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Table 4: Holtec GDA MSQA Processes 

Number Title 

HPP-3295-0001 Project Management Plan [33]. 

HPP-3295-0002 Project Quality Plan [27]. 

HPP-3295-0003 Procedure for Compliance with Holtec Britain Open Individual Export License [95]. 

HPP-3295-0005 Competency and Training Procedure [72] . 

HPP-3295-0009 Supplier Document Review, Approval and Integration [35]. 

HPP-3295-0011 Handling and Protecting Security Marked Documentation [96]. 

HPP-3295-0012 Management of SSEC [68]. 

HPP-3295-0013 Holtec SMR-300 GDA Managing Commitments, Assumptions and Requirements [97]. 

HPP-3295-0014 Project Scheduling Procedure [70].  

HPP-3295-0015 Holtec SMR-300 GDA Managing Regulators RQs, RIs and ROs [98]. 

HPP-3295-0017 Holtec SMR-300 GDA Reference Design Process and GDA Prospective Design Change Register [99]. 

 

Figure 10 below illustrates how the overarching MSQA arrangements for the GDA project 

provide the framework for the production/quality assurance of the SMR-300 GDA document 

deliverables. The GDA PQP [27] details how the above MSQA arrangements fit within the 

Holtec International quality management framework. Assurance and audit arrangements 

within Holtec are further described in subchapter 4.6.4, and refers to those specific 

arrangements for the GDA such as Readiness Reviews (see subchapter 4.6.5.2.1). 
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Figure 10: MSQA Arrangements Supporting Delivery of the SSEC 
 

4.6.1.3 PROJECT RISKS, ASSUMPTIONS, ISSUES AND DEPENDENCIES  

Holtec operates with a proactive risk management model.  

The Holtec Corporate Risk Management Programme (RMP) is applicable to the GDA 

activities. Risk is defined as both threats and opportunities. 

The Project Risk Register is a project record which is maintained in accordance with the RMP 

and is updated periodically. The Risk Register is stored and maintained using the Holtec 

Budget Management application and can be Exported to / Imported from Excel, if required.  

Holtec Britain seek input into the register from routine progress meetings with the internal team 

members and subcontractors. Day to day management of risks are captured and assessed 

through a GDA Risk Register, which predominantly captures technical risks to deployment of 

the SMR-300 and delivery of GDA. Input is sought from experienced project, engineering, and 

operations personnel that are knowledgeable of ONR/EA and DESNZ expectations, best 

practices in risk management, risk assessment, and risk-informed management and decision-

making processes. The GDA risks register is managed by the PMO and supported by a risk 

professional. Significant risks identified in the GDA Risk Register may be escalated and 

included on the Project Risk Register. 

GDA Project 
Scheduling 
Procedure 
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Where the supply chain provides responses to any communication with the Regulators their 

responses are subject to check and approval via Holtec Britain Responsible Managers prior 

to transmittal to the JPO. 

The Holtec Britain lead for Regulator interactions is the UK Head of Licensing, who is 

responsible for creating the conditions for an open, honest and efficient relationship to support 

successful and timely delivery of the GDA and to provide oversight to ensure the appropriate 

level of quality and governance is applied to any documentation being submitted to the 

Regulators. 

The type and frequency of interactions with the ONR, EA and NRW are managed by Holtec 

Britain and coordinated with the SMR project team and ONR, EA and NRW staff. In Step 1 

the focus was to determine the scope of the GDA, the approach to developing the key SSEC 

documents, and ensure readiness for Step 2. In Step 2 the focus of the interactions is to 

receive regulatory feedback on the head documents and supporting Tier 2, 3 and 4 

documents. This is to enable any required updates to the documentation to be made in order 

to achieve a more successful outcome from Step 2. Specific milestones are recorded on the 

project Schedule, such as Readiness Reviews (see subchapter 4.6.5.2.1). 

Routine progress meetings between the PMO, ONR, EA and NRW project/ programme 

managers, have been established in a series of PPM at all levels. Technical meetings are 

arranged as needed to progress specific topical engagements. These regulatory technical 

meetings are important in allowing technical dialogue across safety, environmental and 

security/ safeguard topics. Early in the GDA this supported Holtec Britain Topic Engagement 

Plans (TEPs) production which, subsequently, informed the technical scope of the GDA. Each 

TEP is owned by a Topic Lead and overseen by a Responsible Manager. A list of TEPs is 

provided in the PMP [33]. Outcomes arising from these regulatory topical engagement 

sessions are recorded and confirmed with the Regulators and Holtec Britain through issuing 

to the JPO as described in the PQP [27]. The TEPs were periodically submitted to the 

Regulator during GDA Step 1 to aid assessment planning and to inform the deliverables and 

risks for each topic area. Figure 11 Illustrates the arrangements for the topic engagement 

meetings. 
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Appendix A MSQA CAE 

 

Table 6: Chapter A4 Claims, Arguments & Evidence (CAE) 

Overarching SSEC Claim Chapter Claim Chapter Sub-claim Subchapter 

Claim 1 

The Generic Holtec SMR-300 design, and 

safety case are developed using 

integrated safety management 

arrangements that take cognisance of 

relevant good practice in the context of 

the UK regulatory regime. 

Claim 1.4 

Appropriate safety, security, safeguards 

and environmental protection assessment 

and design methodologies have been 

applied conservatively to support the 

demonstration of the design and safety 

objectives. 

Claim 1.4.1: The Requesting Party have appropriate 

Management for Safety and Quality Assurance arrangements 

required in support of GDA Steps 1 and 2 and to provide 

confidence in the delivery of a UK site-specific SMR-300 and 

its associated pre-construction SSEC. 

Subchapter 4.6  SMR-

300 GDA PROJECT 

DELIVERY 

Subchapter 4.7 

MANAGEMENT OF 

DESIGN AND SSEC 

Claim 1.4.2: Holtec International have an appropriate 

Management for Safety and Quality Assurance framework to 

provide confidence in the delivery of the Palisades FOAK 

SMR-300, that significantly contributes to ensuring that the UK 

site-specific designs can be safely constructed, commissioned, 

operated, and decommissioned. 

Subchapter 4.2 

OVERVIEW OF 

HOLTEC MSQA 

FRAMEWORK 

Subchapter 4.7 

MANAGEMENT OF 

DESIGN AND SSEC 

Claim 1.4.3: The Holtec Organisation, including its supply 

chain, has appropriate organisational structure, competent and 

trained personnel, nuclear safety and learning culture, financial 

resources and governance processes to deliver a safe and 

operable SMR-300.  

Subchapter 4.5 

ORGANISATION 

Claim 1.4.4: The design, assessment and assurance activities 

with an environment, safety, security, or safeguards 

importance are conducted by individuals who are SQEP. 

Subchapter 4.5 

ORGANISATION 

 


