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JOB DESCRIPTION

JOB TITLE: Quality Assurance (QA) Associate
JOB HOLDER:
REPORTS TO: QA Associate Manager
LOCATION: FUJIFILM Diosynth Biotechnologies UK Ltd

JOB PURPOSE

To operate, administer, maintain, develop and continuously improve the routine systems 
operated by the QA Department for example Document Control and Issue, Change Control, 
Investigations and Corrective & Preventative Actions (CAPA), Materials Assurance, 
Auditing, Qualification and Validation, Manufacturing and QC documentation review and 
Training.

DIMENSIONS

NO. OF STAFF REPORTING TO INDIVIDUAL: 0

NUMBER OF PROJECTS (PER ANNUM): Up to 4

FORWARD WORK PLAN: 1 to 3 months

KEY TECHNIQUES
 Principles and application of Good 

Manufacturing Practice (GMP)
 Team work, flexibility and good 

interpersonal skills
 Auditing
 Coaching
 Sound judgement in Quality issues

PRINCIPAL ACCOUNTABILITIES

1. Administer, maintain, and continuously improve any assigned QA systems, which 
may include, Document Control and Issue, Change Control, Events Deviations & 
Non Conformances, CAPA’s,  Qualification and Validation,  Materials Assurance, 
Auditing and Training. 

2. Operate core QA events, deviation, non conformance, change control, and 
document writing and review processes as instructed by QA Management. 

3. Ensure self and colleagues have no overdue training, or site actions.

4. Train staff in own and other areas as required in specific tasks related to job role.

5. Ensure local work processes are continuously improved and any efficiency gains are 
captured in work instructions or guidance notes. 

6. Continuously improve the Safety, Health, and Environmental impacts of local work 
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process operated by self and team.

7. Represent own work on quality records (Change controls, Batch Manufacturing 
Record, validation documentation etc.)  in customer audits.

8. Where appropriately trained be able to deputise for and carry out the duties of  
nominated QA personnel of similar grade.    

SPECIAL FEATURES

General:

1. Minimum of one A level in a science based subjects or similar qualification or 
equivalent competence demonstrated by experience.

2. Must be able to work effectively and accurately when balancing conflicting priorities 
or handling large amounts of information, data or documentation.

3. Be able to identify when escalation to management is required with regard to 
conflicts in work or problems are identified.

4. Must be a flexible, self starting team player, able to work with minimum supervision, 
who possesses good organisational, time management and interpersonal skills and 
is able to deliver high quality and accurate work.  

QA Facilities Team

1.To review qualification and engineering documentation to support the use of the GMP 
manufacturing facilities in the manufacture of biological Bulk Drug Substance (BDS) used in clinical 
trials and commercial products.

2.Responsible for the review of investigations into environmental and water system monitoring 
excursions.

3.Responsible for preparation of monitoring statements in line with the requirements of the 
disposition and release for manufacturing processes.

Key Competencies

Key Competency Demonstrated Behaviours Performance Indicator

Self development 
orientation

- Critiques own performance as a 
means of self-improvement.
- Seeks opportunities to build 
knowledge in work-related areas.
- Actively seeks feedback as a 
significant source of learning and 
improvement.
- Seeks development projects and 
tasks.
- Learns from mistakes.

Learning log

Tenacity - Sticks with a problem until it is 
resolved.
- Repeatedly pushes others to do 
something.
- Demonstrates unflagging energy 
in pursuing a problem.
- Works unusual hours to 
accomplish a goal.
- Stays with a  position or plan of 

Activities completed.  
Maintain record of 
examples.
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action until the desired objective is 
achieved or no longer reasonably 
attainable.

Thoroughness - Follows up incomplete or 
inadequate answers to pin down 
the facts.
- Takes action to tie up loose ends.
- Checks to ensure data is accurate 
and sustainable.
- Makes sure all necessary tasks 
have been completed.
- Checks work for errors and 
omissions.

No adverse observations 
at audit regarding 
completed tasks.

Concern for standards - Takes firm action on sub-standard 
performance.
- Explicity defines consequences of 
not achieving standards.
- Takes action to ensure consistent 
application of procedures/systems.
- Makes sure that work and/or 
products are completed in an 
accurate and timely fashion.
- Makes sure that work meets 
quality standards.

Quality of documents 
approved.

Analytical Thinking - Thinks through the consequences 
of different courses of action.
- Identifies root causes.
- Thinks through priorities.
- Understands and evaluates 
numerical data, tables, charts or 
graphs to get to the cause of a 
problem.
- Makes sense of information by 
organising it.

Successful review of 
documents such as 
laboratory investigations.  
Identification of trends in 
environmental data.  
Maintain a record of 
examples.

Ability to Learn - Quickly understands what new 
tasks/jobs required.
- Easily learns unique job-related 
vocabulary.
- Easily learns new information 
regarding changing products, 
operations, etc.
- Learns highly complex 
information regarding a product or 
operation.
- Is open to and understands new 
ideas.

React positively to 
comments on reports and 
learn from them.

Signed / Dated (Individual) 

Signed / Dated (Line Manager)


