety of exciting new 
drugs. 

The successful candidate will report to the Associate Director of IND and will be responsible for mentoring a group of 
Scientists and Analysts within the IND team, line managing Analysts and providing support for the Associate Director. 
They must be able to demonstrate technical excellence in the development and optimisation of cell based assays 
(Bioassays, binding assays etc.) and ELISAs and have an established knowledge of the regulatory testing 
requirements at different phases of development and clinical trial through to release. Additionally, they will 
demonstrate excellent organisational and leadership skills required to assist in the smooth running of the 
department. Some out of hours and weekend work may be required. 

RESPONSIBILITIES: 
 Function as a Study Manager/Study Director demonstrating appropriate knowledge of regulatory and GxP 

requirements 
 Provide expert technical advice (problem solving and troubleshooting) both internally and to clients 
 Responsible for ensuring Studies are conduced to the required level of compliance 
 Review, interpretation and trend of data 
 Mentor Scientists and Analysts 
 Line management of Analysts 
 Provide excellent technical expertise and service delivery to clients 
 Participate in Sponsor meetings and conference calls and assist in hosting client inspections  
 On time delivery of project timelines.   
 Work as part of team to ensure the smooth running of the department 
 Ensure GxP compliance throughout testing and work with QA to address any potential issues 
 Ensure all health & safety regulations are adhered to 

QUALIFICATIONS/EXPERIENCE: 
 A Degree/Masters/PhD in a relevant scientific discipline and/or comparable experience 

 Experience in the regulatory requirements (GxP) 

 Experience in development, performance, analysis and interpretation of cell based assays (Bioassays, binding 
assays etc.) and ELISAs is essential 

 Appropriate knowledge of data analysis/statistical tools is essential (Softmax, PLA etc)  

 Experience in managing client studies is preferable 

 Experience in client communication is preferable 

SKILLS/ATTRIBUTES: 
 Ability to work well under pressure in a fast paced environment 

 Responds well to scientific challenge and applies significant rigor to their own work 

 Excellent written and verbal communication skills coupled with the ability to prioritise multiple tasks 

 Excellent organisational skills 

 Confidence to challenge existing systems & processes 

 Thorough understanding and experience of applicable EU and US GMP or GLP regulations 

 Competent in Word, Excel and PowerPoint 

How to Apply  

Submit your CV and covering letter through our Company website career page: https://biooutsource.has-
jobs.com/ 
Closing date for applications is: 20th April 2015 

https://biooutsource.has-jobs.com/
https://biooutsource.has-jobs.com/

