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[bookmark: _Toc219295925]Introduction
Technical Inspection Guides (TIGs) assist inspectors in making regulatory judgements and providing advice on licence conditions (LCs). Most LCs are goal setting, leaving the specifics of arrangements to the dutyholder, who is responsible for safety. This guidance aims to support consistent inspection of LC 14 – Safety documentation. 
While not exhaustive or mandatory, the guidance offers a clear framework for inspectors to assess the adequacy of compliance. Additional relevant guidance  is available in the Technical Assessment Guide (TAG) on 
“The purpose, scope and content of safety cases” [1].
Inspectors should also refer to the ONR policy on Risk-Informed and Targeted Engagements (RITE) [2], which guides risk-based prioritisation in regulatory interventions and supports decisions on engaging with dutyholders.

[bookmark: _Toc219295926]LC 14 – Safety documentation
[bookmark: _Hlk219293763]The LC states:
(1)  Without prejudice to any other requirements of the conditions attached to this licence the licensee shall make and implement adequate arrangements for the production and assessment of safety cases consisting of documentation to justify safety during the design, construction, manufacture, commissioning, operation and decommissioning phases of the installation.
(2)  The licensee shall submit to ONR for approval part or such parts of the aforesaid arrangements as ONR may specify.
(3) The licensee shall ensure that once approved no alteration or amendment is made to the approved arrangements unless ONR has approved such alteration or amendment.
(4) The licensee shall furnish to ONR copies of any such documentation or any such category of documentation as ONR may specify.
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Purpose and outcomes of LC 14
The purpose of LC 14 is to ensure that the licensee establishes effective  arrangements for the preparation, assessment and maintenance of the safety related documentation, comprising safety cases, to ensure that the licensee justifies safety during design, construction, manufacture, commissioning, operation and decommissioning. The safety case will comprise a suite of pre-defined safety documentation which in its component parts covers the various project stages and which taken together comprise the safety case for the plant throughout its life.
The regulatory outcomes being sought by LC 14 are:
For each phase of an installations life the licensee’s arrangements should specify the format, content and purpose of each safety document and the suitably qualified and experienced persons (SQEP) responsible for its production and maintenance together with those SQEP responsible for control and supervision of implementation of the arrangements.
The licensee’s arrangements should demonstrate how safety documents are categorised in accordance with their safety significance[footnoteRef:2].  [2:  The safety significance of the document should determine the extent of peer review and independent assessment and whether or not it is then submitted to the Nuclear Safety Committee (NSC) for consideration and advice. When categorising safety significance it is not the considered risk but the potential hazard arising directly or indirectly, during or after the activities under consideration that must be considered. This should include any hazard arising from inadequacy in conception or execution.] 

The licensee’s arrangements should include provisions for the safety documentation to be written, independently assessed[footnoteRef:3] and peer reviewed as appropriate. In all cases, the documents should be reviewed[footnoteRef:4] and approved by staff of an appropriate level within the licensee’s management before the particular activity is started.  [3:  For higher categories of safety significance an independent nuclear safety assessment (INSA) may be required and the arrangements should include for this. The INSA should be carried out by persons independent of the groups responsible for the production of the safety case and for operations. It provides a detailed overview based on a rigorous safety assessment. After peer review and any necessary INSA, higher category safety cases should be considered by the NSC. This requirement should be explicit in the licensee’s arrangements.]  [4:  This peer review may comprise internal design validation and verification. It should include a check that hazards have been properly identified, that assumptions made comply with accepted criteria and that standards and methods to evaluate consequences are in accordance with recognised and accepted procedures.] 


LC 14 is focused on the whole process (i.e. the arrangements) for delivering safety cases during any phase of a facility’s life cycle. Other licence conditions have more explicit requirements on what needs to be produced and why, namely:
LC23 (Operating Rules), specifically 23(1), requires a licensee to produce an adequate safety case in respect of any operation that may affect safety;
LC19 (Construction or Installation of New Facility), (4) ‘…provision of adequate documentation to justify the safety of the proposed construction or installation..’;
LC20 (Modification to Design of Facility under Construction) (4) ‘…provision of adequate documentation to justify the safety of the proposed modification..’;
LC21 (Commissioning); (4) ‘…provision of adequate documentation to justify the safety of the proposed commissioning..’;
LC22 (Modification or Experiment on Existing Facility), (4) ‘…provision of adequate documentation to justify the safety of the proposed modification or experiment..’;
LC35 (Decommissioning) (5) ‘…provision of adequate documentation to justify the safety of the proposed decommissioning..’;
LC15 (Periodic Review) (1) requires a licensee to make and implement adequate arrangements for the periodic and systematic review and reassessment of safety cases.
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Guidance on inspection of LC 14
In judging the adequacy of the arrangements, it is important to sample not only their scope and adequacy, but also their practical implementation, consider how best to theme the inspection to cover both aspects, for example, control and implementation of safety cases could theme LC 14, 15, 23, 24 and 28, for a specific activity. 
Inspectors should be aware of the licensee’s history regarding safety cases prior to carrying out LC 14 inspections (discuss this with ONR specialist inspectors, who have undertaken assessment of licensee’s safety submissions). Any notable or persistent shortcomings should inform the scope and depth of the inspection scope.
Consider sampling the arrangements:
That they cover all the clauses of LC 14 related to ONR approval of specified arrangements and that these approved arrangements should not be altered or amended unless approved by ONR and that ONR may specify copies of any such documentation or any such category of documentation.
Ensure that the impact of any new or revised safety case on all other relevant safety cases is visible, documented, monitored and controlled.
Require suitably qualified and experienced persons (SQEP) to undertake relevant roles or activities and an overview of any specific training for key roles in the safety case process.
Ensure that contractors used for safety case work are relevant and are SQEP (including criteria for selecting contractors and assessing their competence before, during and after completion of the work).
Include optioneering and development of the safety case strategy as formal elements of the process (rather than an ad-hoc or optional step).
That key users of the safety case are engaged in the process and their needs are taken into account.  Key users include operations and maintenance staff and those managers accountable for safety and the safety case. 
Include a system for classification by safety significance based on hazard which takes due recognition of the work being inadequately conceived or executed.
Include appropriate governance for checking and review of safety cases; and for the endorsement and approval process for safety documentation that is commensurate with its safety significance.
Ensure the licensee maintains and controls safety case supporting documentation and it is readily retrievable.
Ensure the responsibility for ownership of safety cases is clearly defined. 
Identifies a Process Owner for LC 14 arrangements, with responsibility for the whole safety case process, to ensure the process is continually monitored, reviewed and improved.
Learning from reviews, including external reviews, for example, NIMROD [3] are incorporated into the arrangements.
Should include clear interfaces between the licensee and ONR, ensuring programmes allow sufficient time for ONR assessment of safety submissions, and identifying interfaces with other relevant regulators 
(as necessary).
Consider sampling the implementation of the arrangements, by discussing with key roles, for example, process owner, safety case manager, safety case authors, verifiers, independent reviewers, NSC members (including independents), facility / safety case owner, operations and maintenance staff:
Head document that defines the whole safety case process, the different elements and their purpose and key roles (for example, Process Owner).  
Some licensees call this type of document the Safety Case Manual or Process Manual.  This document should also identify key potential failure modes and defences within the process, in line with SAP  SC.1[footnoteRef:5] [4]. [5:  “the process for producing safety cases should be designed and operated commensurate with the hazard, using the concepts applied to high reliability engineered systems.”] 

Governance arrangements of safety documentation and the overview of the developing whole safety case. How technical peer review and independent assessment findings have been considered, captured and sentenced.
How the licensee monitors, reviews and improves the process, including how operating experience and learning processes ensure that information from events and near misses is fed back into both existing and developing safety cases.

A robust safety case process is dependent upon a good safety culture and that the different steps in the process are seen to be important defences that help ensure safety and not as obstacles that need to be overcome (especially when the pressure is on).  Recognition of this from key roles and their ability to raise issues, have time to review the safety documentation and to discuss it with those it impacts are all lines of questions to inform a view on the safety culture along with the TIG ‘Organisational culture guide for inspectors’ [5]. 
LC 14 applies to the licensee, not just to a licensed site.  Activities undertaken by a licensee in connection with LC 14 at locations away from site (e.g. corporate headquarters, technical centre, design office) are subject to the requirements of the arrangements. 
Licensees often use contractors or agency staff in the production or review of safety cases.  Inspectors should establish where, how and to what extent the licensee uses contractors. The licensee should be able to demonstrate that Intelligent Customer [6] requirements are being met.
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