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Krydsreferenceliste fra ISO 17034:2016 til laboratoriets ledelsessystem
Krydsreferencelisten indeholder ikke den fulde tekst for krav i DS/EN ISO 17034:2016, og det er derfor vigtigt, at den anvendes sammen med standarden ved udfyldelse af referencer.
	Afsnit i DS/EN ISO/IEC 17034:2016
	Reference udfyldes af laboratoriet
	Til DANAK’s brug

	4 
	Generelle krav
	
	

	4.1
	Contractual matters
	
	

	4.1.1
	Requests, tenders and contracts. Requirements, capability and resources
	
	

	4.1.2 New
	Review shall include subcontracted tasks
	
	

	4.1.3
	Maintain records of reviews, including changes.
	
	

	4.2
	Impartiality
	
	

	4.2.1 New
	Safeguard impartiality.
	
	

	4.2.2 New (b og c)
	a) freedom from internal and external pressures
b) identify risks, c) elimination of risk  d) Management commitment
	
	

	4.3
	Confidentiality
	
	

	4.3.1
	Responsible for information obtained. Keep information confidential.
	
	

	4.3.2 New
	Release of confidential information
	
	

	5
	Structural requirements
	
	

	5.1
	Legal entity or a defined part thereof.
	
	

	5.2
	Organized to meet all applicable requirements.
	
	

	5.3 New (b og g)
	The RMP shall a) to g). 
	
	

	5.4 New
	Management shall ensure:

a) internal and external communication mechanisms 

b) communication regarding the management system

c) communicate importance of meeting customer and other requirements
	
	

	6
	Resource requirements
	
	

	6.1
	Personnel
	
	

	6.1.1
	Ensure supervision and competence of personnel.
	
	

	6.1.2
	Personnel, subcontractors etc. shall keep information confidential.
	
	

	6.1.3
	Ensure the competence of all personnel 
	
	

	6.1.4
	Procedures for identifying training needs and providing training of personnel.
	
	

	6.1.5
	Maintain records of job descriptions for personnel.
	
	

	6.1.6
	Authorize personnel to particular activities. Maintain records of authorizations, competence, educational and professional qualifications.
	
	

	6.2
	Subcontracting
	
	

	6.2.1 New
	Procedures to ensure subcontractors’ experience and technical competence.
	
	

	6.2.2
	Selection of subcontractors who meet the requirements.
	
	

	6.2.3
	RMPs shall not subcontract:

- production planning

- selection of subcontractors

- assignment of property values and uncertainties

- authorization of property values and uncertainties

- authorization of RM documents.
	
	

	6.2.4
	Establish and maintain procedures to assess subcontractors.
	
	

	6.2.5
	Evidence of the subcontractor’s competence shall be established.
	
	

	6.2.6
	Evaluate the competence of the subcontractor or supervise the operations carried out.
	
	

	6.2.7
	Results and descriptions of procedures used by subcontractors available for evaluation.
	
	

	6.2.8 New
	Have personnel having knowledge to evaluate the subcontractor’s activity.
	
	

	6.3
	Provision of equipment services and supplies
	
	

	6.3.1
	Procedures for the selection of equipment, services and supplies.
	
	

	6.3.2
	Shall use only equipment, services and supplies that comply with specified requirements.
	
	

	6.3.3
	Ensure that equipment and consumable materials are not used until inspected, calibrated or otherwise verified to comply with the specifications.
	
	

	6.3.4
	Maintain records of purchases, including selection criteria, confirmation of acceptance, and commissioning data.
	
	

	6.4
	Facilities and environmental conditions
	
	

	6.4.1
	Ensure that all facilities are such as to facilitate handling, storage, processing and packaging, as well as proper performance of calibration and testing activities.
	
	

	6.4.2
	Environmental conditions shall be monitored, and controlled and recorded. 
	
	

	6.4.3
	Processing and calibration and testing areas shall be protected from other environmental factors.
	
	

	6.4.4 New
	Access to and use of areas shall be controlled. 
	
	

	7
	Technical and production requirements
	
	

	7.1 New
	Address requirements in this clause
	
	

	7.2
	Production planning
	
	

	7.2.1
	Identify and plan processes. Document production plan. 
	
	

	7.2.2
	Technical input of subcontractors shall be specified, documented and reviewed.
	
	

	7.2.3 New (b, h, i)
	During planning a) to u) shall be addressed. 
	
	

	7.2.4
	By verification ensure that information remains applicable for new batch (see 7.2.3).
	
	

	7.3
	Production control
	
	

	7.3 New
	Verify implementation of production. Document and approve deviations from the plan.
	
	

	7.4
	Material handling and storage
	
	

	7.4.1
	Make arrangements to ensure the integrity. Precautions against adverse environmental influences (see 6.4) and contamination.
	
	

	7.4.2
	Identify, preserve and separate candidate RMs and RMs from chemicals and other samples.
	
	

	7.4.3
	Ensure adequate packaging of all RMs and provide secure storage.
	
	

	7.4.4
	Condition of all RMs throughout the storage period
	
	

	7.4.5 New
	Control packaging and labelling processes to ensure safety and transport requirements. Procedures for transport.
	
	

	7.4.6
	Ensure integrity of each individual RM unit.
	
	

	7.5
	Material processing
	
	

	7.5.1
	Procedures to ensure adequate processing for its intended use. Procedures for material processing shall address a) to i).
	
	

	7.5.2 New
	Equipment operated in accordance with procedures.
	
	

	7.6
	Measurement procedures
	
	

	7.6
	See checklist for ISO 17025
	
	

	7.7
	Measuring equipment
	
	

	7.7
	See checklist for ISO 17025
	
	

	7.8
	Data integrity and evaluation
	
	

	7.8.1
	Ensure that all calculations and data transfers are checked.
	
	

	7.8.2
	Ensure that:

a) computer software is validated and adequate

b) procedures for the integrity of data 

c) equipment and software are maintained 
d) appropriate procedures for data security 
	
	

	7.8.3 New
	Statistical procedures shall be appropriate.
	
	

	7.9
	Metrological traceability of certified values
	
	

	7.9.1 New
	The metrological traceability in compliance ISO/IEC 17025. Provide evidence to a stated reference.
	
	

	7.9.2
	The stated reference shall be a definition of a measurement unit.
	
	

	7.9.3 New
	If possible demonstrate that the stated reference is traceability to SI Units.
	
	

	7.9.4 New
	Where traceability to the SI units is not possible, demonstrate metrological traceability to reference (see ISO/IEC 17025).
	
	

	7.9.5 New
	If values need to be traceable to a higher order reference system ensure measurements calibrated with metrologically traceable values.
	
	

	7.9.6 New
	Secondary parameters shall have evidence of metrological traceability.
	
	

	7.10
	Assessment of homogeneity
	
	

	7.10.1 New (note 1)
	Assessment of the homogeneity of RM in its final packaged form.
	
	

	7.10.2
	In multiple batches, demonstrate equivalence of the batches or evaluate the homogeneity of each batch.
	
	

	7.10.3 New
	Validated measurement procedures shall be selected.
	
	

	7.10.4 New
	Determine the homogeneity for every property unless close association
	
	

	7.10.5
	For certified values, homogeneity shall be quantified or shown to be a negligible contribution.
	
	

	7.11
	Assessment of monitoring of stability
	
	

	7.11.1 New
	Regarding monitoring stability he RMP shall a)-f).
	
	

	7.11.2
	Experimental assessment of stability before release unless…
	
	

	7.11.3
	Verify stability in multiple batches. 
	
	

	7.12
	Characterization
	
	

	7.12.1 New
	Where the RMP assigns property values, characterization of the RM is required.
	
	

	7.12.2 New
	The RMP shall clearly define whether a quantitative or a qualitative property will be characterized. 
	
	

	7.12.3 New
	The RMP shall select a characterization strategy.
	
	

	7.12.4 New
	The RMP shall specify the characterization study. The RMP shall:
a) document a measurement plan 

b) demonstrate the competence of laboratories
	
	

	7.12.5 New
	The RMP shall perform a technical evaluation of the data and documents involved in characterization. 
	
	

	7.13
	Assignment of property values and their uncertainties
	
	

	7.13.1
	The RMP shall use documented procedures for the assignment of property values.
	
	

	7.13.2
	These procedures shall include a) to e).
	
	

	7.13.3 New
	The RMP shall take account of technical information on test methods and equipment.
	
	

	7.13.4
	Outliers shall not be excluded solely on statistical evidence.  Robust statistical methods may be applied.
	
	

	7.13.5 New
	For certified values, the RMP shall identify the uncertainty contributions to be included in the assigned uncertainty.
	
	

	7.13.6 New
	For certified values, the RMP shall consider uncertainty contributions of characterization, inhomogeneity, storage, transport.
	
	

	7.14
	RM documents and labels
	
	

	7.14.1
	The RMP shall issue RM certificate and product information sheet.
	
	

	7.14.2 New
	The contents of RM certificates and product information sheets shall include a) to l). 
	
	

	7.14.3 New
	RM certificates shall contain description, property, measurement procedure.
	
	

	7.14.4
	Property of the RM label. 
	
	

	7.14.5
	Information included elsewhere.
	
	

	7.15
	Distribution service
	
	

	7.15.1 New (notes)
	The distribution process shall be specified. 
	
	

	7.15.2
	The RMP shall maintain up-to-date records of all RM sales and distribution.
	
	

	7.15.3
	The RMP shall offer to user’s reasonable guidance and technical support.
	
	

	7.15.4
	The RMP shall employ best efforts to notify users of any change to the property value or uncertainty.
	
	

	7.15.5 New (note)
	Where RMs are subject to resale through a distributor the RMP shall pass on all necessary information. 
	
	

	7.16
	Control of quality and technical records
	
	

	7.16.1
	The RMP shall establish and maintain procedures for records.
	
	

	7.16.2
	The RMP shall ensure information needed in a future dispute.
	
	

	7.16.3
	All records shall be legible and readily retrievable and in a suitable environment. Retention time shall be established.
	
	

	7.16.4
	Mistakes in records including electronically stored records. 
	
	

	7.16.5
	All records shall be held securely and in confidence.
	
	

	7.16.6
	The RMP shall have procedures to protect electronically held data.
	
	

	7.16.7
	The RMP shall arrange for measurement observations, calculations and derived data, calibration records and preparation reports to be retained for a defined period.
	
	

	7.16.8
	The results of each calibration or measurement carried out shall be reported in accordance with ISO/IEC 17025.
	
	

	7.17
	Management of non-conforming work
	
	

	7.17.1
	The RMP shall have procedures for non-conforming work. 
	
	

	7.17.2 New (h)
	The procedures shall ensure a) to h). 
	
	

	7.17.3
	The decision on recall of RMs shall be taken in a timely manner.
	
	

	7.18
	Complaints
	
	

	7.18.1
	The RMP shall have a documented process on complaints.
	
	

	7.18.2 New
	A description of the handling process shall be available on request.
	
	

	7.18.3 New
	Upon receipt of a complaint, the RMP shall confirm and deal with it.
	
	

	7.18.4 New
	The RMP shall be responsible for all decisions of the handling process.
	
	

	7.18.5 New
	Investigation and decision shall not result in any discriminatory actions.
	
	

	7.18.6 New
	The process for handling complaints shall include a) to c). 
	
	

	7.18.7 New
	The RMP receiving the complaint shall gather and verify all information.
	
	

	7.18.8 New
	The RMP shall acknowledge receipt, provide progress reports and the outcome.
	
	

	7.18.9 New
	The decision to be communicated shall be made by individual(s) not involved in the original RM activities.
	
	

	7.18.10 New
	Whenever possible, the RMP shall give formal notice of the end.
	
	

	8
	Management system requirements (option A)
	
	

	8.1.2.1
	The RMP shall implement a management system. 
	
	

	8.1.2.2
	The RMP shall define its scope of activities.
	
	

	8.2
	Quality policy
	
	

	8.2.1
	The RMP shall define and document its policy, objectives and commitment for all activities.
	
	

	8.2.2
	The RMP’s management system shall be documented under the authority of the top management.
	
	

	8.2.3
	The quality policy shall include the following commitments:
a) to produce RMs which conform to this standard
b) to conduct all testing and calibration in compliance with ISO/IEC 17025
c) to require that all personnel familiarize themselves with the quality documentation 
d) for the management to continually improve the effectiveness of the management system 
	
	

	8.2.4
	The overall objectives shall be reviewed during the management review.
	
	

	8.3
	General management system documentation
	
	

	8.3
	The RMP shall document all of its management system and this shall be communicated to all personnel.
	
	

	8.4
	Control of management system documents
	
	

	8.4.1
	The RMP shall control all documents.
	
	

	8.4.2
	The RMP shall ensure a) to f). 
	
	

	8.5
	Control of records
	
	

	8.5.1
	The RMP shall establish procedures for control of records.
	
	

	8.5.2
	Procedures for retention of records shall be consistent with contractual and legal obligations. Access to records shall be consistent with confidentiality arrangements.
	
	

	8.6
	Management review
	
	

	8.6.1
	The RMP shall plan and periodically conduct a review of its management system and production processes.
	
	

	8.6.2
	Findings and actions from management reviews shall be recorded and discharged within an appropriate and agreed timescale.
	
	

	8.7
	Internal audits
	
	

	8.7.1
	The RMP shall plan and conduct internal audits. The internal audit program shall address all elements of the management system. Audits shall be carried out by trained and qualified personnel.
	
	

	8.7.2
	When audit findings cast doubt on the effectiveness of the operations, the RMP shall take timely corrective actions and shall notify, its customers whose activities may have been adversely affected.
	
	

	8.7.3
	All audit findings and corrective actions shall be recorded. Ensure actions within timescale.
	
	

	8.7.4
	Follow-up activities shall verify and record the implementation and effectiveness.
	
	

	8.8
	Actions to address risks and opportunities
	
	

	8.8.1 New
	The RMP shall consider the risks and opportunities to a) to d). 
	
	

	8.8.2 New
	The organization shall take actions to a) to c). 
	
	

	8.8.3 New
	Actions taken shall be proportionate.
	
	

	8.9
	Corrective actions
	
	

	8.9.1
	The RMP shall establish a policy and procedure(s) for implementing corrective actions.
	
	

	8.9.2
	Corrective action procedures shall identify the root causes. The investigation shall be in-house and work by subcontractors.
	
	

	8.9.3.1
	The RMP shall identify potential corrective actions. 
	
	

	8.9.3.2
	Any corrective action taken shall be appropriate to the magnitude.
	
	

	8.9.3.3
	The RMP shall document and implement any required changes.
	
	

	8.9.4
	The RMP shall monitor the results.
	
	

	8.9.5
	When doubt on the RMP’s compliance the appropriate areas of activity shall be audited.
	
	

	8.10
	Improvement
	
	

	8.10.1
	The RMP shall continually improve the effectiveness of its management system.
	
	

	8.10.2
	Required improvements and potential sources of non-conformities shall be identified. Use of action plans.
	
	

	8.10.3
	After the implementation of the improvement, the RMP shall monitor the results.
	
	

	8.11
	Feedback from customers
	
	

	8.11
	The RMP shall seek feedback from its customers. 
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