JOB DESCRIPTION

1.
JOB DETAILS

Job Title:                              Specialist Senior Clinical Trial Technician

Band:


 
6

Reports to:
Chief Technician -Clinical Trials
Department / Directorate:
Pharmacy/Specialist Services

2.
JOB PURPOSE
	To develop, review and revise clinical trials documentation to be used in individual clinical trials. 
Ensure that Pharmacy procedures relating to clinical trials involving Investigational Medicinal Products (IMP’s) are in accordance with appropriate regulations (ICH/GCP, EU Directive 2001/20/EC, FDA, GMP) and with Research Governance Framework 

To be responsible for the operation, performance and development of the day to day running of active Clinical Trials especially trials associated with Schedule 1 controlled drugs (University of Exeter)
To support the Chief Technician Clinical Trials in the day to day running and support of active Clinical Trials. 

To support the Chief Technician - Clinical trials to ensure adequate stock supplies and trial compliance are maintained for all active Clinical Trials 

To work with the Clinical Trials Team to strategically plan the workload for Pharmacy Services for the Trust and ensure operational implementation. 

To provide core support to the Clinical Trials Pharmacy Team. 

To be an active member of the Pharmacy Department, liaising with the Operational Management Team and clinical pharmacy leads to ensure strategic development of the Clinical Trials service. 




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

· R&D Manager

· Clinical Trials Pharmacy Staff
· Aseptic Unit staff
· Quality Assurance staff

· External Research Organisation Representatives

· Research Delivery Staff

4. ORGANISATIONAL CHART:
Please see next page.
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5.
KEY RESULT AREAS/PRINCIPAL DUTIES AND RESPONSIBILITIES:
Core responsibilities – Clinical Trials

1. Set up trial specific study files with all necessary essential documentation, in preparation for pharmacy sign off. 

2. Attend multidisciplinary team meetings with investigators to initiate, manage and close down trials hence ensuring pharmacy participation. 

3. To ensure effective operation and day to day running of active Clinical Trials within the Royal Devon University Healthcare NHS Foundation Trust (RDU) to ensure regulatory compliance and management of supplies to ensure suitable treatment is available for patients participating in a trial. 

4. To ensure the Clinical Trials Pharmacy Team (CTPT) and its staff operate to standards of excellence in customer care and with a strong patient focus. 

5. To maintain (and if necessary obtain) Good Clinical Practice (GCP) training and ensure all technicians and assistants have appropriate GCP training. 

6. To ensure all CTPT pharmacy technicians and assistants are following and apply principles of GCP in the management of clinical trials and work within the Medicines for Human Use (Clinical Trial) Regulations 2004 and EU directives relating to Clinical Trials. To liaise with other centres for clinical research to ensure common standards of practice. 
7. To ensure that the department is complying with the requirement of the Home Office license for Schedule 1 controlled drugs and completed the annual renewal process. 
8. To ensure good communication with Investigators, Research Nurses, Trust Research & Development, Sponsors, Clinical Research Associates and Pharmacy staff during the set-up and running of a clinical trial. Being the main contact for the University of Exeter in relation to trials requirements.
9. To maintain personal expertise, skills and necessary knowledge of the regulations and requirements for Clinical Trials. 

10. To develop safe systems of work and documentation of these, including implementation, review and amendment of detailed written pharmacy guidance and Standard Operating Procedure’s (SOPs) for each clinical trial in accordance regulatory standards and each trial’s protocol. 

11. To identify and monitor the needs of service users and CTPT, and effectively plan and implement changes and improvements to the CTPT. 

12. To support the training of medical, nursing and pharmacy staff in all aspects of handling drugs in clinical trials. 

13. To be responsible for accurate financial records, including invoicing, checking of invoices and authorisation of invoices for payment. 

14. To work with Pharmacy Purchasing and Distribution Unit to co-ordinate the yearly stock take and send details to Finance Department at the end of year. 

15. To ensure clinical trial protocols and SOPs are followed during dispensing of clinical trial investigational medicinal products and other drugs included in the protocol. 

16. To assist with or ensure the following activities are completed: 
· Ordering, receipt, acknowledgement, pack-down, labelling, returns and destruction of clinical trial supplies. 

· Maintenance, compliance, close down and archiving of Clinical Trial files. 

· Expiry date and stock level checks are carried out and that stock levels are maintained. 

· Temperature monitoring of clinical trial stocks 
17. To assist with the preparation for monitoring meetings, audits and inspections and to represent the Clinical Trials Team to update the dispensary staff at meetings. 

Management

1. To manage allocated members of the technician and assistant CTPT team and be a role model for CTPT staff, and ensure that staff are motivated, informed and enthusiastic. 

2. To ensure the effective management and development of staff working within the CTPT. 

3. To ensure allocated CTPT pharmacy technician and assistant staff are appraised annually in line with RDU policy and have a personal development plan and participate in CPD. 

4. To be responsible for approving records of annual leave and study leave (in conjunction with the Chief Technician – Clinical Trials) for allocated CTPT staff and deputies for others as needed. 

5. To assist with the recruitment, induction, training and appraisal of all CTPT staff. 

6. To be responsible for maintaining the aspects of the computer system appropriate to CTPT. 
7. To monitor and record internal and external errors/near misses, taking corrective and preventative action if necessary, as part of the Trust’s Incident Monitoring Program. 

8. To organise and analyse an annual audit of CTPT performance management programme as part of the overall Pharmacy and Trust audit programme. 

9. To ensure appropriate performance management data is regularly collected, validated and reviewed, and any action required is agreed and implemented. 

Aseptic Unit – Clinical Trial 
1. To participate in the day to day running of the Aseptic in line with the rota system. 

2. To maintain personal expertise, skills and necessary knowledge of the technical aspects of aseptic and non-aseptic dispensing. 

3. To participate in safe systems of work and documentation of these and to undertake safe and accurate preparation of a wide range of aseptic products on a daily basis, (including cytotoxics, epidurals, antibiotics, injectables, novel agents and monoclonal antibodies). 

4. To ensure products are prepared according to standard operating procedures (SOPs). 

5. To assemble drugs and consumables required for preparation of aseptic products, accurately recording batch numbers and expiry dates. 

6. To be responsible for the accurate completion of product worksheets and labels, assigning batch numbers to aseptically prepared products. 

7. To accurately and safely label aseptically prepared products. 

8. To facilitate the quality assurance of products and to notify the Lead Technician – Aseptic Services of any incidents and procedural deficiencies. 

9. To be responsible for ensuring finished products are packed prior to distribution to ensure the prompt and safe delivery. 

10. To ensure finished products are transported in the appropriate environment considering any physical & legal requirements. 

11. To participate in the clean room/isolator cleaning rota. 

12. To be involved in the maintenance of departmental records including staff training, environmental monitoring, cleaning, maintenance logs and worksheets. 

13. Where applicable to be involved in the delivery of drugs to clinical areas. 
14. To support the nursing staff in preparation of injectable in the clinical areas as required by the clinical trial protocols. 
Regulatory 

1. To ensure the CTPT is operating in accordance with the RPSGB code of ethics and current legislation, Health and Safety, Medicines Act, Misuse of Drugs Act, COSHH , Home Office and Departmental Procedures. 

2. To ensure all staff are familiar with and adhere to CTPT, Pharmacy and Trust SOPs. 

3. To ensure the disposal or recycling of medicinal products is carried out in a safe and efficient manner, in accordance with Health & Safety, Control of Substances Hazardous to Health (COSHH) regulations and Departmental Standard Operating Procedure. 
Training and Education
1. To be an accredited technician checker. 

2. To plan, write and deliver training programs for clinical trial activities for staff in CTPT. 

3. To provide competency-based training and support to Student Pharmacy Technicians and Pharmacy Assistants undertaking competence-based qualifications.
4. To work closely with the pharmacy education and development team to ensure all CT technicians and assistants and pre-registration pharmacists are trained and competent, and comply with all statutory and mandatory training requirements. 

Other Responsibilities:
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.
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.

This post has been identified as involving access to vulnerable adults and/or children and in line with Trust policy successful applicants will be required to undertake a Disclosure & Barring Service Disclosure Check
THE TRUST – Vision and Values
Our vision is to provide safe, high quality seamless services delivered with courtesy and respect. To achieve our vision we expect all our staff to uphold our Trust values. Our Trust values are:
Honesty, Openness & Integrity

Fairness,

Inclusion & Collaboration

Respect & Dignity

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 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
PERSON SPECIFICATION
POST: Specialist Senior Clinical Trial Technician
BAND: 6
	REQUIREMENTS
	At 

Recruitment
	At 2nd KSF Gateway

	QUALIFICATIONS/SPECIAL TRAINING:
BTEC and NVQ 3 in Pharmaceutical Sciences.

Registration with General Pharmaceutical Council as a Pharmacy Technician
Technician Checking Accreditation 
Management qualifications
Evidence of further training and development in clinical research
	E

E

E
D

D
	E

E

E

E
D

	KNOWLEDGE/SKILLS:

Knowledge of all aspect of clinical trial management

Excellent interpersonal skills.

Good organisational skills.

Mentoring skills.

Accuracy and attention to detail

Ability to problem solve

Knowledge of Good Manufacturing Practice (GMP)

Trained in Good Clinical Practice (GCP)

Knowledge of medicines legislation associated with clinical trials
	D
E

E
D

E

E

E

D

D
	E

E

E

E
E
E

E

E

E

	EXPERIENCE:

Previous experience in clinical trial activities
Previous experience in aseptic preparation 

Experience of using data management systems and advanced level IT skills 

Experience of managing, negotiating and influencing at senior level

Experience in clinical trials procedures both commercial and non-commercial
	E

E

D

D

D
	E

E
E

E

E

	PERSONAL REQUIREMENTS:

Able to work flexibly to meet needs of service

Methodical & organised with the ability to prioritise workload (own and others) to include planning and organising activities 

Adaptable and able to change and re-prioritise tasks immediately and in line with competing demands

Enthusiastic, highly motivated and committed to developing a service & ability to motivate others

Ability to deal with members of public and other healthcare workers in a professional mannerGood time management.
Work within the GPhC standards of conduct, ethics and performance.
	E
E

E

E

E

E

E

E
E
	E

E

E

E

E

E

E

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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