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SERVICE AND QUALITY QUESTIONNAIRE FOR GDP

	Company information

	Company
	 

	Location
	 

	Address
	 

	City
	 

	Questionnaire completed by 

	Name
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	Date
	

	Signature:
	 











	
	Tenderers are required to confirm compliance with each Mandatory Requirement included in this questionnaire.  Tenderers who, in the opinion of the HSE, fail to confirm and/or demonstrate compliance with any of the Mandatory Requirements set out in this questionnaire will be excluded from further consideration. 
Compliance with all Mandatory Requirements contained in this questionnaire must be in place and effective as of the date of tender submission.
As part of the tender evaluation process, the HSE reserves the right to request supporting evidence from Tenderers to verify compliance with the Mandatory Requirements set out in this questionnaire. Tenderers shall provide such evidence within the timeframe specified by the HSE.
The HSE reserves the right, at any stage during the implementation or operation of the Contract, to request, inspect and/or audit supporting evidence from the successful Tenderer to verify compliance with any of the Mandatory Requirements set out in this questionnaire. The successful Tenderer shall provide access to such evidence upon request and within any timeframe specified by the HSE.
	
	

	Item N°
	Mandatory Requirements
	
	Confirm
Yes/No

	1
	Quality System
	 
	 

	1.1
	A Quality Management System (QMS) covered by ISO 9001 certification (or equivalent) must be in place.
	 
	

	1.2
	A master list of SOPs must be in place.
	
	

	1.3
	GDP guidelines (2013/C 343/01) must be in place as part of the QMS.
	 
	

	1.4
	A designated person must be in place to maintain and update GDP guidelines.
	 
	

	1.5
	A formal management review of the QMS held at least once a year.
	 
	

	
	Procedures
	 
	 

	1.6
	A procedure for internal audits and self-inspections of the QMS, including an audit plan, must be in place.
	 
	

	1.7
	Personnel assigned to carry out the internal audit must have training in auditing and evaluation techniques.
	 
	

	1.8
	A complaints management procedure for the recording and investigation of complaints must be in place.
	 
	

	1.9
	An incident management procedure to report and deal with unforeseen events (e.g. accidents during transport, illness of driver, temperature excursion during transport, damaged / missing products etc) must be in place.
	 
	

	1.10
	A written procedure for transport order processing and vehicle scheduling must be in place.
	 
	

	1.11
	A documented process for managing and assessing changes that could affect the quality, safety, compliance, or performance of the transport service must be in place (e.g. changes to delivery routes or schedules, introduction of new vehicles, replacement of key personnel or drivers etc.)
	 
	

	1.12
	A corrective and preventive action (CAPA) program must be in place.
	 
	

	1.13
	A business continuity plan must be in place.
	 
	

	2
	Documentation
	
	

	2.1
	A document control system must be implemented and maintained to ensure the appropriate creation, review, approval, version control, distribution, retention, and withdrawal of all relevant documentation. 
	
	

	2.2
	Loading and shipment data must be documented within 24 hours.
	
	

	2.3
	A documented process must be in place to record activity from point of loading to delivery.
	
	

	2.4
	Transportation documents and temperature monitoring records must be retained for a minimum of 5 years.
	
	




	3
	Personnel
	 
	 

	3.1
	All relevant personnel must be provided with training on GDP requirements at least once per annum.
	 
	

	3.2
	All relevant personnel must successfully complete a written test on GDP requirements at least once per annum.
	 
	

	3.3
	Up to date job descriptions for all relevant personnel must be in place.
	 
	

	3.4
	A training needs analysis must be completed on an annual basis for all relevant personnel.
	 
	

	3.5
	All relevant personnel must be provided with initial and ongoing training in accordance with their training needs.
	 
	

	3.6
	Records of training / certification and qualification must be maintained on file.
	 
	

	3.7
	A drugs and alcohol policy for all relevant personnel must be in place.
	 
	

	
	Training for Safe Driving
	 
	 

	3.8
	A documented driver training programme, including defined training frequencies must be in place.
	 
	

	3.9
	Individual records for each driver that include documented observations and assessments of behavioural competencies and performance must be maintained.
	 
	

	3.10
	Results of driver training, assessments, and competency evaluations must be communicated to the individual driver. Corrective or preventive actions must be documented, agreed with the driver, implemented, and subject to follow-up review.

	 
	

	3.11
	A documented process for identifying, monitoring, measuring, and reviewing performance issues for each driver must be in place (e.g. transport safety, loading and unloading incidents, fuel efficiency, delivery performance, product damage, service quality, and customer complaints).
	 
	

	
	Driver Instructions (Driver Manual)
	 
	

	3.12
	A driver handbook, manual, or documented work instructions must be distributed to all drivers and must be provided in a language that each driver can read and understand.
	 
	

	3.13
	Instructions must include actions to be taken in an emergency.
	 
	

	3.14
	Instructions must include a pre-start check, including technical and cleanliness inspection of vehicles (damages, oil level, condition of tyres etc) and verification of the presence of all required safety equipment.
	 
	

	3.15
	Instructions must include procedures for loading and unloading, stowage and load securing.
	 
	

	4
	Supply Chain Management
	 
	

	4.1
	All instructions in relation to transportation and deliveries from the NDC must be followed through the complete transport process.
	 
	

	4.2
	Transport records, temperature data, delivery documentation, deviations, or incidents must be reported or submitted to the NDC within 48 hours or as otherwise agreed with the NDC.
	
	

	4.3
	A process/system must be in place enabling real-time delivery reporting and follow-up as required.
	 
	

	5
	Transport Criteria
	 
	

	5.1
	Service must be operated in compliance with all relevant national and international regulations and laws.
	 
	

	5.2
	Service must be operated in compliance with working time hours legislation to include accurate records of hours worked.
	 
	

	5.5
	A documented driver selection and approval process must be in place that verifies compliance with legal requirements and any customer-specific requirements.
	 
	




	6
	Vehicles
	 
	

	6.1
	All vehicles to be used for the transportation of medicinal products must have been qualified, validated where applicable, and approved in accordance with GDP requirements.
	 
	

	6.2
	A documented programme for preventive inspection and maintenance of the vehicles, regular servicing, annual CVRT testing must be in place.
	
	

	6.3
	Service and maintenance records for all vehicles must be retained on file.
	 
	

	6.4
	A procedure must be in place for the cleaning of the inside of vehicles.
	 
	

	7
	Security
	 
	

	7.1
	A procedure which ensures the security of the products and vehicles must be in place.
	 
	

	7.2
	All drivers engaged in the provision of the Service must carry official photographic identification at all times and present it upon request.
	 
	

	7.3
	Hard-sided vehicles only must be used when transporting medicinal products.
	 
	

	7.4
	Vehicles must be locked after loading and unlocked only prior to unloading.
	 
	

	8
	Order Handling
	 
	 

	8.1
	Orders, when received from the NDC, must be managed in a Transport Management System (TMS).
	 
	

	8.2
	Dispatch numbers, dates, times and locations for both loading and unloading of deliveries must be recorded on the TMS.
	 
	

	8.4
	Deliveries must be loaded on the vehicle so as to prevent contamination/cross contamination.
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