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- PART I: OVERVIEW

1. INTRODUCTION

The general purpose of the Licence Conditions Handbook (LCH) is to identify and clarify the
regulatory requirements and other relevant parts of the licensing basis for each licence condition.
This is to help ensure that the licensee maintains facility operation in accordance with the
licensing basis for the facility and the intent of the licence.

The LCH is structured in two parts:

e Part I provides an overview, which introduces the LCH and describes the sections of the
operating licence

e Part II provides the compliance framework for each licence condition (LC) set out in the
operating licence

The LCH is intended for use by both the licensee and CNSC staff and should be read in
conjunction with licence NSPFOL-13.00/2022. The LCH does not introduce new requirements
but provides explanation on how to meet licence conditions and regulatory requirements. The
compliance framework (Part II) identifies the compliance verification criteria (CVC) the
Canadian Nuclear Safety Commission (CNSC) staff use to verify licensee compliance with eac
LC listed in the operating licence. The LCH contains operational limits and applicable versions
of documents. Furthermore, the LCH provides non-mandatory recommendations and guidance
on how to achieve compliance with the conditions and criteria. The LCH also establishes
provisions for dispute resolution found in the appendix.

2.  DESCRIPTION OF THE SECTIONS IN THE LICENCE

2.1 Section I: Licence Number

The alpha numeric expression NSPFOL-13.00/2022 stems from the CNSC standard conventios
for identifying licences. The following table provides a description of each identifier used in th
expression.
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This licence authorizes the licensee to:

(a) operate a Class 1B Facility, comprising of a tritium processing facility, at the
location referred to in Section II of this licence (hereinafter “the facility”) for the

purposes of manufacturing radiation devices;

(b) produce, possess, transfer, service and use, radiation devices arising from the
activities described in (a);

(c) possess, transfer, use, process, manage, store and dispose nuclear substances that
are required for, associated with, or arise from the activities described in (a);

(d) the possession of tritium up to a limit of 6000 terabecquerels of tritium in any forn

(e) possess, and use prescribed information that is required for, associated with, or ar
from the activities described in (a).

Facility Location: The SRB facility is located at: 320 Boundary Road, Suite 140, Pembroke,
Ontario, further defined in drawing “SRB Technologies (Canada) Inc. Building Floor Plan
September 18, 2014 (e-Doc 4522521).

2.5  Section V: Explanatory Notes

This section provides clarification of the licence and introduces the LCH as a compliance toc

For licence NSPFOL-13.00/2022 there are no hold points in the licence therefore delegation of

authority is not required.

2.6 Section VI: Conditions

This section of the licence lists the LCs.
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PART II: FRAMEWORK FOR EACH CONDITION

This section of the LCH provides additional information for each LC including information on
the requirements and guidance for meeting each LC. The LCH also provides references to
licensee documents submitted to meet the requirements and the compliance verification criteria
that will be used to verify that the condition is being met and to measure performance.

The information for each LC or group of conditions is organized in the following manner.

Preamble: Contains background history and/or the regulatory context related to the LC and
provides, where applicable, the related regulatory requirements contained in the NSCA and
associated regulations.

Compliance Verification Criteria: . uis section identifies the criteria or the sources from which
the CNSC develops compliance verification criteria. Applicable standards such as Canadian
Standards Association (CSA) standards, national codes and guidelines, and/or CNSC regulatory
documents are identified. Implementation of programs will be assessed through the CNSC’s
compliance program and will be measured against performance objectives and regulatory
expectations.

The documents that are used to assess compliance with LCs are identified in this section.
Compliance verification will be conducted against written notification documents referenced
within this LCH. Current versions of written notification documents are tracked and can be
accessed through the document “SRB Written Notification Tracking Sheet” e-Doc 4472953. This
document is controlled by the Nuclear Processing Facilities Division (NPFD).

Recommendations and Guidance: While recommendations and guidance are non-mandatory,
this section refers to industry best practices, CNSC documents and other documents that provide
recommendations and guidance associated with protection of the environment, health and safety,
and other conditions of the NSCA and its associated Regulations. Recommendations and
guidance provide acceptable means to meet requirements; however, licensees may propose
alternate ways to meet the licence condition.
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g. Waste management including types, volumes and activities of solid wastes produced, an
the handling and storage or disposal of those wastes.

h. Updates regarding activities pertaining to safety, fire protection, security, quality
assurance, emergency preparedness, research and development, waste management,
tritium mitigation and training (as applicable).

i. Compliance with other federal and/or provincial Regulations.

j. A summary of non-radiological health and safety activities, including information on
minor incidents and lost time incidents.

k. A summary of stakeholder engagement activities, public opinion and information
products, as committed to in the Public Information Program.

1. Forecast for coming year(s).

2. The licensee shall provide, to the CNSC, the results of the tritium concentratién in well
water, within 30 days of monitoring the wells.

Criteria for Event Reporting

3. The licensee shall report all incidents in accordance with the NSCA and its regulations.
Inclusion of a summary of these incidents in the Annual Compliance Monitoring and
Operational Report does not release the licensee from any other reporting requirements
specified in NSCA or its Regulations.

Recommendations and Guidance

The annual report for each calendar year should provide information as found in CNSC
document entitled Annual Compliance Monitoring and Operational Performance Reporting
Requirements for Class 14 and 1B Nuclear Facilities (e-Doc 3471152).
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5. SCA - SAFETY ANALYSIS

The SCA entitled “Safety Analysis” covers maintenance of the safety analysis that supports the
overall safety case for the facility. Safety analysis is a systematic evaluation of the potential
hazards associated with the conduct of a proposed activity or facility and considers the
effectiveness of preventative measures and strategies in reducing the effects of such hazards.

5.1 Safety Analysis Program
N\
Licence Condition 5.1

The licensee shall implement and maintain a safety analysis program.

Preamble

Paragraph 3(1)(7) of the General Nuclear Safety and Control Regulations requires that a licence
application contain a description and the results of any test, analysis or calculation performed to
substantiate the information included in the application.

Paragraphs 6 (c)(d) of the Class I Nuclear Facilities Regulations require that a licence
application contain: “a final safety analysis report demonstrating the adequacy of the design of
the nuclear facility; and the proposed measures, policies, methods and procedures for operating
and maintaining the nuclear facility”.

This condition requires that the licensee implement and maintain a process to identify and assess
hazards and risks on an ongoing basis. This would include identifying and evaluating new or
unforeseen risks that were not considered at the planning and design stages and updating
previous risk assessments by replacing important assumptions with performance data. The results
of this process will be used to set objectives and targets and to develop preventative and
protective measures.

CSA N286-12 Management system requirements for nuclear facilities, includes specific
requirements related to safety analysis that apply to isotope processing facilities. As such, the
licensee’s safety analysis process is to be performed and documented for the design and carried
through the life of the nuclear facility. CSA N286-12 also requires that the safety analysis is
periodically reviewed to ensure it is current.
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8. SCA-RADIATION PROTECTION

The Safety and Control Area “Radiation Protection” covers the implementation of a radiation
protection program in accordance with the Radiation Protection Regulations. This program mu:
ensure that contamination levels and radiation doses received by individuals are monitored,
controlled, and maintained as low as reasonably achievable (ALARA).

8.1 Radiation Protection Program

Licence Condition 8.1

The licensee shall implement and maintain a radiation protection program, which include
a set of action levels. When the licensee becomes aware that an action level has been
reached, the licensee shall notify the Commission within seven days.

Preamble

The Radiation Protection Regulations require that the licensee implement a radiation protection
program for any activity that is authorized by the Nuclear Safety and Control Act or is present a
a place where that activity is carried on. This program must ensure that doses to workers do not
exceed prescribed dose limits and are kept As Low As Reasonably Achievable (the ALARA
principle), social and economic factors being taken into account.

Note that the regulatory dose limits to workers and the general public are explicitly provided in
sections 13, 14 and 15 of the Radiation Protection Regulations.

Action levels are designed to alert licensees before regulatory dose limits are reached. By
definition, if an action level is reached, a loss of control of some part of the associated radiation
protection program may have occurred, and specific action is required, as defined in the
Radiation Protection Regulations.

The Radiation Protection Regulations specifies the requirements related to action levels and
requirements for when a licensee becomes aware that an action level referred to in the licence

has been reached.

Compliance Verification Criteria

1. The licensee shall implement and maintain a radiation protection program that is in
accordance with the requirements set out in the Radiation Protection Regulations.
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10. SCA - ENVIRONMENTAL PROTECTION

The Safety and Control Area “Environmental Protection” covers programs that identify, control,
and monitor all releases of radioactive and hazardous substances and the effects on the
environment from facilities or as the result of licensed activities.

10.1 Environmental Protection Program

Licence Con~**“*~n 10.1

The licensee shall implement and maintain an environmental protection program, which
includes a set of action levels. When the licensee becomes aware that an action level has
been reached, the licensee shall notify the Commission within seven days.

Preamble

Paragraph 3(g) of the Class I Nuclear Facilities Regulations requires that a licence application

contain the proposed environmental protection policies and procedures.

Paragraph 3(h) of the Class I Nuclear Facilities Regulations requires that a licence application

contain the proposed effluent and environmental monitoring programs.

Paragraph 12(1)(c) of the General Nuclear Safety and Control Regulations requires that every
licensee take all reasonable precautions to protect the environment and the health and safety of
persons and to maintain the security of nuclear facilities and of nuclear substances
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CNSC Regulatory Document REGDOC-2.9.1: Environmental Protection Policies, Programs
and Procedures, requires licensees to establish, implement and maintain an Environmental
Management System that satisfies the requirements set by the Canadian Standards Association’s
(CSA) ISO 14001: 2004, Environmental Management Systems — Requirements with Guidance
for Use.

Canadian Standards Association N288.1-14 “Guidelines for calculating derived release limits fc
radioactive material in airborne and liquid effluents for normal operation of nuclear facilities”
provides guidelines and a methodology for calculating the upper limits (the Derived Release
Limits) for the rate of release of radionuclides discharged into the atmosphere and surface
waters, based on limiting radiation exposures to members of the public.

SRB’s derived release limit (DRL) report “Derived Release Limits for the SRB Pembroke
Facility”, was submitted with SRB’s licence renewal application. Any new or revised DRL
report is to be submitted for CNSC staff review and acceptance before the report is finalized.

The Environmental Management System (EMS) captures the environmental protection policies,
programs, and procedures of the licensed activity, and ensures that environmental protection is
managed via an integrated set of documented activities that have the support and commitment o
all levels of management within the licensee’s organization. It shall be designed in a way that is
appropriate to the nature, scale and environmental impacts of its activities with a commitment tc
pollution prevention and continuous improvement, such that environmental issues are identified
monitored, interpreted and acted upon in a manner that demonstrates “adequate precaution” to
protect the environment and the health and safety of persons. Components of an EMS include
Environmental Policy, Planning, Implementation and Operation, Checking, and Management
Review.
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Recommendations and Guidance

There are no recommendations or guidance.


















. e-Doc No.:
Directorate of Nuclear Cycle and SRB Technologies (Canada) Inc. 5040052 Word Prepared by:
Facilities Regulation NSPFOL- 13.00/2022 Buhr Robert, NPFD
5127037 PDF
. Subject: Nuclear Substance . .
Approved by: Director, Nuclear ; e . Effective Date: .
Processing Facilities Division {;::s:img Facility Operating January 6, 2017 Rev.: 0 Page 53 of 65

14. SCA-PACKAGING AND TRANSPORT

The Safety and Control Area “Packaging and Transport” covers the safe packaging and transpor
of nuclear substances to and from the licensed facility.

14.1 Packaging and Transport Program

Licence Condition 15.1

The licensee shall implement and maintain a packaging and transport program.

Preamble

Paragraph 6(e) of the Class I Nuclear Facilities Regulations requires that a licence application
contain information on the proposed procedures for transporting nuclear substances.

Every person who transports radioactive material ar reanires it to he transnorted. shall act in
accordance with the requirements of the
‘PTNSR 2015) and ot the 1 ransporiarion oy vangerous Govas reguiutions.

The PTNSR 2015 and the Transportation of Dangerous Goods Regulations provide specific
requirements for the design of transport packages, the packaging, marking and labeling of
packages and the handling and transport of nuclear substances.

Compliance Verification Criteria

1. The licensee shall implement and maintain a packaging and transport program that will
ensure compliance with the requirements of the PTNSR 2015 and the Transportation of
Dangerous Goods Regulations.

In accordance with licence condition 1.2, the following documents require written notification of
changes made.
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APPENDIX A — Administrative Processes

This appendix describes the administrative processes used to control the LCH, including LCH
change control procedure, change review criteria, dispute resolution, records management and
reporting to the Commission.

A.1  LCH Change Control Process
An effective change control process is applied to the LCH to ensure that:

e preparation and use of the LCH are properly controlled;

o all referenced documents are correctly identified and maintained;

o changes are conducted in accordance with CNSC Regulatory Policy P-299, Regulatory
Fundamentals; and

o Procedures for modifying the LCH are followed.

The following are examples of proposed LCH change requests:

o Instances where the Compliance Verification Criteria (CVC) requires clarification, based
on operating experience with the LCH.

e Transitional provisions for new codes, standard and regulatory documents to be included as
CcvC

e As aresult of Commission decision (e.g., licence amendment)

e Changes to recommendations and guidance sections.

The Director, Nuclear Processing Facilities Division, has the authority to approve changes to tt
LCH.

LCH Change Control Process

A LCH change request is initiated by either CNSC staff or the licensee using the LCH Change
Request Form in this Appendix. The licensee will be consulted on any changes to the LCH that
are proposed by CNSC staff.

In order to make a change to the LCH, CNSC staff will:

L. Assess the change request, coordinating the review by identified Subject Matter Experts,
as necessary.

Consult with the licensee, as required

Seek Director, NPFD’s approval

Update the LCH

Send formal correspondence to the licensee along with the updated LCH.

vr e

































