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PART 1 – CANDIDATE PROFILE 

  
You are an experienced QA Officer working in a regulatory pharmaceutical environment and are 

seeking to join an established growing clinical research organisation. 

 

You are a thorough, risk adverse individual and have very high standards of the quality of your 

work. You have an exceptional eye for detail and a logical thinker with experience of auditing to 

GCP, GMP or GLP quality standards.  

 

You will have experience of planning and conducting audits utilising your exceptional time 

management and organisational skills. You are able to work to strict timelines and ensure your 

work is conducted to the highest standards with meticulous attention to detail. 

 

You are a good, clear communicator who has the confidence to discuss your findings you’re 

your directly colleagues. You have a solid understanding of a quality management framework 

and are prepared to discuss audit findings with the staff and managers alike. You will have a 

strong work ethic to meet tight deadlines and the skills to manoeuvre through your work load 

to manage changing priorities.  

 

You are highly efficient and enjoy working as part of a team, sharing your knowledge and 

experiences.  

 

You want to be part of a fast paced clinical research organisation that is committed to providing 

excellence to our clients.  

 

You will be able to be based in Merthyr Tydfil (where the Group’s Phase I unit, Simbec Research, 

its central laboratory, Seirian Laboratories and where it’s Finance and IT hubs are located).   
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PART 2 – QUALIFICATIONS, EXPERIENCE AND COMPETENCIES   
QUALIFICATION   

Required Desired Measured 

A levels Biology and Chemistry.  Certificates 

 BSc in life sciences Certificates 

EXPERIENCE   

Required Desired Measured 

Minimum 2 years’ experience 

working in a QA role within a 

regulatory pharmaceutical 

organisation  

 CV/Interview 

 Experience of performing audits 

of facilities, systems or 

subcontractors 

CV/Interview 

Experience of auditing to GCP, 

GMP and/or GLP quality standards 

 CV/Interview 

Experience of MS Office for report, 

SOP & CAPA writing   

 CV/Interview 

COMPETENCE   

Required Desired Measured 

Achieves high quality standards 

with attention to detail 

 CV/Interview 

Communicates with confidence 

with staff at all levels when 

discussing and relating findings 

(written and orally).  

 Interview 

Excellent organisation and time 

management skills 

 Interview 

Ability to analyse and resolve 

problems in a logical way with root 

cause analyses of non-compliance 

and CAPA 

 Interview and 

demonstration of your 

ability to interpret the 

requirements of GCP with 

evaluation of example 

non-compliance. 

Resilient, works effectively and 

constructively in a fast paced 

environment 

 Interview 

Deal effectively with changing  

priorities 

 Interview 

Works in a collaborative way, 

coaching staff to ensure GxP quality 

standards are maintained  

 Interview 

Ability to work effectively within a 

team  

 Interview 
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PART 3 – JOB DESCRIPTION  
 

JOB TITLE Quality Assurance Officer 

ROLE HOLDER  

DEPARTMENT Quality Assurance  

DIVISION Simbec-Orion Group 

LOCATION  Merthyr Tydfil, UK 

CONTRACT TYPE Permanent Full time  

REPORTING TO Lisa Harries 

DIRECT REPORTS None 

INDIRECT REPORTS None 

 

ROLE HOLDER  

 

Date:  

LINE MANAGER  

 

Date: 

NEXT REVIEW DATE  

 

JOB PURPOSE 

To work with colleagues across all functional areas to deliver our services to the highest quality 

standards for our clients, in compliance with all applicable regulations and guidelines.  To contribute 

to maintaining and improving the Quality Management System as new regulatory requirements 

evolve.     

 

 

PRINICPAL DUTIES  

1. To conduct In-Process, System and Facility audits as required by Good Clinical Practice (GCP), 

Good Manufacturing Practice (GMP), Good Laboratory Practice (GLP) in accordance with the 

appropriate SOPs 

2. To conduct audits of documents and data such as Clinical Protocols, Database, Clinical Reports, 

and all aspects of analytical data in accordance with the appropriate SOPs 

3. To evaluate audit responses and ensure appropriate corrective actions are completed. 

4. To review Phase Plans, Validation Protocols, and pharmacy documentation where appropriate. 

5. To conduct audits in accordance with the requirements of ISO 17025 

6. To perform external audits including Subcontractors. 

7. To maintain an awareness of current developments in the fields of GCP, GMP and GLP and with 

the Standard for ISO 17025. 

8. To provide training for operational staff in Quality Assurance procedures, GCP, GMP, and GLP. 

9. To provide management with data and information as required, and assist in Regulatory 

Inspections and Sponsor Audits if required. 

10. To aid in the investigation of non-significant and significant non-compliance. 
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PART 4 – BACKGROUND TO SIMBEC-ORION GROUP 
 

 

Simbec-Orion Group Limited (“Simbec-Orion” or the “Group”) was created in June 2014 by the 

merger of Simbec Research Limited (“Simbec”) and Orion Clinical Services Limited (“Orion”).   

 

As a result of the merger, Simbec-Orion is today a full service CRO covering first in human Phase I 

clinical studies through to pivotal Phase III studies and Phase IV post marketing studies.  Simbec-

Orion supports its clients with our own in-house full service central laboratories (branded as 

Seirian Laboratories) pharmacovigilance, data management and statistics, IMP 

management/pharmacy, medical management.  We have expertise in all drug types, dosage 

forms and delivery mechanisms and in later stage development and have six core therapeutic 

disciplines:  

 oncology,  

 rare and orphan diseases,  

 respiratory disorders,  

 dermatology,  

 infectious disease & vaccines, and  

 translational medicine.   

 

We operate internationally serving clients anywhere in the world with physical operations in the 

United Kingdom, France, Germany, Italy, Spain, Czech Republic, Poland, Australia, South Africa 

and the United States of America.  We have a combined staff approaching 250 people with the 

greatest concentrations in the UK and France.  

 

It is our objective to become widely recognised as being a significant international full service 

CRO known for its excellence both across its range of services and in its therapeutic disciplines.  

We compete effectively against many of our larger competitors by offering a broader range of 

services and with greater depth of knowledge in our chosen therapeutic areas.   

 

Given the background of a number of our senior leadership team, we think with the same focus 

as our clients - as drug developers and not simply as outsource service providers.  Our goal is to 

meet their actual needs and not simply execute a study.  

 

 

 


