Job Reference Number – sco6 2774jaq

NHS TAYSIDE – AGENDA FOR CHANGE
JOB DESCRIPTION
	1. JOB IDENTIFICATION


	Job Title
	Specialist Pharmacist, Quality Assurance (QA)


	
	Department(s)/ Location
	Tayside Pharmaceuticals (TP) / NHS Scotland Pharmaceutical ‘Specials’ Service (PSS)


	
	Number of job holders
	Four
 


	2. JOB PURPOSE

· Undertake the release of manufactured products

· Accept raw materials and packaging materials to be used in product manufacture

· Approve microbiological and environmental monitoring results for TP / PSS and other departments within NHS Tayside

· Approve production and quality assurance documentation
· Provide technical advice internally and to customers



	3. ORGANISATIONAL POSITION

See Appendix 1- Organisational Chart




	4. SCOPE AND RANGE

TP/PSS manufactures a range of medicines that are not commercially available and supplies these to hospital pharmacies, community pharmacies, dentists and the Scottish Ambulance Service for treatment of patients throughout the UK.

In order to undertake this manufacture, TP/PSS is a licensed facility and is subject to external inspection from the Medicines and Healthcare products Regulatory Authority (MHRA).

The post holder has the following range of duties:
· Approving the release of batches of medicinal products for use in the treatment of patients throughout the UK

· Approving starting materials for use in manufacture

· Approving the environment for manufacture in TP / PSS and Pharmacy, NHS Tayside and staff carrying out aseptic manipulations

· Approving production and QA documentation
· Providing advice on quality issues to staff and customers
The Sterile Production Section produces a range of 100 sterile medicines; selling 250,000 units annually with a value of £2 million. The majority of products are produced by heat sterilisation and for those products that cannot be heat sterilised, aseptic production takes place in specially maintained filling rooms. 
The Non-sterile Production section produces a range of 750 medicines; selling 900,000 units annually with a value of £4.5 million. 

The Extemporaneous Preparation Section manufactures a wide range of one-off non-sterile medicines mainly in response to requests from Community Pharmacies for specific patients.
The Quality Assurance Department ensures the quality of these medicines by:

· Following the principles of Good Manufacturing Practice (GMP) and Good Laboratory Practice (GLP) and in compliance with BS EN ISO 9001:2015
· Approving all documentation and equipment used in the production and testing of these medicines testing and approving the environment where medicines are prepared and personnel carrying out aseptic manufacture

· Testing and approving starting materials for use in manufacturing the medicines

· Testing the medicines for compliance with approved specifications

· Confirming the sterility of the sterile medicines

· Carrying out documentation checks on all medicines manufactured and approving their use as fit for their intended purpose in patient treatment

 A quality assurance service is provided to the NHS Tayside Pharmacy Department.  This includes: 

· Monitoring of the aseptic dispensing environment and personnel

· Temperature mapping 

· Advice on quality matters
Testing is also provided to other customers:

· Sterile Services Departments: environmental monitoring (NHS Tayside) and steam condensate, washer water testing (NHS Tayside and throughout Scotland via Scottish Healthcare Supplies)




	5. MAIN DUTIES/RESPONSIBILITIES

Operational responsibilities
· Responsible for review of production/QA documentation and analytical test results and subsequent release or rejection of medicinal products as fit for patient treatment 

· Responsible for review of analytical test results and subsequent acceptance or rejection of purchased raw materials and packaging materials for product manufacture.

· Approval of in-process analytical testing and subsequent formula adjustment to allow manufacture to proceed
· Responsible for review and approval of microbiological test results (sterility testing, bioburden, pyrogen testing, endotoxin testing)

· Independent approval of Production worksheets and standard operating procedures
· Investigate and report on product complaints from external customers
Quality and Evaluation
· Liaise with Production departments regarding quality issues in the documented manufacture of medicinal products

· Undertake trend analysis of analytical results on an on-going basis

· Undertake internal audit and self-inspection as required by TP / PSS’s quality management system
· Participate in the development and approval of QA worksheets and SOPs

· Participate in review and up-date of QA SOPs

· Participate in problem solving when problems arise with products, test methods or production methods

· Responsible for maintaining accurate records of product release functions

· Liaise with customers regarding product specifications, product labels and COSHH specifications
· Provide advice to customers relating to testing and stability of TP / PSS products
Staff and Training

· Assist in the training of Pre-Registration Pharmacists, Pharmacy Support Workers, Technicians and Pharmacists
Other Duties

· Responsible for approval of process simulation, calibration, temperature mapping and other validation test results 
· Responsible for review and approval of environmental monitoring results for TP / PSS and other aseptic/clean rooms within NHS Tayside (e.g. aseptic dispensaries within pharmacy, radiopharmacy, SSD clean rooms)
· Approval of clinical trial documentation as part of Qualified Person (Investigational Medicinal Products) duties – includes procedures, worksheets, labels, randomisation, blinding, review of Clinical Trial Authorisation and MHRA Approval
· Responsible for Qualified Person (Investigational Medicinal Products) release of investigational medicinal products (clinical trials materials)
· Participate in medical gas testing as required


	6. COMMUNICATIONS AND RELATIONSHIPS

The postholder will communicate with a wide range of people, both within and out with the organisation, including:
Internal
· Deputy QA Manager, QA Manager, Deputy Production Manager, Production Manager and Head of NHSS PSS

· Production Pharmacists

· Staff within QA
· Production, Stores and Office staff within TP/PSS

· Senior professional staff from other NHS Tayside departments – product related issues

· Health & Safety personnel – H&S/COSHH issues within Production
· NHST Estates staff – equipment breakdowns, planned preventative maintenance, validation of equipment
External
· Customers – product specifications, technical advice, customer complaints
· Clinical Trials customers 
· Pharmaceutical Wholesalers and Distributors – quality matters relating to starting materials and associated documentation
· Robertson FM staff – plant breakdown, fault reporting, planned preventative maintenance scheduling
· Outside contractors
In order to communicate effectively with the above groups, the following are essential:

· Well developed interpersonal and communication skills, written and verbal, formal and informal 

· Ability to informand develop the QA team with regards to service developments and new initiatives 

· Present detailed information in a variety of formats regarding the service information and developments in formal and informal settings
· Presentation skills to present and report on service information and developments in formal and informal settings
· Ability to use tact, empathy and diplomacy when dealing with urgent requests for medicines




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

Qualifications – essential

· Master of Pharmacy degree (MPharm)

· Competency assessed and examined professional registration 
· Mandatory CPD to maintain fitness to practice

Qualifications – desirable

· Specialist higher degree/diploma in pharmaceutical technical services

Experience – essential

· Post qualification pharmacy practice experience

· Knowledge and experience of writing and following sops
Experience – desirable

· Licensed pharmaceutical manufacturing operations
· Aseptic dispensing in a licensed or Schedule 10 facility
· Participation in the manufacture or preparation of clinical trial materials 

· Writing Standard Operating Procedures relating to pharmaceutical manufacture

· Operating under a quality management system (e.g. BS EN ISO 9001)
· Eligible to be registered as a Qualified Person (Investigational Medicinal Products)
Knowledge

· Technical knowledge of pharmaceutical manufacturing and aseptic services

· Knowledge of all aspects of GMP, GLP and GCP and ability to apply this knowledge in practice

· Formulation of pharmaceutical products to meet clinical needs of patients

· Ability to apply knowledge in the writing of Standard Operating Procedures

· Ability to deliver staff training and validation

· Knowledge of risks associated with handling hazardous materials and H&S precautions

· Knowledge of the duties of a Qualified Person and ability to apply this in practice


	8. SYSTEMS AND EQUIPMENT

 Responsibility for Records Management

All records created in the course of the business of NHS Tayside are corporate records and are public records under the terms of the Public Records (Scotland) Act 2011. This includes email messages and other electronic records.  It is your responsibility to ensure that you keep appropriate records of your work in NHS Tayside and manage those records in keeping with the NHS Tayside Records Management Policy and with any guidance produced by NHS Tayside specific to your employment
Highly complex equipment
Expert knowledge of the following instrumentation required in order to contribute to the development of test methods and approve analytical test results:

· UV spectrophotometer
· IR spectrophotometer
· Fluorescence spectrophotometer

· Ion chromatograph

· HPLC
· Karl fisher titrator
· Automatic polarimeter

· Particle counter

· Chloride meter

Training in the above will be provided.
Routine equipment:

Expert knowledge of the following instrumentation required in order to contribute to the development of test methods and approve analytical test results:

· Electronic weigh scales 
· pH meter
· Conductivity meter
· Burettes
· Pipettes
· Sterility testing system
· Bioburden testing system
· Airborne viable count sampler
· Airborne particle sampler
· Media plates
Training in the above will be provided.
IT systems and equipment:
· Basic keyboard skills and knowledge of standard office software (word processor, spreadsheets, database) in order to produce standard worksheets and labels, and prepare reports

· Operation of Q-Pulse software 
· Operation of computerised stock control system

· Operation of labeling software

· Use of the internet to source technical information

Systems the post holder will be required to operate / oversee include: 

· NHS Tayside Health and Safety policies

· Departmental Standard Operating Procedures 

· NHS Tayside Data Protection and Information Security Policy   

· Control of Substances Hazardous to Health (COSHH)


	9. DEMANDS OF THE JOB

Physical Effort

· Mainly seated, periods of VDU use and need for walking between locations

· Standing to inspect and approve raw materials in QA laboratory or store with occasional need to lift boxes/containers for inspection and move loaded trolleys

· Occasional need to audit in a clean room environment

Mental Effort

· Intense concentration required for periods of up to 4 hours while analysing data and releasing products.  A high level of accuracy is required to ensure that products that are released comply with their specification and are fit for their intended purpose in patient treatment

· Intense concentration required to determine if in-process assay results require formulation changes – often working to tight time constraints in order to allow production to continue 
· Calculation skills are required to ensure analytical test results have been calculated correctly.

· Dealing with out of specification results 
· Making decisions on the severity of deficiencies when carrying out audits, reporting and discussing deficiencies verbally to staff and writing reports
· Work is subject to scrutiny from customers (via certificates of analysis) and from regulatory authorities
· Empathy and composure required when dealing with complaints from internal departments and customers
· The workload is subject to constant interruptions due to staff queries and office requests.

Working Conditions

· Mainly office based – small office with constant interruptions
· Requirement to inspect and sign off raw materials in QA laboratory or store



ESSENTIAL ADDITIONAL INFORMATION

	10. DECISIONS AND JUDGEMENTS

· Required to decide if a product is fit to be released based on results of analytical and microbiological testing

· Required to decide if a product should be passed, rejected or re-worked when non-conformances arise during manufacture.  If re-work is required, instruction to be given to production on the nature of the re-work required

· Required to decide if a raw material is suitable to be used in the manufacture of products

· Required to manage own time and prioritise workload 

· Accountable for own professional actions and outcomes

· Required to give advice to customers relating to TP / PSS products




	11. MOST CHALLENGING/DIFFICULT PARTS OF THE JOB

· Intense concentration required when undertaking product release

· Deciding if products are fit for release when test results are either very close to specified limits or are just out with specification.  This may involve discussion with customer and subsequent Customer Concession

· Deciding in-process formulation adjustments under tight time pressure

· Deciding actions to be taken when microbiological results are out of trend – may involve rejecting a batch based on professional judgement




	12. JOB DESCRIPTION AGREEMENT 

The job description will need to be signed by each postholder to whom the job description applies.




JOB DESCRIPTION AND ESSENTIAL ADDITIONAL INFORMATION FORM – SIGNATURE OF AGREEMENT

	Post Title


	Specialist Pharmacist, Quality Assurance
Tayside Pharmaceuticals (TP) / NHS Scotland Pharmaceutical ‘Specials’ Service (PSS)

	Reference Number


	


The attached job description and essential additional information will be used as part of the Agenda for Change assimilation exercise and therefore the job matching panel may wish to seek further clarification on any issues contained within the documents. Should this be necessary please identify an appropriate Manager and Staff representative who can be contacted.

	Responsible Manager


	Liam Harvey (liam.harvey@nhs.scot)

	Contact No.


	01382 496741

	
	

	Staff Representative


	

	Contact No.


	


I/we the undersigned agree the attached document is an accurate reflection of the requirements of the post. The essential additional information provides accurate information of additional job related factors.

	Signed :- (Manager)


	


	Staff Members:
	
	

	NAME

(BLOCK CAPITALS PLEASE)
	SIGNED
	POST NO.

(office use only)



	
	
	

	
	
	

	
	
	

	
	
	


TAYSIDE PHARMACEUTICALS / NHS SCOTLAND PHARMACEUTICAL ‘SPECIALS’ SERVICE
Appendix 1

Organisation Chart
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