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NHS GREATER GLASGOW AND CLYDE	
			
JOB DESCRIPTION

	1. JOB IDENTIFICATION

	 
Job Title:	

Responsible to:	 

Department(s):	

Job Reference:	

 Last Update (insert date):	

	
Radiopharmacy Quality Assurance Lead.  
(Health Science Service Manager Framework stage 8)

Head of Radiopharmacy 

Radionuclide Dispensary, former Western Infirmary Site 

	
15-Apr-25


	2.  JOB PURPOSE 

	. 
Management of the Quality Management System of the Radionuclide Dispensary, which is a requirement of EU Good Manufacturing Practice and the Manufacturer’s “Specials” Licence issued by the Medicines and Healthcare products Regulatory Agency (MHRA). 
Support and deputise for the Head of Radiopharmacy in all Quality Assurance matters, to ensure the Radiopharmacy operates according to the terms of its Manufacturer’s “Specials” Licence, as defined by the EU Guidance on Good Manufacturing Practice (GMP).  
This will be achieved by: monitoring and acting on out of specification results from the clean room environment and equipment; leading investigation into, approving actions taken, and closing deviations and non-conformances; leading and approving root cause analysis investigations; managing change control and training of new staff in quality assurance.
Supporting the Head of Radiopharmacy in matters relating to Clinical Governance and the procurement of licensed and unlicensed medicines.
Liaising with the Regional Quality Assurance Service (Stobhill Hospital) to ensure a consistent approach to Quality Management across NHS GGC licensed services. 
Direct line management of proposed RND QA staff




	3.  ORGANISATIONAL POSITION

	
[bookmark: _GoBack]



	4.  SCOPE AND RANGE OF DEPARTMENT

	RND is part of the NHS GGC Department of Clinical Physics and Bioengineering within the Diagnostics Directorate. 
The Radionuclide Dispensary (RND) provides SPECT radiopharmaceuticals for approximately 35,000 patients per year in the Nuclear Medicine departments and theatres across NHS GG&C, Lanarkshire, Ayrshire & Arran and Forth Valley as well as research and commercial customers. 
This includes radioactive therapy doses. 
RND holds a “Specials” licence issued by the Medicines and Healthcare products Regulatory Agency (MHRA). This post is critical in ensuring compliance with the requirement of EU Good Manufacturing Practice and the Manufacturer’s “Specials” Licence, and liaising with the MHRA. 
A replacement RND facility project is underway with the facility scheduled to be handed over to the NHS in Summer 2026. 
Staffing Responsibilities:
Direct line management of the proposed Radiopharmacy Quality Systems Specialist post, including development of this new role, and any other future QA roles. This will include annual appraisal, personal development and performance review for this post.

Day to day supervision of other QA staff within the specialist area. This role will include specified human resource functions e.g. participation in recruitment and selection for Radiopharmacy posts, personal development and performance review.
Responsible for ensuring that all staff in the Radiopharmacy are adequately trained and validated to perform their duties. 
Contribute to the education and training of Radiopharmacy staff on Quality Assurance and current GMP regulations and standards.

Contribute to the education of other professional groups including Scientist Trainees, Nuclear medicine technologists, Physicist Trainees and other staff groups as appropriate. 

Act as an assessor or trainer for Clinical Pharmaceutical Scientist Trainees. 


	5.   MAIN DUTIES AND RESPONSIBILITIES

	Main duties and responsibilities

1.   Expand on, and adapt, the current facility Quality Management System for the new facility. 
Support the Head of Radiopharmacy in developing Validation Plans for new systems and equipment within the new facility. 
Review and approve validation plans and reports.
Contribute to the MHRA “Specials” licence application for the new facility.  

2. Manage the Quality Systems Specialist and other future QA staff and work with the Head of Radiopharmacy and Regional Quality Assurance Services to ensure RND and the new facility operate according to the terms of its Manufacturer’s “Specials” Licence, as defined by the EU Guidance on Good Manufacturing Practice (GMP).  This will be achieved by: assisting in the approval and review of standard operating procedures; training of new staff in GMP and quality assurance; monitoring environmental monitoring results of products, equipment and facilities; raising, investigating and approving deviations and non-conformances from out of specification results; and ensuring the Quality Management System (QMS) is kept up to date with current GMP standards. 

3. Further development and maintenance of a comprehensive QMS to ensure the quality, safety and efficacy of the products manufactured, including the review and approval of standard operating procedures, change control reports, risk assessments, worksheets and other approved documentation.

4. Perform monitoring and approval of critical tests and trend analysis of results, including environmental monitoring and instrument calibration to ensure RND facility and equipment is performing within GMP specifications.

5. Raise and investigate, or review and close, deviation and non-conformance investigations, including root cause analysis investigations, arising from out of specification results from quality control checks of products, environmental monitoring and corrective and preventative action (CAPA) reports.

6. Contribute to the development of the service, in response to legislative and regulatory changes, in-house research and validation, the evolving consensus of GMP and the availability of new diagnostic tests and treatments.

7. Perform and check final product quality control checks on radiopharmaceuticals, approving them for release for use in patients, or rejecting them if quality standards do not meet specifications according to EU Good Manufacturing Practice standards.

8. Participate in product release if required.

9. Be an Authorised Signatory for ordering radiopharmaceuticals and supplies to the total value of £20,000. 

10. Ensure that the Quality Assurance programme is carried out; meeting Key Performance Indicators (KPIs) for the QMS and ensuring all quality system tasks are carried out to the Validation Master Plan.

11. Ensure that radiation protection principles are applied and compliance with the Scottish Environmental Protection Agency (SEPA) registration is maintained for the storage and disposal of radioactive materials.

12. Participate in internal and external audit of the Radiopharmacy service including regular inspection by the MHRA, the Office of Nuclear Radiation (ONR) and SEPA. Contribute to the development and completion of action plans to correct non-conformances identified by internal and external audits.

13. Ensure that Radiopharmacy staff are adequately trained in the principles of GMP by undertaking in-house training and supervision according to structured training plans to achieve the required competencies.

14. Provide specialist Radiopharmacy input to review radiopharmaceutical clinical trials and studies in conjunction with NHSGGC Research & Development staff to ensure safe and appropriate radiopharmaceutical service for NHS patients and volunteers in research studies and clinical trials.  This includes review of research study and clinical trial protocols for compliance with Good Clinical Practice, GMP and the Administration of Radioactive Substances Advisory Committee (ARSAC) recommendations for all studies involving radiopharmaceuticals.

15. Monitoring capacity within the department in line with the Capacity and Contingency plans. 

16. Produce reports as required.

17. Attend, and in the absence of the Head of Radiopharmacy chair, departmental QMS meetings. 

Other departmental duties

18. Day to day management and appraisal of the performance of the Quality Systems Specialist, including agreement and review of their personal development plan derived from the Knowledge & Skills Framework and participate in recruitment and selection as required.


	6.  SYSTEMS AND EQUIPMENT

	· Microsoft Office to generate reports, work instructions and policies
· Internet to access regulatory documents, unlicensed medicines databases
· Assist in the development of audit systems, programmes and documentation
· Q-pulse document management system (to be developed)
· Microsoft Office to generate reports, worksheets, SOPs and policies
· Internet to access regulatory documents, unlicensed medicines databases
· Assist in the development of audit systems, programmes and documentation
· Environmental Monitoring Systems
· The post-holder requires specialist knowledge and experience of the principles of operation of the equipment and instrumentation in the Radiopharmacy.  
· An understanding of the operation of the air handing plant that supplies sterile air to the aseptic suite is also required, including the critical appraisal and response to maintenance and breakdown reports related to this equipment.
· Be responsible for the validation of new equipment introduced into the Radiopharmacy, to meet EU GMP standards for sterile medicine manufacture, and the safety standards of the Ionising Radiation Regulations, 2017
Note: New equipment may be introduced as the organisation and technology develops, however training will be provided.	

	7 DECISIONS AND JUDGEMENTS

	The post holder is guided by broad occupational policies and procedures and is expected to be able to assess situations, use their discretion in the development of an appropriate action plan, implement the action plan, monitor progress and communicate results to the Head of Radiopharmacy.

The post holder is thus expected to use their own initiative and exhibit a high level of independence in the management of problems and issues. The post holder is also expected to be able to decide when it is necessary to refer to the Head of Radiopharmacy. 

High degree of autonomy required in managing all risks to the patient attributable to sterile manufacture of unlicensed medicinal products and the use of ionising radiation for diagnostic tests and therapy.  This may involve analysis and interpretation of complex information in relation to the product quality, radiation exposure and the function of the Radiopharmacy sterile suite (environmental monitoring results, air pressure differentials, air change rates and microbiological results) and the necessary actions based on critical risks to patient safety. 
Independently make judgements on the quality of manufactured unlicensed medicinal products (“Specials”) by performing or assessing in-process and final product quality control checks and approving the release of these products to patients.
May be required to perform final release of radiopharmaceuticals or other “Specials” for injection into patients if the quality standards are met or reject batches in the event of deviation from specification.
Perform the appropriate supplier and product quality checks to ensure all radiopharmaceutical products and research study tracers used in NHSGG&C patients and volunteers are fit for purpose and meet the quality requirements appropriate to their classification as medicinal products or investigational agents. 
Meets and consults with the Head of Radiopharmacy on a regular basis to review service provision and determine future developments.
Review of performance is carried out by the Head of Radiopharmacy in accordance with the principles of personal development and the Knowledge & Skills Framework.
Agree objectives with the Head of Radiopharmacy, with regular review and annual appraisal.

Act independently within appropriate guidance and consult line manager when necessary.

	8.    COMMUNICATIONS AND RELATIONSHIPS

	Communication is either on a one-to-one basis or in a group setting.  Communication, either verbal or written, takes place between healthcare professionals as appropriate to ensure the highest quality medicinal products and services are delivered from the Radiopharmacy and external providers. This communication will be highly complex, sensitive or contentious where it challenges others’ clinical or technical judgement, when deciding to accept or reject a product manufactured in the Radiopharmacy, or by an external provider. 
Communicate with the Medicines and Healthcare products Regulatory Agency, its Inspectorate and its appointed auditors.
Provide advice to consultant clinicians, clinical trial principal investigators, superintendent radiographers and medical physics technicians about the quality of radiopharmaceuticals.
Provide feedback on performance during appraisal and other line management duties to the Quality Systems Specialist and other QA staff as required.
Communicate with suppliers and resolve resulting issues concerning the quality of starting materials and radiopharmaceuticals, including radiopharmaceuticals purchased for Nuclear Medicine departments. 
Communicate with other staff groups including Microbiology concerning the microbiological monitoring results of the aseptic suite and aseptic processes.
Participate in the Radiopharmacy team meetings.
Respond to product quality complaints from customers, including communication of the outcome of investigations.
Communicate effectively in a manner in keeping with the Radionuclide Dispensary team values regarding the professional operation of the Department.
Provide reassurance and support to new members of staff that have concerns about working with hazardous chemicals and ionising radiation.
Demonstrate duties and techniques to less experienced members of staff.

	9. MOST CHALLENGING / DIFFICULT PARTS OF THE JOB

	Ensuring the safety, quality and efficacy of unlicensed medicinal products (“Specials”) manufactured, by analysis of data obtained within RND within available resources.  
Continuing to meet the increasing quality standards of EU Good Manufacturing Practice and the Medicines and Healthcare products Regulatory Agency (MHRA) Guidance for Specials Manufacturers.  
Working with the researchers to determine which studies, clinical trials and radiopharmaceutical products are appropriate for use in NHS GG&C patients and volunteers.


	10.  PHYSICAL, MENTAL, EMOTIONAL AND ENVIRONMENTAL DEMANDS OF THE JOB

	Physical:
Daily work at computer stations
Occasional lifting of equipment. 
Mental:
Consideration of highly technical data, pertaining to radiation safety and quality control of sterile medicinal products to make informed decisions regarding product quality under strict time constraints.  High levels of concentration, precision and accuracy required during aseptic manipulation of precise volumes of radioactive material during manufacture. 
Emotional: 
Support members of staff who experience personal problems or work-related performance issues.  Investigate and deal with complaints from customers or patients and deal with product quality issues with potentially serious consequences.
Presenting unwelcome information to staff and being able to handle possible frustration
or anger as the response. 
Environmental:
Exposure to ionising radiations and hazardous chemicals in the laboratory setting.  



	11. KNOWLEDGE, TRAINING AND EXPERIENCE REQUIRED TO DO THE JOB

	The post-holder should be a qualified pharmacist, pharmacy technician, clinical scientist, technologist, or healthcare science practitioner.  
Pharmacists: 
Masters degree in Pharmacy (MPharm)
Registered on the General Pharmaceutical Council (GPhC) register as a pharmacist.
Post-graduate qualification in Quality Assurance or Radiopharmacy (Post-Graduate Diploma or MSc), such as Pharmaceutical Technology and Quality Assurance (PTQA), or the Scientist Training Programme (MSc).
Post-qualification experience as a hospital pharmacist, in the pharmaceutical industry, or in an MHRA licensed manufacturing facility, working in a Quality Control and Quality Assurance role, including performing final release of products.

Clinical Scientists: 
A degree in a physical, biological or other suitable science (physics, chemistry) 
Completion of the necessary post-qualification, competency-based training, to become registered on the Health and Care Professionals Council (HCPC) register as a Clinical Scientist.
Registered or working towards registration as a Clinical Scientist on the HCPC register.
Post-graduate qualification in Quality Assurance or Radiopharmacy (MSc level), such as or the Scientist Training Programme (STP).
Experience of working in a Quality Control and Quality Assurance role, including performing of final product release if possible, in a Radiopharmacy or other unit operating under an MHRA Manufacturer’s Specials Licence.

Pharmacy Technicians
A science degree is essential (a relevant HNC/HND in an appropriate subject may be acceptable provided there is an equivalent profile of knowledge, training and experience). 
Registration with the General Pharmaceutical Council is essential. 
Post-qualification experience in hospital pharmacy manufacturing, in the pharmaceutical industry, or in an MHRA licensed manufacturing facility, working in Quality Control or Quality Assurance. 

Clinical Technologists
A science degree is essential. DipIPEM(T) or equivalent is required. Registration in the Voluntary Register for Clinical Technologists held by the Institute of Physics and Engineering in Medicine (IPEM) or other appropriate professional body such as the HCPC or IPEM.

All staff groups. 

Eight years post-qualification experience is required with at least two years’ experience as a Specialist Practitioner in Radiopharmacy or pharmacy aseptic services or equivalent. Post-graduate experience in planning, investigating and performing technical projects equivalent to the standard required for Master’s level qualifications.

Relevant experience includes:
Significant experience in the supervision of the technical and organisational aspects of the delivery of an aseptic manufacturing service.
Significant experience of the supervision of staff.
High level of experience in training staff.
High level of experience in communicating with clinical staff, customers and suppliers.
Experienced in the presentation of developments /research at scientific meetings.
Experience of the preparation of radiopharmaceuticals or pharmaceuticals using aseptic techniques.
Knowledge and experience of radiopharmaceutical quality control procedures.
In depth experience of the safe handling of large amounts of highly radioactive materials.
 


Has received management training to at least a supervisory level.
High level of specialist knowledge of the properties and characteristics of a wide range of radiopharmaceuticals especially regarding the specific processes required for their preparation.
Fully conversant with the practical issues associated with the legislation governing the safe handling and transport of radioactive materials.
Understanding of the ways in which radiopharmaceuticals are used clinically. 
Basic understanding of the physics of Nuclear Medicine, including the principles of the operation of the imaging and other equipment. 
The post holder participates in a continuous professional development program to keep up to date with advances in this specialist field.
Knowledge, training and experience relating to the Rules and Guidance for Pharmaceutical Manufacturers and Distributors issued by the MHRA. These rules specify the conditions required for maintenance of the Manufacturer’s “Specials” Licence under which the Radiopharmacy operates.
The post-holder must meet the requirements in qualifications, knowledge and experience stated in the MHRA Guidance for Specials Manufacturers for performing final release of manufactured unlicensed “Specials.” 




	12. JOB DESCRIPTION AGREEMENT

	A separate job description will need to be signed off by each jobholder to whom the job description applies.


 Job Holder’s Signature:


 Head of Department Signature:

	




Date:


Date:



	



Principal Radiopharmacist
(Quality Control Manager) 


Radiopharmacy 
Production Manager 


Specialist Radiopharmacy Technicians 3.25 wte


Radiopharmacy Senior support Worker 1.0 wte


Pharmacy Support worker/clerical officer 1.0 wte


Senior Quality Assurance Pharmacist/Scientist 
(this post)


Radiopharmacy Quality Systems Specialist 
(Band 7)


Lead QC Technologist


Regional Quality Assurance Pharmacist
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