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JOB DESCRIPTION

1.
JOB DETAILS

Job Title: 
Product Approver/Process Manager (Aseptic Services)
Band:         
 Band 6
Reports to:


Technical Service Pharmacist
Department / Directorate:
Pharmacy / Specialist Services

2.
JOB PURPOSE

· Final approval of aseptically prepared products manufactured within the aseptic unit.

· To oversee the production aspects of the Aseptic Unit, ensuring an efficient and legally compliant service
· To assist in procurement and outsourcing activities to ensure service continuity
· Provides specialist Aseptic support to Senior Pharmacist Technical Services and the Chief Technician of Aseptic Services.
· Assist the senior manager in developing Aseptic services in line with Trust and Pharmacy department development policies.

3.
DIMENSIONS/ KEY WORKING RELATIONS
Principal Pharmacist -Technical Services

Cancer Services Pharmacist team
Aseptic team

Rotational Pharmacist

Rotational Technician

Quality Assurance Department
4. 
ORGANISATIONAL CHART

See next page
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5.
KEY RESULT AREAS/PRINCIPAL DUTIES AND RESPONSIBILITIES
KEY RESPONSIBILITIES
1. To partake in the final approval & release of aseptically prepared products manufactured within the aseptic unit as per rota requirements.
2. To perform pre and in-process checks as part of the production team

3. To lead and oversee aspects of production to ensure efficiency and legal compliance
4. To partake in the production of batch documentation ensuring accuracy
5. To plan workloads ensuring the service is working within its capacity constraints 
6. Assist in resolving day to day problems or issues affecting resources or the service provision which require co-operation to achieve standards set out by the NHS standards & Medicinal and HealthCare Regulatory Authority (MHRA).
7. To take the lead in implementing and developing new processes that will increase the unit’s legal compliance, patient safety or workload efficiency
8.  Assisting the development of service provision of Aseptic Services alongside, Senior Pharmacist, Chief and Senior pharmacy technician; 
9. To work within the full range of Aseptic pharmacy codes and procedures of aseptic services
10. Assisting the Senior Pharmacist and Chief Technician in Aseptic services in monitoring of all staff to ensure adherence to standard operating procedures as required in the Aseptic production of chemotherapy and TPN. 
11. Assisting the Senior Pharmacist and Chief Technician in managing staff and workload to maximize parenteral nutrition, aseptic and chemotherapy production efficiency.
12. Assist in auditing of aseptic services workload and capacity planning in order to maximize capacity. This includes monitoring of amount of chemotherapy doses and parenteral nutrition bags reconstituted by the Aseptic Services
13.  Resolve aseptic issues for reconstitution of aseptic products and parenteral nutrition.

14. Ensure compliance with GMP/medicine legislation in the provision of pharmaceutical care for patients.

15. To assist and ensure outsourcing and procurement tasks are being carried out to ensure service continuity

16. Ensure that stock levels are adjusted and set according to capacity requirements

17. Ensuring that EPIC stock levels checked regularly by staff and any inaccuracy is investigated and correct accordingly and ensure that staff are trained and supported to carry out accurate stock adjustments 
18. Assist the Chief Technician in liaising with the procurement team or supplier to ensure adequate supply of cytotoxic, non-cytotoxic, TPN products and consumables for the running of the TPN, aseptic and chemotherapy units. Ensure all resources and supplies are used in an efficient and cost-effective manner.
19. Line managing aseptic staff as required by the Chief Technician 
20. Participate in the recruitment of aseptic staff.

21. Produce and write Standard Operating Procedures (SOP’s) and other related documentation for Aseptic services
22. To assist the review and updating of batch documentation

23. Participate in collection of information for validation of aseptic procedures.
24. Provide information when dealing with complaint from service users in chemotherapy, aseptic and TPN reconstitution services and is investigating complaints using Trust incident recording system. 
25. Attend or chair departmental meetings, communicating to all staff issues of Good Manufacturing Practice (GMP) compliance and other issues within the department.
26. Liaise with rotational pharmacists, apprentices & pre-registration pharmacists by communicating issues and resolving problems. 
27. Identify training needs and carry out staff training with the agreement of Chief Technician, Lead Education & Training (Technical Service) and Senior Pharmacist
28. Supporting the Lead Technician Education & Training (Technical Services) that all staff working in the unit including aseptic on-call pharmacists, are adequately trained and competent, updated as necessary and records kept. 

29. Supporting the Lead Technician Education & Training (Technical Services) that all competencies with respect to the pre and in process checking and final approval of aseptic products are kept up to date and regular CPD is undertaken
30. Ensure all production skills are kept up to date in order to support team if required to prepare doses in the event of staff shortages or when covering weekend or on call duties
31. Ensure own knowledge is maintained and up to date in order to provide training to others. This should include isolator & equipment management, EPIC, Chemocare & PN prescribing system.

Other Responsibilities:

1. To participate in other duties appropriate to grade at the request of the relevant manager.
2. To participate in flexible working arrangements including late duties, weekends, seven-day service provision, bank holidays and on call as appropriate.
3. To take part in regular performance appraisal.
4. To undertake any training required in order to maintain competency including mandatory training, i.e. Fire, Manual Handling.
5. To contribute to and work within a safe working environment.
6. To participate in flexible working arrangements including late duties, bank holidays and on call as appropriate. Please note that in order to deliver a high standard of care to patients the Pharmacy service operates 7 days a week and staff are therefore required to work some weekends as part of their contracted hours.
THE TRUST - PURPOSE AND VALUES

We are committed to serving our community by being a high quality specialist Hospital with consultant-led services.  We aim to co-ordinate our services with primary and community care, and to develop a limited number as Sub-Regional Referral Centres with appropriate levels of research, development and educational involvement.  Where appropriate, and consistent with our services, we may provide services aimed at preventing disease and debilitation.

We aim to make all our services exemplary in both clinical and operational aspects.  We will show leadership in identifying healthcare needs to which we can respond and in determining the most cost-effective way of doing so. We will share our knowledge with neighbouring healthcare agencies and professionals.

We recruit competent staff whom we support in maintaining and extending their skills in accordance with the needs of the people we serve.  We will pay staff fairly and recognise the whole staff’s commitment to meeting the needs of our patients.

We are committed to equal opportunity for all and encourage flexible working arrangements including job sharing.

GENERAL

This is a description of the job as it is now.  We periodically examine employees' job descriptions and update them to ensure that they reflect the job as it is then being performed, or to incorporate any changes being proposed.  This procedure is conducted by the Manager in consultation with the jobholder.  You will, therefore, be expected to participate fully in such discussions.   We aim to reach agreement on reasonable changes, but if agreement is not possible, the Trust reserves the right to insist on changes to your job description after consultation with you.

The RD&E is a totally smoke-free Trust.  Smoking is not permitted anywhere on Trust property, including all buildings, grounds and car parks.  For help to quit call 01392 207462.

As an employee of the Trust, it is a contractual duty that you abide by any relevant code of professional conduct and/or practice applicable to you.  A breach of this requirement may result in action being taken against you (in accordance with the Trust’s disciplinary policy) up to and including dismissal.

The post holder is expected to comply with Trust Infection Control Policies and conduct him/her at all times in such a manner as to minimise the risk of healthcare associated infection.
POST ATTRIBUTES 
POST :
Product Approver/Process Manager  – Aseptic Services
BAND:


Band 6
	REQUIREMENTS
	At Recruitment
	At 2nd KSF Gateway

	QUALIFICATIONS/SPECIAL TRAINING:
Degree in Pharmacy or Pharmaceutical qualifications for pharmacy technicians compliant with the registering body (General Pharmaceutical Council) to include approved competency-based qualifications and approved knowledge-based qualifications
Current Registration with General Pharmaceutical Council 
Pre-& in process qualification in aseptic services (technician only)

Accredited product approver aseptic services (technician)

or currently Authorised Pharmacist in aseptic services
Post-qualification diploma in specialised aseptic area

	E

E

E
E
D
	E

E

E
E
E

	KNOWLEDGE/SKILLS:

Knowledge and understanding of Aseptic resources 
Good knowledge of legislation relating to GMP and MHRA 
Background pharmaceutical knowledge of OPAT, TPN and chemotherapy
Problem solving skills 
Excellent communication and interpersonal skills

Excellent organisational skills
Problem solving / error investigation

Accuracy and attention to detail

	E

E
D
E
E
E

E

E
	E

E

E

E

E
E

E

E

	EXPERIENCE:

Senior Technician experience in Aseptic Services
	E
	E

	PERSONAL REQUIREMENTS:

Accuracy and precision are required to ensure safety and quality of approved products 
Self motivated

Ability to work under pressure
Enthusiastic, dedicated and reliable

Flexible approach

Leadership qualities

Resourceful

Commitment to CPD
	E

E

E
E

E

E

E

E

E
	E

E

E
E

E

E

E

E

E


* Essential/Desirable
	Hazards within the role, used by Occupational Health for risk assessment

	Laboratory Specimens Proteinacious Dusts
	
	Clinical contact with patients
	
	Performing Exposure Prone Invasive Procedures
	

	Blood / Body Fluids
	
	Dusty environment
	
	VDU Use
	√

	Radiation
	
	Challenging Behaviour
	
	Manual Handling
	√

	Solvents
	
	Driving
	
	Noise
	

	Respiratory Sensitisers
	√
	Food Handling
	
	Working in isolation
	

	Handling Cytotoxic Drugs
	√
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