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JOB DESCRIPTION

JOB DETAILS


Job Title:
Pharmacy Support Worker–Higher Level (SATO), Clinical Trials
Band:



Band 3
Reports To:


Pharmacy Chief Technician Clinical Trials
Department/Directorate:
Pharmacy Department, Specialist Services
Job Purpose:

The post holder will be based in the pharmacy clinical trials department at the Royal Devon and Exeter Hospital, Wonford site.

Working within the specialist services division but supporting clinical trials across the organisation and with external stakeholders, the post holder will support and assist in the daily provision of all aspects of the pharmacy clinical trials service.  
Key Working Relationships:


Clinical Trials Pharmacists

Chief Technician Clinical Trials 

Senior Pharmacy Technician, Clinical Trials

Senior Pharmacy Technician Aseptic Services/ Clinical Trials
Pharmacy and ASU Staff

Research Governance and Quality Manager

NHS Researchers

Academic Researchers
Clinical Research Teams
Clinical Trials Units
Research and Development staff
Sponsorship Teams

Clinical Research Organisations

ORGANISATIONAL CHART
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Key Result Areas/Principal Duties and Responsibilities:


· Provides a supportive role for all aspects of pharmacy clinical trials service, following trial specific SOPs, and under the supervision of the clinical trial pharmacists and technicians.
· To plan, organise and manage the daily workload of the pharmacy clinical trials service in conjunction with the clinical trials technicians and pharmacists.

· Responsible for the monitoring, ordering and maintenance of appropriate stock levels of commercial medicines, investigational medicinal products (IMP) and consumables for clinical trial use.
· Receive and record deliveries of commercial medicines and IMP, ensuring stock rotation where appropriate and use of electronic stock management systems.
· Maintains safe and segregated storage areas, ensures regular expiry date checks are completed and expiry log updated and completes regular stock level checks, investigating and rectifying stock abnormalities when appropriate.
· Quarantining expired, damaged and returned IMP, ensuring electronic systems (spreadsheet, IWS etc) are updated with information as appropriate.

· Assists in the proper use and monitoring of temperature control systems in receipt, storage and transfer of IMP reporting any deviations to a clinical trials pharmacist or technician.

· Use of labelling systems to design, produce and maintain labels complying with European regulations and Trust policy.

· Responsible for dispensing clinical trial prescriptions following the principles of Good Clinical Practice (GCP), trial specific dispensing guides, SOPs and trust policies.
· To organise the posting/couriering of IMP to trial participants according to guidelines set by individual trial sponsors, ensuring full audit trail including confirmation of receipt of IMP by participants and if applicable confirming storage temperatures during transit have been maintained.

· Arranges, prepares for and assists clinical research monitors from commercial and non-commercial sponsors during monitoring and close out visits. 

· To process returns of patient medicines and arrange disposal or return to sponsor according to trial specific dispensing guides, SOPs, Trust Medicines Management and Waste Management Policies.
· To assist in the setup of files for new studies under the direction of the clinical trial senior technicians
· To assist in the management of trial amendments under the direction of the clinical trial senior technicians ensuring actions are taken to implement trial amendments and documentation and procedures are revised and updated as required.
· To assist in the organisation of pharmacy site files and IMP within clinical trials. 

· To manage and prioritise own workload, working flexibly and efficiently in order to meet competing demands within agreed timescales.

· To screen and field calls and enquiries as appropriate.

· To communicate with pharmacy staff, research nurses, R&D personnel and Clinical Research Associates (CRAs) on a range of matters, sometimes complex. Provides support to research teams delivering and/or collecting completed prescriptions, documentation etc.

· Receives any complaints from service users, investigating the issue and referring to senior colleagues as necessary
· To ensure any financial reimbursement/payments from trial sponsors are claimed for on the research management system Edge
· To maintain clinical trial documentation including completion of accountability logs and filing of correspondence and documentation in appropriate sections of pharmacy site files and electronic trial folders, where necessary replacing hard folders that have fallen into disrepair and superseding documents as required.
· To liaise with the Aseptic Services Unit (ASU) as required. This includes allocating and delivering trial specific products to ASU as required, ensuring adherence to Cytotoxic handling procedures and SOPs.
· To assist with cleaning of clinical trial office, storage areas and equipment and ensure equipment is maintained in a safe and serviceable condition.
· To take part in regular performance reviews and annual performance appraisal in line with trust policy.

· To undertake any training required in order to maintain competency including all Trust required mandatory training, GCP training and individual trial specific training. All staff have a personal responsibility to continually review their level of knowledge and expertise in order to keep abreast of the progress of pharmaceutical knowledge and to maintain a high standard of competence.

· To assist with training and input into competency assessments of pharmacy clinical trial staff

· To assist the clinical trial pharmacists and technicians in preparation for external audit and regulatory inspection by the MHRA, participating in inspection processes as necessary. 

· Complete pharmacy site file audits using local and externally provided audit tools ensuring folders meet the standard of the MHRA.

· To archive pharmacy clinical trial site files in accordance with local guidelines and procedures and national regulations

· To report any deficiencies to the clinical trials pharmacists or Chief technician clinical trials in a timely manner.

· All staff have a duty to actively identify areas of risk in the work environment and report where necessary using the trust incident reporting form.

· To work to defined SOPs governing clinical trial practices and contribute to service improvement initiatives by assisting in the development, maintenance and implementation of SOPs within the clinical trials department.

· To promote and adhere to the trust values, challenging behaviours that fall short of these values.
· 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 participate in flexible working arrangements including late night duties, weekends and bank holidays.
· To undertake any other duties that may be allocated by the clinical trial pharmacists or technicians which may reasonably be expected to be undertaken.
PERSON SPECIFICATION
POST :
Pharmacy Support Worker–Higher Level, Clinical Trials
BAND:
3
	REQUIREMENTS
	At Recruitment
	At KSF 2nd Gateway

	QUALIFICATIONS/TRAINING :

NVQ Level 2 in dispensing (or recognised equivalent dispensing qualification e.g. Boots, NPA.
Good Clinical Practice (GCP) training.
	D
D
	E

E

	KNOWLEDGE/SKILLS:

Good computer skills
Knowledge of stock control principles

Accuracy and attention to detail

Problem solving ability

Good organisational skills

Articulate and numerate

Knowledge of computerised dispensing systems

Knowledge of clinical trials.
	E

E
E

E

E

E
D
D
	E

E

E
E
E
E

E

E

	EXPERIENCE:

Previous hospital or community pharmacy experience 
	D
	E

	PERSONAL ATTRIBUTES:

Able to work as a team member

Methodical approach
Ability to work flexibly and adapt to changing priorities and demands
Honesty/ integrity

Professional attitude

Ability to communicate effectively

Commitment to CPD

Ability to work effectively and accurately in a busy environment
Ability to work under own initiative
	E

E
E
E

E

E
D

E

E
	E

E

E
E

E

E
E

E

E

	OTHER REQUIREMENTS:

Willingness to work late night duties, weekends and bank holidays
	E
	E


* Essential/Desirable

	Hazards within the role, used by Occupational Health for risk assessment

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

	Blood/Body Fluids
	
	Dusty Environment
	
	VDU Use
	(

	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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