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	REGULATORY OBSERVATION:

	Background
The overall objective of the Generic Design Assessment (GDA) is to ‘provide confidence that the proposed design is capable of being constructed, operated and decommissioned in accordance with the standards of safety, security and environmental protection required in Great Britain’ [1]. To facilitate this, Rolls-Royce SMR Ltd, the Requesting Party (RP), is producing an Environment, Safety, Security, and Safeguards (E3S) case. The RP has defined the overarching radiological protection purpose for the E3S case in Claim 12.1 as ‘Radiological Protection measures are incorporated into the Rolls-Royce SMR design to minimise exposures of ionising radiation to employees and other persons during normal operations and reduce risks throughout the lifecycle of the plant to As Low as Reasonably Practicable (ALARP)’ [2]. 

The RP has submitted a range of tier 2 and 3 submissions to substantiate this claim, including [3], [4], [5], [6] and [7]. From my assessment I have identified a number of common shortfalls related to the overall approach the RP is adopting to produce its E3S case. In particular:

· The E3S case does not provide suitable arguments and evidence to support its claims [2]. Where analysis is presented, it is not linked to its claims [2], and the RP does not articulate how this analysis demonstrates its claims. Without this, it is unclear what the case is trying to argue nor how complete the case is.  
· The documents ([3], [4], [5], [6] and [7]) do not appropriately define what the claim depends upon. A number of assertions are made in these documents, which when interrogated depend on implicit assumptions. These assumptions are integral to the RP’s case and therefore need to be appropriately captured and suitably justified. 
· The E3S case presented to date does not reach valid conclusions which can be demonstrated via the documentary evidence presented in its submissions ([3], [4], [5], [6] and [7]). These submissions place significant emphasis on future information without articulating whether the planned or available evidence is sufficient to support its claims.

Collectively, there is limited evidence of radiological protection related E3S case documents being produced as part of a wider plan for producing a comprehensive and structured case. For these reasons, I do not have confidence that a coherent, integrated and suitable case will be produced within GDA timescales.

Relevant Legislation, Standards and Guidance
The GDA process is undertaken within the existing nuclear safety regulatory framework for Great Britain, which is described in ‘Licensing nuclear installations’ [8]. The legal framework is based around the Health and Safety at Work etc. Act 1974 (HSWA), the Energy Act 2013 and the Nuclear Installations Act 1965 (NIA65). NIA65 sets out the requirement to obtain a nuclear site licence from ONR before installing a nuclear reactor on a site. HSWA places a fundamental responsibility on duty holders to reduce risks to ALARP. 

Although the RP is not a duty holder under HSWA during the GDA of its design, the RP is required to develop a comprehensive generic safety case as part of the GDA process. Safety Assessment Principle (SAP) SC.4 outlines that ‘A safety case should be accurate, objective and demonstrably complete for its intended purpose’ [9]​. Paragraph 86 of the SAPs defines the purpose of a safety case as ‘a logical and hierarchical set of documents that describes risk in terms of the hazards presented by the facility, site and the modes of operation, including potential faults and accidents, and those reasonably practicable measures that need to be implemented to prevent or minimise harm’ [9]. 

At the GDA stage, ONR expects the RP to provide confidence, through the delivery of a suitable and sufficient safety case, that risks arising from the generic design are capable of being reduced to ALARP.

Regulatory Expectations
In response to this RO, I expect the RP to produce a strategy for the radiological protection aspects of the E3S case, prior to its delivery, to demonstrate that:

· there is a clear and logical structure to its case; 
· the case is suitable for its intended purpose; and 
· the work programme to deliver the case is achievable within GDA timescales.

ONR recognises that development of a safety case can be a complex process, requiring forethought and planning. It is important therefore that a suitable strategy for the process exists, which considers matters such as the objectives, scope, interactions, structure and outputs from the work. A suitable strategy will ensure that the purpose, objectives and scope are clearly understood at the outset of the project and these are developed into a set of deliverables and submissions which together, constitute the full scope of the safety case. The strategy will also help with identifying both technical and specific safety case production resource. In essence, the strategy will provide the framework which will help to deliver a successful outcome.
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	REGULATORY OBSERVATION ACTIONS

	RO-RRSMR-021.A1 – Provide confidence that a suitable and sufficient E3S case for the radiological protection aspects of the generic Rolls-Royce SMR design can be delivered within GDA timescales

In response to this Regulatory Observation Action, Rolls-Royce SMR Ltd should:

· Provide the strategy for producing the radiological protection aspects of the E3S case for the generic Rolls-Royce SMR design.
· Demonstrate that the scope, structure, and content for the radiological protection aspects of the E3S case are suitable for its intended purpose. As part of this, I would expect the RP to systematically identify the current gaps in the E3S case, including in the underlying claims, arguments and evidence structure, and specify the work that needs to be undertaken to resolve them. 
· Define the tasks required to be completed during GDA to deliver the radiological protection aspects of the E3S case and provide confidence that the work programme to deliver this is achievable within GDA timescales. 
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