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	Job Title
	Responsible Person

	Reports To
	Head of Compliance and Audit, RP/RPi

	Scope
	UK & EU

	Department
	Quality 

	Job Family
	Clinical Fulfilment 

	Grade
	

	Behavioural 

Competency Level
	3


	Our Mission 

	To give patients control of their health through knowledge, choice, convenience, and connection.

	Your Job Family Purpose

	These roles are concerned with effective end to end clinical fulfilment.  They drive improved performance, storage and throughput of medicines through removal of waste, reduction of variance and increase of value-add across all stages of goods handling and distribution, including drug dispense and facilities management.

	Your Role Purpose 

	The Responsible Person is responsible for safeguarding product users against potential hazards arising from poor distribution practices. The Responsible Person is responsible for ensuring the business is compliant with requirements of Good Distribution Practice (GDP), to include through support and guidance of key operational stakeholders.

	Our Values 
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	Your Key Deliverables 

	Improve Patient Experience

· Ensuring that a quality management system (QMS) is implemented and maintained.

· Ensuring appropriate oversight of the management of authorised activities and the accuracy and quality of records.

· Ensuring GDP relevant training programmes are implemented and maintained.

· Coordinating and promptly performing any recall operations for medicinal products in collaboration with the Responsible Person and/or Chief Pharmacist.
· Ensuring relevant customer complaints are dealt with effectively.

· Ensuring that relevant suppliers and customers are approved.

· Approving any subcontracted activities applicable to GDP requirements.

· Ensuring that relevant self-inspections (‘audits’) are performed at appropriate regular intervals following a prearranged programme and necessary corrective measures are put in place.

· Maintaining records of any delegated duties.
· Deciding on the final disposition of returned, rejected, recalled or falsified products, as applicable to GDP.

· Approving any returns to saleable stock, as applicable to GDP.
· Ensuring any additional requirements imposed on certain products by national law are adhered to. 
Regulatory (external)
· To be responsible for compliance with GDP regulatory requirements as defined by the regulations for the role of Responsible Person.

· Be responsible for the monitoring of temperature data for changes in trends in temperature control.

· Be responsible for reviewing and signing off incidents relating to temperature excursions during storage, ensuring adequate records are kept.

· Participate in the on-call arrangements for management of temperature excursions.

· Be responsible for authorisation of dispositions for returns. 
· Be an authorised witness for destruction of wholesale returns.

· Be responsible for carrying out self-inspection GDP audits at Sciensus sites.   
· Be responsible for carrying out external audits, as required.
· Be available to be called out of hours to manage temperature excursions.

· To support the Chief Pharmacist, as appropriate, to ensure process compliance with external regulatory requirements for GPhC and MHRA across Operations.
· To support the compliance team during third party audits performed by clients.
· Support quality assurance of root cause analysis for patient safety incidents and serious complaints, as required.

· Work and liaise with external regulatory bodies and clients.

· Build effective working relationships with external regulatory bodies and clients to develop a best in class service.
Compliance 

· Be responsible for carrying out self-inspection GDP audits at Sciensus sites where stipulated in the annual audit plan.  
· Be responsible for completing delegated Responsible Person for Import activities.
· Identify training needs and monitor training delivery in compliance areas.
Flag any concerns to the Head of Compliance and Audit, Superintendent Pharmacist or CEO
· Develop and maintain effective mechanisms of communication for Operations across the Company and externally with clients, ensuring engagement with commercial and operational colleagues and external agencies.

· Raise concerns should the RP consider their ability to perform the duties required of this role are hindered, such as the lack of appropriate resource or management commitment or significant/systemic operational failure to effectively safeguard patient safety and/or protect the quality of medicines.

· Direct access to CEO to raise serious safety concerns.

	Our Regulatory Responsibilities

	· Adhere to regulatory standards relevant to role. 

· Chair / Attend all relevant committees aligned to remit of the role. 

· Be aware of all responsibilities relating to Infection Prevention and Control.

	Your Skills and Knowledge 

	· Ability to influence people at all levels internally and externally and to help shape the development and improvement of services. 

· Strong communication skills - written, oral, presentational, and interpersonal. 

· A team player that builds strong relationships with others both within and outside the business and can relate to and adapt to the perspective of others. 

· Able to multi-task and multi-process and continue to function to a high standard when under pressure; displays well developed planning & organisational skills and personal resilience. 

· Proven conceptual and analytical skills.

· Ability to lead strategic development of service involving multiple agencies.

· Able to provide advice and take decisions, after analysis of options and implications.

· Confident of advisory skills and ability to be credible and confident in dealing with staff, clients and external agencies.  

· Experience of operational management and leadership within a GDP environment.

· Track record of delivery against national and organisational standards.

· Experience of implementing change management projects to develop or improve services.

· Experience in leading business change.

· Degree or equivalent professional qualification.

	Your Accountability

	Size of the unit
	· Contributing Group EBITDA performance 

	Direct Report units
	· N/A

	Indirect Report units
	· N/A
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