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	Job Title
	Qualified Person / Responsible Person (NL)

	Reports To
	Responsible Person (UK)

	Scope
	Global

	Department
	Rare

	Job Family
	Rare

	Grade
	

	Behavioural 

Competency Level
	3


	Our Mission 

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


	Your Job Family Purpose

	

	Your Role Purpose 

	This role includes the responsibilities of Qualified Person (GMP) and Responsible Person (GDP)

.

The Qualified Person is responsible for safeguarding product users against potential hazards

arising from poor production practices. The Qualified Person is responsible for performing

certification of medicinal product batch and ensuring all related necessary steps have been

completed to comply with GMP.

The Responsible Person is responsible for safeguarding product users against potential hazards

arising from poor distribution practices. The Responsible Person has the authority and

responsibility to ensure that a quality system is implemented and maintained to comply with the

requirements of GDP.

	Our Values 
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	Your Key Deliverables 

	· Ensuring that a quality management system is implemented and maintained to support

GMP and GDP activities.

· Focussing on the management of authorised activities and the accuracy and quality of

records.

· Ensuring that initial and continuous training programmes are implemented and

maintained.

· Ensuring that suppliers and customers are approved.

· Co-ordinating and promptly performing any recall operations for medicinal products and

· interact with the applicable Marketing Authorisation Holders.

· Ensuring that relevant customer complaints are dealt with effectively.

· Ensuring that suppliers and customers are approved.

· Approving any subcontracted activities which may impact on GMP/GDP.

· Ensuring that self-inspections are performed at appropriate regular intervals following a

pre-arranged programme and necessary corrective measures are put in place.

· Undertaking audits and relevant due diligence, where required for GMP compliance.

· Keeping appropriate records of any delegated duties.

· Deciding on the final disposition of returned, rejected, recalled or falsified products.

· Approving any returns to saleable stock.

· Ensuring that any additional requirements imposed on certain products by national laws

are adhered to;

· Work and liaise with external regulatory bodies, sub-contractors and clients.

· Approving Quality Agreements and confirming Quality Agreements are in place with

contract manufacturers.

· Confirming product is imported, transported and stored in conditions appropriate to the

product.

· Reviewing the positive confirmation as part of the batch release package.

· Confirmation or Certification and release or rejection of finished medicinal product in

compliance with GMP.

· Reference and retention samples (as appropriate) and records are retained per

procedure.

· PQR review is completed.

	Our Regulatory Responsibilities

	· Adhere to (CQC/ GDP/NMC/GPHC / ICO) 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 

	• Degree (MSc) or equivalent professional qualification (D) in Pharmacy, Chemistry, Biology or other Life Sciences degree.

• EU Nationality.

• Native speaker Dutch.

• Knowledge and expertise in GMP and GDP requirements.

• Experience of quality management and leadership within an international GMP and GDP

environment.

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

• Experience in communication with regulatory bodies.


	Your Accountability

	Size of the unit
	· Contributing Group EBITDA performance 

	Direct Report units
	· N/A 

	Indirect Report units
	· 
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