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	GDA Regulatory Observation
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	RO unique no.:
	RO-RRSMR-011

	Revision:
	1

	Date sent:
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	10/07/25 

	Resolution Plan Agreement Required by:
	07/08/25 

	Record Reference:
	ONRW-2126615823-7684

	Related RQ / RO No. and WIReD Ref: (if any):
	RQ-01997

	Observation title:
	Demonstration of consideration of conventional health and safety risks during the design stage

	Lead technical topic:
Conventional Health and Safety
	Related technical topic(s): 


	REGULATORY OBSERVATION:

	Background
Rolls-Royce SMR Limited, the Requesting Party (RP), started Step 3 of their GDA in August 2024. The overall objective of the Generic Design Assessment (GDA) is stated within ONR’s guidance to requesting parties [1], which 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 GB”. ONR’s guidance [1] states the intent of ONR’s Step 3 assessment is to undertake a detailed assessment of the RP’s design and supporting generic safety and security case against regulatory expectations. To facilitate this the RP is expected to produce a comprehensive safety case, that is intelligible, with a clear trail from claims, through the arguments, to the underpinning evidence that substantiates that the design is safe. Rolls-Royce SMR Limited has indicated its intention to develop, within GDA timescales, a full-scope conventional health and safety (CHS) safety case for the generic design, which will form part of the wider arguments that aim to demonstrate risks to health and safety throughout the lifecycle of the generic design are (or are capable of being) reduced to As Low As Reasonably Practicable (ALARP).  
 
ONR’s assessment during Step 3 will be risk-informed, targeted and proportionate, in line with our guidance [2], and we will sample the overall case on this basis [3], within the defined GDA Scope [4]. Prior to starting Step 3, we agreed a scope and deliverables plan with the RP which outlines the submissions which are expected to allow us to undertake our assessment of the CHS aspects of the case during Step 3 [5]. This plan continues to be refined, and we have gained addition intelligence as part of our routine regulatory interactions during the step. The RP has responded to RQ-01997 ‘Information required to provide confidence in the delivery of a conventional health and safety case within GDA timescales’. 
 
However, to date we have not been able to gain sufficient assurance that the RP has a clear plan that it is implementing to develop a comprehensive safety case during GDA, including clarity on the totality of the documentation which will form part of the CHS justifications. This includes: 
 
· A clear definition of the CHS safety case that the RP will produce for GDA including the breadth and depth of the supporting information. We do not yet have clarity on the architecture / hierarchy of safety case documentation, and how the different levels and types of safety case documentation and the arguments and evidence contained therein, will be produced and linked together to cover the full scope, interactions and content of the safety case [6]. Whilst we have sight of some aspects of this at the overall E3S level, we are not clear on the specifics for the CHS topic, nor how the appropriate level of detail to provide visibility of the expected content relevant to CHS will be provided.
· The claims, sub claims, arguments and evidence to demonstrate a complete safety case for CHS within the scope. We are not clear on the “route map” to the underpinning documentation with clarity on the safety case architecture and hierarchy of documentation [6].
· The golden thread linking the claims, arguments and evidence. We have seen limited examples to date, but these do not yet demonstrate the clear links from claims to the underpinning evidence within documentation. 
· How it is expected that this case will demonstrate that the RP will meet the requirements of relevant legislation, including specifically the duties defined under the Construction (Design and Management) Regulations 2015 during the design phase (see ref [7]).
· A detailed scope for the CHS safety case that the RP expects to produce during GDA, including a clear statement of any exclusions, including aspects that would be completed post-GDA. The RP should identify key underpinning documents that are central to the demonstration.
· Clarity of how the RP intends to demonstrate health and safety risks throughout the lifecycle of the generic design will (or can be) be reduced ALARP. This should link to the previous point regarding the scope for GDA and cover the full breadth and depth of the case that will be produced during GDA, and clarity over the expected status of documents that may form part of any handover to a future licensee.
 
Based on submissions to date we do not have confidence that the RP will demonstrate that it has identified all the relevant claims within the CHS safety case, and that these will be adequately substantiated during GDA. I am therefore seeking further details on the scope and content of the generic CHS safety case that the RP intends to produce. This is to gain confidence that the safety case will have sufficient depth and breadth to demonstrate that foreseeable conventional health and safety risks are identified and can be shown to be (or capable of being) reduced to ALARP. 
  
Relevant Legislation, Standards and Guidance
The guidance provided in this RO is based on requirements of The Construction (Design and Management) Regulations 2015 which set out legal requirements to secure health and safety for construction projects including during the pre-construction/design phase. These requirements include duties on the Principal Designer and designers to ensure that the general principles of prevention are taken into account and that foreseeable risks are eliminated, or if not reasonably practicable, controlled. The legal requirements are set out along with guidance in HSE document L153 Managing Health and Safety in Construction [7]. Further guidance is available in ONR Technical Inspection Guide NS-INSP-GD-074 Construction (Design and Management) [8]. The legal requirements set out in the suite of Regulations enabled by The Health and Safety at Work etc Act 1974 should be considered in the design. 

Regulatory Expectations
In response to this RO, ONR expects the RP to provide evidence that it has considered conventional health and safety risk during the design stages of the project, and how this will be evidenced as part of the safety case for the generic design in GDA. In doing so we expect this to provide confidence that its conventional health and safety submissions are sufficient to deliver the required evidence for the various safety case claims to demonstrate the conventional health and safety risks are (or are capable of being) reduced to ALARP.
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	REGULATORY OBSERVATION ACTIONS

	RO-RRSMR-011.A1 – Define the extent of the conventioanl health and safety case for the generic design

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

Provide a detailed description of the the conventional health and safety aspects of the safety case that will be produced for the generic design during GDA. The overall objective of which is to provide confidence that the stated intent of a full-scope CHS safety case will be produced. 

This should include the following: 
· Clarity of the breath of the safety case structure and content that the RP intends will be produced during GDA, to demonstrate conventional health and safety risks throughout the lifecycle of generic design will (or can be) be reduced ALARP. 
· Clarity of depth of the safety case structure and content that the RP intends will be produced during GDA, to demonstrate conventional health and safety risks throughout the lifecycle of generic design will (or can be) be reduced ALARP. This should include assurance that the safety case will have sufficent maturity of detail and should consider any dependencies which may impact on maturity. 
· Visibility of the holistic safety case within GDA and, therefore, any aspects which will be completed post GDA.  
· The intention for the development of the interdisciplinary digital model, including objectives and timeline for development, to allow confidence that relevant, accurate information will be provided to furture dutyholders in an accessible format and at an appropriate level of detail.   

Resolution required by ‘to be determined by the Rolls-Royce SMR Ltd Resolution Plan’ 

	RO-RRSMR-011.A2 – Demonstrate, through example, that the approach leads to control of conventional health and safety risks during the design phase  

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

Provide an example (or examples) of the application of the approach described in response to Action 1, which illustrates that conventional health and safety risks have been considered during the design stages of the project, how this has been documented and evidenced as part of the safety case for the generic design in GDA, and how this demonstrates that relevant risks are (or are capable of being) reduced to ALARP.

The extent of this example should be sufficient to show the full trail from the potential risks considered to their elimination or mitigation in the design, linking this to the RP’s claims, arguments and evidence.

Resolution required by ‘to be determined by the Rolls-Royce SMR Ltd Resolution Plan’
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