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JOB DESCRIPTION

JOB DETAILS

Job Title:
 
Specialist Technician – Aseptic Services/Clinical Trials
Band:


 
 
Band 5
Reports to:
Reports to the Chief Technician Aseptic Service & Chief Technician Clinical Trials 
Department / Directorate:
 
Pharmacy Department, Specialist Services
Job Purpose:
This is an important post contributing to the set-up and delivery of clinical trials including those requiring aseptic preparation. Working within the Specialist Services Division but supporting clinical trials across the organisation and with external stakeholders, the post holder will assist in all aspects of the Pharmacy Clinical Trials Service and deputise for the Chief Technician Clinical Trials in their absence. 

Key Working Relationships:
Principal Pharmacist - Technical service
Clinical Trial Pharmacists
Chief Technician - Aseptic Services
Chief Technician - Clinical Trials 
Technical Services and Chemocare System Manager
Specialist Technicians- Clinical Trials

SATO Clinical Trials

Pharmacy and Aseptic staff

Research Governance & Quality Manager

NHS researchers

Academic researchers

Clinical Research teams

Clinical Trials Units

Research and Development Staff

Sponsorship teams

Clinical Research Organisations

ORGANISATIONAL CHART:
See next page

[image: image1.emf]Chief Pharmacist

PA to Chief 

Pharmacist

Integrated 

Pharmacy 

Services Lead

Principal 

Pharmacist 

Technical 

Services

Deputy Chief 

Pharmacist 

& Medication Safety 

Officer

Commercial 

Manager

Specialist 

Pharmacist 

High Cost 

Drugs


[image: image2.emf]Principal 

Pharmacist 

Technical 

Services

Chief 

Technician 

Asepic 

Services

Lead 

Pharmacist 

Cancer 

Services

Clinical Trials 

Pharmacist

ChemoCare & 

Technical Systems  

Manager

Technical 

Services 

Pharmacist

EPS 

Production 

Manager

Aseptic Team

Cancer 

Services 

Team

Clinical Trials 

Team

Product 

Approvers

EPS Team


Key Result Areas/Principal Duties and Responsibilities:
Clinical Trials: (specific if not mentioned below)
· Assist in the running of the Clinical Trials service in accordance with current UK Clinical Trial Regulations, the Medicines for Human Use (Clinical Trials) regulations 2004 (EU Clinical Trial Directive) and all updates, together with ICH GCP guidelines and departmental procedures and ensure provision of a high-quality service to patients and staff at the Royal Devon & Exeter NHS Foundation Trust 

· To deputise in the absence of the Chief Technician Clinical Trials to ensure continuing compliance of the service with all relevant legislation, EU directives, GCP and specific trial procedures.

· Responsible that the principles of Good Clinical Practice (GCP) are adhered to within Clinical Trials and aseptic services and ensures GCP training is completed and updated regularly. Responsible for training the aseptic team in the basic GCP requirements relevant to their job role and for documenting this training

· To report any deficiencies to the Chief Technician Clinical Trials in a timely manner.

· To participate in site selection and site initiation visits and lead on the set-up, maintenance and close-down of clinical trials including planning and timetabling activity and workload in support of this activity.

· Ensure the efficient development and maintenance of essential pharmacy trial documentation in accordance with the protocol and other national and local guidelines and ensure accurate completion of drug accountability logs and stock sheets, filing and pricing of commercially available items as appropriate.
· Responsible for risk assessment of trial protocols, ensuring risks are minimised through development of new procedures if necessary.
· To support and deliver training to staff engaged in clinical trial duties.
· Responsible for the ordering of and maintenance of appropriate stock levels of medicines, clinical trial products and consumables and to be responsible for regular stock checks as required by the external auditor and to investigate and rectify any abnormalities.
· To maintain accurate and up to date storage and expiry records for clinical trial products and archive for future reference.
· Responsible for dispensing clinical trials according to trial specific dispensing guides and SOPs.
· Support and participate in the undertaking of clinical trial internal audits, and assist in the implementation of any necessary action following the audit recommendations.
· The post-holder will organise and conduct site monitoring visits by sponsors’ representatives, including for Trust-sponsored studies.
· Pro-actively contributes to policy and service improvement initiatives in Clinical Trials Pharmacy by assisting in the development, maintenance and implementation of SOPs, policies and procedures relating to clinical trials.
· Assesses and organises documentation relating to trial amendments ensuring actions are taken to implement trial amendments and documentation and procedures are revised and updated as required.
· To liaise and collaborate with the Aseptic Services Unit (ASU) as required. This includes allocation and delivery of trial-specific products to ASU, ensuring adherence to cytotoxic handling procedures and SOPs.
· To communicate with other healthcare professionals and patients regarding complexity of formulations, stability and delivery issues and to ensure that any barriers are overcome.
· To manage and prioritise own workload without direct supervision in line with requirements of the service, trust policies and guidelines and SOPs.
· To plan for and support the preparation for statutory, regulatory and procedural inspections e.g. MHRA in conjunction with the Chief Technician Clinical Trials and Research Governance and Quality Manager.
· Exercise judgement on a range of facts that require analysis and comparison of options in the event of failure of routine systems.
· Plays a key role in supporting effective communication about Clinical Trials Pharmacy issues in relation to quality assurance, regulatory compliance, best practice and training and support for staff.
· Receives any complaints from service user (patient, trust staff or external customer), investigating the issue and referring to senior colleagues as necessary.   
· To attend internal and external meetings as a pharmacy clinical trials representative.
· Responsible for line management of staff, including supervision of workload, regular appraisals and attendance/performance management as appropriate according to trust policy.
· Ensures equipment is maintained in a safe and serviceable condition.
· To forge good working relationships at all levels inside and outside the trust, always acting in a customer-focused and supportive manner.
· To work flexibly and efficiently in order to deal with competing demands within agreed timescales.
· Review the system of worksheets and labels used for clinical trial preparations. Ensure worksheet and labels are used correctly and products are priced accordingly.

· Responsible for implementing new protocols, worksheets and labels for clinical trials on the pharmacy aseptic service system (Chemocare).
· Responsible for review of clinical trial protocols impacting onto the aseptic services in liaison with the Principal Pharmacist-Technical Services with a view to approving uptake of the trial within the Trust and development of procedures for running the trials.

· Produce capacity plan for the clinical trial workload within aseptic services.

· Produce associated costs for the R&D department for clinical trials that are impacting on the aseptic services.

· Assist with the audit of clinical trials as required by sponsors or other external organisations 

· Support and participate in the undertaking of clinical trial internal audits, and assist in the implementation of any necessary action following the audit recommendations.
Aseptic Services
· Responsible for the daily management and organisation of the daily workload planning and staff utilisation within the aseptic unit, including personal participation as required, under the direction of the Chief Technician-Aseptic Services. Ensures that safe systems of work as agreed locally are followed at all times and to comply with all professional and legal requirements.
· Performs pre-process and in-process accuracy checks for intravenous additives, parenteral nutrition bag, cytotoxic products, intrathecal injections and clinical trials after completing successfully external accredited checking course
· Ensures that the aseptic service complies with clinical governance strategies including risk management assessments of working practices, reporting of clinical incidents, pharmacy error reporting schemes, COSSH assessment, intervention monitoring and risk reduction strategies
· Participates in the continued maintenance and monitoring of environmental standards within the Aseptic Service facilities and to undertake regular personal assessment of personal quality assurance standards including broth tests, finger dabs etc. and to ensure that these satisfy regional and national standards.
· To be responsible for ensuring that all cleaning and monitoring required for the service is undertaken according to procedures and results are documented. To ensure that any deficiency in these activities is reported immediately to the Chief Technician or Authorised Pharmacist.
· To co-ordinate and implement all planned permitted maintenance (PPM) and emergency maintenance of all equipment used within the pharmacy aseptic services and maintain records. To liaise with the maintenance staff/engineer regarding any technical issues.
· Review the system for Standard Operating Procedures (SOPs) and worksheets and assist in implementation of any new/changed procedures.
· Ensures that an efficient aseptic dispensing and distribution service is provided to patients and staff which is in line with current standards and conforms to agreed service deadlines within the service level.
· To communicate with other healthcare professionals and patients regarding complexity of formulations, stability and delivery issues and to ensure that any barriers are overcome.
· Receives any complaints from service user (patient, trust staff or external customer), investigating the issue and referring to senior colleagues as necessary.   
· Provides staff training and development in the area of pharmacy aseptic services to Band 2 to Band 4 technical staff and pre-registration pharmacy graduates using competency-based training packages and acts as work-based assessor for technicians, support staff and pre-registration pharmacy graduates trained by other trainers.
· Undertake assessments of aseptic operator practice and technique to ensure compliance with work instruction at all times. Taking appropriate action to deal with any deviation as necessary to ensure patient safety is not compromised at any time in the preparation process.
· Is responsible that competencies and training records are up to date.
· Ensures and promotes the safe handling and preparation of cytotoxic drugs. 
· Ensures that appropriate information is communicated effectively to all aseptic staff and customers and to other pharmacy staff where appropriate.
· Responsible for the ordering of and maintenance of appropriate stock levels of medicines, clinical trial products, consumables, raw materials and clothing for. To be responsible for regular stock check as required by the external auditor and to investigate and rectify any abnormalities.
· Participates in internal/external audits.
· Contributes to the remedial action plan in response to audits and to the delivery of these plans. 
· Pro-actively identifies and initiates improvements and developments to working practices, procedures and documentations.

Other Responsibilities:
· To undertake any other duties as required by the Chief Pharmacist or Deputy which are regarded as being within the scope of this post.
· Will carry out activities in an orderly and well-structured way, working within appropriate policy and procedures.
· Can perform role without unnecessary support in all situations taking personal responsibility for own actions.  Will refer any problem outside the post’s responsibility to the appropriate person(s).
· To participate in flexible working arrangements including late duties, weekends, bank holidays and on call as appropriate.  
· To take part in regular performance appraisal
· To undertake any training required in order to maintain competency including mandatory training, e.g. Manual Handling
· To contribute to and work within a safe working environment 
· The post holder is expected to comply with Trust Infection Control Policies and conduct him/herself at all times in such a manner as to minimise the risk of healthcare associated infection.
· To promote and adhere to the Trust values, challenging any behaviours that fall short of these values.
· 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 TRUST – Vision and Values
Our Better Together strategy sets out who we are as a new Trust, what we want to achieve over the next five years and how we will get there.

Our mission is to work together to help you to stay healthy and to care for you expertly and compassionately when you are not.

The strategy is supported by our C A R E objectives:

· Collaboration and partnerships  

· A great place to work

· Recovering for the future

· Excellence and innovation

And our values which guide the way we are going to achieve our ambition and reflect our culture: Compassion, Integrity, Inclusion and Empowerment.
We recruit competent staff that 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. 
We are committed to recruiting and supporting a diverse workforce and welcome applications from all sections of the community, regardless of age, disability, gender, race, religion, sexual orientation, maternity/pregnancy, marriage/civil partnership or transgender status.  We expect all staff to behave in a way which recognises and respects this diversity, in line with the appropriate standards.

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, we reserve the right to insist on changes to your job description after consultation with you.

The Royal Devon 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.
PERSON SPECIFICATION
POST: 
Specialist Technician – Aseptic Services/Clinical Trials
BAND: 
5
	REQUIREMENTS
	At 

Recruitment
	At PDR

	QUALIFICATIONS / TRAINING
NVQ level 3 in Pharmacy Services/BTEC in Pharmaceutical Sciences (or equivalent qualification)

Registered Technician with the General Pharmaceutical Council (GPhC)
Supervisory qualification (eg NEBS or equiv)

Good Clinical Practice (GCP) training

Accredited Technician pre & in-process checker (to be completed with 18 months after appointment)

Higher qualification in relevant area of pharmaceutical production to degree equivalent
NVQ assessor

	E

E

D

D

D

D

D
	E

E

E

E

E

E

E

	KNOWLEDGE / SKILLS
Excellent communication and interpersonal skills

Excellent organisational skills

Ability to lead others effectively and develop a team

Accuracy and attention to detail

Problem solving ability
Quality Assurance of aseptic preparation

Good manufacturing practice

Good Clinical Practice

Dispensing or pharmacy distribution procedures
Good computer skills

	E

E

D
E

E

E

E

D

E

D
	E

E

E

E

E

E

E

E

E
E

	EXPERIENCE

Hospital experience

Computerised dispensing and stock control systems

Working in demanding, busy environment

Supervision and training of other staff

	D

D

D

D


	E

E

E

E



	PERSONAL ATTRIBUTES

Ability to work flexibly and adapt to changing priorities and demands

Commitment to CPD of self and others
Ability to work effectively and accurately under pressure

Self-motivated and motivator of others
Interest in research
Willingness to undertake any necessary training and development to enhance work performance

	E

E

E

E

E

E
	E

E

E

E

E

E

	OTHER REQUIREMENTS:

Willingness to work weekends/late nights and bank holidays


	E
	E


* Essential/Desirable
	HAZARDS:- Updated 31st May 2013

	Laboratory Specimens 
	
	Clinical contact with Patients
	
	Dealing with violence & aggression of patients/relatives
	

	Blood / Body Fluids
	
	Dusty Environment
	
	VDU Use (occasional)
	

	Radiation / Lasers
	
	Challenging Behaviour
	
	Manual Handling
	

	Solvents
	
	Driving
	
	Noise / Vibration
	

	Respiratory Sensitisers
	
	Food Handling
	
	Working in isolation
	

	Cytotoxic Drugs
	
	Electrical work
	
	Night Working
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