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	Scope of Work

	The SMR-300 is an advanced Pressurised Water Reactor (PWR) Nuclear Power Plant designed by Holtec International, drawing on decades of operational experience to deliver clean, affordable power with enhanced passive safety features. The SMR-300 is designed to meet US regulatory standards and the EPRI Advanced Light Water Reactor Utility Requirements Document, aligning with internationally recognised codes and practices. Holtec judges US and UK regulatory expectations to share a common foundation, shaped by international cooperation and IAEA safety standards. While broad engineering principles are similar in both countries, Holtec acknowledges potential differences in specific regulatory details.
The primary focus of a two-step UK Generic Design Assessment (GDA) is for the fundamental adequacy of the SMR-300 to be assessed against UK regulatory expectations.  Early in GDA, Holtec established a Design Reference Point (DRP) based on the SMR-300 design for Palisades in the US. The DRP has been evaluated for compliance with UK regulations and helps identify areas where US and UK requirements may diverge. Ensuring design stability across a global SMR-300 fleet is central to Holtec’s deployment strategy, making the GDA process a critical milestone.
The actions, deliverables and schedule produced herein are applicable to UK SMR-300 deployment to meet UK licensing expectations. 

Background:
Holtec recognise that design of a nuclear power plant requires robust and systematic arrangements for identifying, traceably documenting, verifying, maintaining and managing requirements. Design control, including requirements management, is a fundamental part of Holtec’s management system and is a key component in Holtec’s Quality Management System (QMS) certification to ASME NQA-1 - Quality Assurance Requirements for Nuclear Facility Applications.

For delivery of the SMR-300 design, Holtec have developed a structured, tiered approach to requirements management that evolves across the design lifecycle; from plant-level objectives to system/structure-specific design and component-level detail. Each stage of the design process (i.e., milestones) introduces increasing specificity, culminating in a fully integrated and buildable design that satisfies stakeholder, regulatory, and operational requirements. 
Requirements begin at the Conceptual Design phase, where plant and system- level requirements are defined and allocated, and the plant architecture is established. These initial set of requirements translate stakeholder objectives and regulatory obligations into requirements that guide early design activities.
During the Preliminary Design phase, requirements are worked to be finalized such that system-level requirements are further decomposed or allocated to components, and the system architecture is refined to support preliminary licensing, vendor engagement, and procurement planning. This phase sets the foundation for technical scope definition and early integration.
The Detailed Design phase incorporates design inputs from vendors and interfacing systems, resulting in complete definitions of system interfaces and fully elaborated component-level requirements. The output of this phase consists of buildable, verifiable engineering designs that reflect the full integration of requirements, interfaces, and design solutions.
Finally, in the Detailed Design/Ready for Construction phase, engineering work is completed, and the design is finalized for construction, testing, and commissioning. Requirements at this stage are fully reconciled and verified, ensuring that the design is compliant, constructible, and aligned with the plant’s technical and operational intent. This marks the transition from design to execution, operations, maintenance and ultimately decommissioning.
Holtec’s design control arrangements, including those specific arrangements which relate to requirements management, are considered by Holtec to be suitable for the current project phase. However, these are being adapted to meet the more complex demands of the project as it advances.  Following requirements definition, design control and verification becomes necessary to implement and Holtec consider this evolving design process maturity to be proportionate and consistent with industry best practice seen in ASME NQA-1 (Design Control) and IAEA TECDOC-1740 (Grading Fundamentals). 
Holtec’s current requirements management approach is set out in SMR-300 System Design Requirements Development and Management [1].  This process supports SMR-300 Design Control [2], which is the high level process to govern and ensure interfaces between the Requirements Management and Design (Discipline Specific Design Standards) processes.  Both [1] and [2] have been developed in parallel to the GDA process. In line with Holtec’s approach to requirements management, the System Design Requirements Development and Management Procedure was approved on Holtec’s management system after the close of the GDA evidence window, and as a result, it was not subject to review during the GDA regulatory assessment. Accordingly, PSR Chapter A4 [3] recognises the need for further development and implementation of these arrangements, through the identification of GDA Commitments C_MSQA_108, C_MSQA_110 and C_MSQA_111.   Holtec consider that this planned work will also support resolution of this RO and details of this approach is set out in the sections that follow.




	Description of Deliverables

	RO-HOLTECSMR300-012.A1 – Demonstration of adequate Requirements Management within the Design Process.

In response to this Regulatory Observation Action, the RP should:

Demonstrate that its approach to requirements management aligns with ONR’s expectations and with international relevant good practice, as described in this RO. This should include demonstration of implemented arrangements that shows how the listed shortfalls of this RO have been effectively addressed. 

Response:

To meet the more complex demands of the project as the design matures, Holtec have already developed and issued a dedicated requirements management process, SMR-300 System Design Requirements Development and Management [1].  
The purpose of this process is to ensure that stakeholder objectives and regulatory requirements are accurately captured, systematically managed, maintained, and traceably integrated into the design, development, verification, and operation of an SMR-300 system. It provides a structured framework to control changes, reduce project risk, support compliance, and ensure that the final as-built design fulfils its intended function. 
Holtec are currently implementing these dedicated requirements management process across the SMR-300 design.  All requirements are also being migrated to a dedicated requirements management tool, where component level requirements will be specified or requirements further decomposed into Structures Systems and Components (SSCs).
Demonstration of adeqaute implemention of [1] will be provided via procedure review and feedback, as per the Holtec’s quality management arrangements.  Holtec have established arrangements for assurance and audit under the HQP-2.0, Quality Assurance Programme and HQP-18.0, Audit, satisfying the requirements of ISO 9001 and ASME NQA-1. Outputs from the assurance and audits will be collated in a Requirements Implementation Review report. The implementation review will also examine and report the flow of requirements through the design to show traceability from internal and external requirements to design outputs for a proportionate sample of selected requirements. 

Reporting and Deliverables:
Issuance of SMR-300 System Design Requirements Development and Management [1] and demonstration of its adequate implementation via established arrangements for quality assurance (e.g. audit) and a Requirements Implementation Review, is therefore considered by Holtec to address those aspects identified in Action A1.  




	Key Activities, Deliverables and Timeline

	 
	RO ACTION
	TASK
	T-12
	T-9
	T-6
	T-3
	T-0

	A1
	SMR-300 System Design Requirements Development and Management
	
	
	
	
	

	A1
	Assurance and audit of SMR-300 design processes 
	
	
	
	
	

	A1
	Requirements Implementation Review
	
	
	
	
	


Deliverables in bold will be formally issued to the ONR to address the actions raised in the Regulatory Observation.    

Note: T-0 marks the start of PCSR development; each earlier “T-n” step represents roughly three months before that start date. Blue cells indicate the periods during which work on each task is scheduled; completion of earlier tasks feeds into subsequent ones.

	Impact on GDA Submissions

	None.
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