bsi.
® BSI Training Academy /
— % .
On-demand elLearning

Course Introduction

Presented by: BSI (Y2 YAREH )

isit the website www.bsiedu.com



N4 \ /

oose BSI's on-demand elLearning cousSes?

bsi.
® BSIon-demand elLearning courses -

2C|ME o|2{do| &E22 ' ‘ Available on-demand 24/7 a \‘

4 Complete flexibility and time-efficient — é_

~ - High-quality content drawn from BSI expertise .
Chorst HIC|@ Bt 2219l 3t U 00|32 Bk RS S =
Jd o meCt SHSHA st&5e £+ YSL|Ct / Suitable for all learning styles, job roles and seniority levels
2CHE 22191 st&2 H|C| e, 22101 IA X7 Y LH-E HIIE r Measurable learning outcomes with in-built assessment
Zdgtsto] BsIoA 7|Cie = = Aot SYUst nFHO| FHXS -
HSotEz #5h= Azt Aot=s S22
EER RS

[

CHSOIM 271: @B YouTube 2o Hghghct.



https://www.youtube.com/watch?v=Mqn0L8iZDjg&embeds_euri=http%3A%2F%2Fbsiblog.co.kr%2F&source_ve_path=Mjg2NjY&feature=emb_logo

® Training On-demand eLearning 3

Quality
management Medical Digital trust and
Sustainability information Health, safety and
and business Devices resilience well-being
excellence
- 1509001 15013485 . 1S014064 - 15027001 - 15045001
« 1SO14971 * cloud security .
« [S022301 . 1SO14001 . information I1SO45005
- MDR, IVDR....

ISO39001

security

Copyright © 2022 BSI. All rights reserved



BSI's on-demand eLearning courses:
Course List Duration | | ; - i Course List Duration

ISO 13485:2016 Requirements E-Learning 4 hours Information Security Management Awareness Training Course 30 minute

Implementation of the In Vitro Diagnostic Device Regulation (IVDR) 1o oS ISO/SAE 21434:2021 Requirements Training Course 3~4 hours
for CE Marking Training Course

ISO 14971:2019 Risk Management for Medical Devices Sl . 200]:2022 PRI tion | 5E

Requirements on-demand training course ISO/IEC 27001:2022 Requirements Training Course 3~4 hours

Rt e hed cdliBevicelRegulation (MDR) Training 5 hours Auditing Cloud Security for CSA STAR Certification Training

8 hours
Course Course

The Obligations for Economic Operators within the Medical Device

Regulations (EU MDR 2017/745) training course 15 minute CSA STAR: The Cloud security and Privacy Governance and

Compliance Program Training Course 8 hours

Requirements for Risk Classification in the Medical Device el . i
Regulation (EU MDR 2017/745) training course ISO 22301:2019 Requirements 4 hours

The hidden stings of the Medical Device Regulation (MDR) — Building Information Modelling (BIM) Fundamentals Course 8 hours

Annex VII training course 1 hours

Allergen Awareness 4 hours

ISO 45001:2018 Requirements E-learning 6 hours

HACCP Foundation 4 hours

ISO 45001:2018 Leadership, Culture and Worker Participation 6 hours

Pest Awareness Course 4 hours
ISO 14064-1:2018 Requirements Training Course 3 hours

Food Safety Foundation eLearning Course 4 hours

ISO 14001:2015 Requirements Training Course 4 hours

Road to Net Zero — Terminology and Principles (PAS 2060:2014) B Food e e Y8 4 hours

E-Leamning Course Health and Safety Hazards and Controls 4 hours

ISO 50001:2018 Requirements 4 hours Basics for Pandemic Risk Management 4 hours
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» Underpinning knowledge for workplace transport risks ISO 39001
» Occupational Stress and other psychosocial risks

. Fre_parmg for and learning from emergencies, disruption and A Rl 15
incidents

* Introduction to Risk Assessment
+ [SO 9001:2015 Requirements

» The Importance of Structured Collaboration — 21st Century ol 5
Challenges Need Collaboration On-Demand Training Course
» The Fundamentals of Auditing (ISO 19011:2018) On-Demand
o 4 hours 10
Training Course

» The Harmonized Approach to Management System Standards
* Introduction to Management Systems On-Demand Training Course

BSI's on-demand eLearning courses:
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® On-Demand eLearning Course Guide
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® On-Demand eLearning Course Guide
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® ISO 13485:2016 Requirements E-Learning 8

This training course explores the requirements of the ISO
13485:2016 Quality Management System standard, discussing key
principles and how the standard interacts with ISO 9001:2015, and
also how it serves to facilitate global alignment for Medical Device
quality management systems.

From consultants to senior managers, this course is suitable for
anyone who needs to implement the standard. You'll learn to use
ISO 13485:2016 as the basis for regulatory requirements
worldwide and recognize the key clauses.

*  Who should attend?
Senior management, quality managers, requlatory affairs
managers, internal and external auditors, consultants and
anyone involved with the implementation of the standard.

« What will I learn? You will learn about:

> Gain an appreciation for the origins of ISO13485 |

» Understand the use of ISO13485 as the basis for a Quality I Book your place
Management System for Medical Device organisations

b |
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https://bsi.my.salesforce-sites.com/training/trainingbookingcommunityuserlogin?c=MED01002KOKR&CT=KR&l=KO

® Implementation of the In Vitro Diagnostic Device Regulation (IVDR) for CE Marking
Training Course ’

To help implement the requirements of the European In Vitro
Diagnostic Device Regulation (IVDR 2017/746) to obtain and
maintain the CE mark for your product. Gain confidence with the
IVD classification rules and the conformity assessment routes.
Learn the importance of the General Safety and Performance
Requirements in product development, and of scientifically robust
performance evaluation and clinical evidence.

 Who should attend?
RA, QM, and QA professionals who will be implementing the
IVDR within their organisations
Personnel concerned with certification or active in projects for
CE-marking, including R&D scientists, production personnel,
project management.

« What willIlearn? You will learn about:

» Develop a strategy for regulatory compliance as stipulated by
IVDR

> Explore the role of the Notified Body

» Impart knowledge concerning IVDR requirements into your
organization, e.g. in projects for CE-marking

[ J
S l [ ] Copyright © 2022 BSI. All rights reserved
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® 1ISO 14971:2019 Risk Management for Medical Devices Requirements
on-demand training course 10

This course is designed to provide you with an understanding of
ISO 14971:2019 and the impact it has on the design, development,
manufacturing and lifecycle of medical devices. It will also provide
medical device manufacturers with knowledge of how ISO
14971:2019 links with the ISO 13485:2016 standard and the MDR
2017/745. Practical activities throughout the day will give you the
opportunity to apply your skills, implementing risk management
activities so that these can be embedded within the organization
on completion of the course.

 Who should attend?
QA/Regulatory/Engineering/Manufacturing role involved in
medical device design, development, and manufacturing

What will I learn? You will learn about:

Define risk management terminology

Explain how risk management relates to the product lifecycle
Outline the stages of the risk management process

Define the key deliverables of the risk management process
Apply risk management principles within your organization

YVVVVY*
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https://bsi.my.salesforce-sites.com/training/trainingbookingcommunityuserlogin?c=MDR01022KOKR&CT=KR&l=KO

® ISO 14064-1:2018 Requirements On-demand Training Course

Climate change has been cited as one of the greatest challenges
facing the world. It is an issue that will increasingly affect
businesses and people, having impacts on resource availability,
economic activity, and human wellbeing. Understanding the
principles of measuring and reporting your greenhouse gases
(GHG) enables you to be better informed on how to mitigate
them.

 Who should attend?
Anyone involved in the design, development, management,
and reporting of greenhouse gas emissions for their
organization.

What will I learn? You will learn about:

» Importance and benefits of quantifying and reporting on the
greenhouse gas emissions in accordance with ISO 14064-
1:2018

> Key requirements, terms and definitions of ISO 14064-1:2018

» How to define the boundaries of GHG emissions associated

with your organization in order to develop a framework to 5\

measure, report and manage those emissions ' a

[ J
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® Road to Net Zero - Terminology and Principles (PAS 2060:2014)

This training course is designed to outline the principles, language
and the steps your organization can take on the road to net zero.
If you're a non-sustainability senior professional eager to
understand what the road to net zero involves, this is for you.

*  Who should attend?
Non-sustainability senior professionals and executives looking
to develop an understanding around the language, principles,
and roadmap to Net Zero

« What will Ilearn? You will learn about:
By the end of this training course, you will be able to:

» Define the key terms associated with the Road to Net Zero

> Identify the relevant legal, regulatory, and supply chain drivers
to achieve Net Zero and their relevance to organizations

> Identify the steps an organization will take to achieve Net Zero

Book your place

- -
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® ISO 50001:2018 Requirements N

You'll learn about ISO 50001, common terms and definitions in the
standard as well as the key concepts and requirements related to
ISO 50001:2018 Energy Management Systems (EnMS).

If you need to understand the requirements of this management
system standard and are confident enough not to need tutor-led
training, this online, self-paced course offers you complete
flexibility.

*  Who should attend?
Anyone involved in the planning, implementing, maintaining,

supervising or auditing of an ISO 50001 Energy Management
System.

« What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Understand and explain the importance and benefits of having
an effective energy management system in place

> Develop and implement an EnMS that allows your organization ~ » ' _ Book your place
to continually improve how it uses energy P _ |
» Manage energy consumption and efficiency for your g % ,4{,/.[[&

organization

bsi.
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® ISO 14001:2015 Requirements Training Course 14

Identify the structure and requirements of an effective
environmental management system and what this means to you.
Gain a thorough understanding of the history and development of
ISO 14001:2015, key terms, definitions and the ISO standardized
high-level structure. You'll learn to interpret and apply the key
concepts and principles of the standard to existing processes
within your organization.

* Who should attend?
Anyone involved in the planning, implementing, maintaining,
supervising or auditing of an ISO 14001:2015 EMS.

 What will Ilearn? You will learn about:

By the end of this training course, you will be able to:

Importance and benefits of an ISO 14001:2015 EMS

Key requirements, terms and definitions of ISO 14001:2015

Structure of ISO 14001:2015 which incorporates the Annex SL

common framework for management system standards

» Main concepts such as process approach, Plan-Do-Check-Act,
lifecycle perspective, aspects and impacts.

Y V V
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https://bsi.my.salesforce-sites.com/training/trainingbookingcommunityuserlogin?c=EMS01022ENKR&CT=KR&l=KO

® Auditing Cloud Security for CSA STAR Certification On-demand Training 15

In conjunction with the CSA, BSI has developed the CSA STAR
Certification scheme to measure the robustness and performance
of cloud security. It gives cloud service providers the ability to
prove that their registration to the Cloud Security Alliance’s (CSA's)
Security, Trust and Assurance Registry (STAR) has been
independently assessed against the new CSA STAR certification
maturity model.

 Who should attend?
Network security managers
Information security consultants

« What will I learn? You will learn about:

By the end of this training course, you will be able to:

» Learn how to effectively prepare a cloud service provider for a
CSA STAR audit and have sufficient knowledge and skills to
conduct 1st and 2nd party audits | _

» Gain an understanding of what a Cloud Service Provider must ‘ - kL Book your place
do to achieve CSA STAR certification v —

» Understand the benefits of CSA STAR certification to a CSP and <
to the customer

[ J
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https://bsi.my.salesforce-sites.com/training/trainingbookingcommunityuserlogin?c=CLS03022ENKR&CT=KR&l=KO

® CSASTAR: The Cloud security and Privacy Governance and Compliance Program
On-demand Training Course 10

In conjunction with the CSA, BSI has developed the CSA STAR r ‘
Certification scheme to measure the robustness and performance l ,

of cloud security. It gives cloud service providers the ability to .

prove that their registration to the Cloud Security Alliance’s (CSA's) ‘
Security, Trust and Assurance Registry (STAR) has been

independently assessed against the new CSA STAR certification
maturity model.

——
—""‘ |

e Who should attend?

Network security managers, Information security consultants
Cyber Security principals

« What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Define the specific control areas of the CCM and differentiate
between them

> Apply the maturity model when auditing a provider's security
controls

» Calculate a maturity score for each CCM control area

> Derive a provider's maturity level from the maturity scores

bsi.

Book your place
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https://bsi.my.salesforce-sites.com/training/trainingbookingcommunityuserlogin?c=CLS13622ENKR&CT=KR&l=KO

® Allergen Awareness eLearning 7

This on-demand introductory course covers the causes of allergic
reactions to food, symptoms of allergic reactions and the
mechanisms for controlling allergens in food production.

Allergens in food can be life-threatening, with an estimated 1-2%
of adults and 5-8% of children thought to be affected by a food
allergic reaction. It is essential for all staff working in food
manufacture, retail, distribution, or hospitality to have an
understanding of the cause of allergic reactions, the symptoms,
and ways that allergens can be controlled in the food business.

 Who should attend?
This course is ideal for food production staff and their
supervisors who need to gain an awareness of allergens.

What will I learn? You will learn about:

By the end of this training course, you will be able to:
Explain why allergens are a major concern

Define the cause of allergic reactions ) - % N\t
Describe symptoms of allergic reactions and food intolerances y RN &N
Identify the foods most likely to cause allergenic reactions ' '

b |
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® HACCP Foundation eLearning 18

This on-demand course has been developed for food handlers
and other staff in food manufacturing who need to understand
the principles of HACCP.

The course covers the concept of HACCP, hazards present in food,
and how the 12 steps of HACCP are used to control and monitor
these effectively in food production. The course has been written
by food safety auditors and trainers and can be accessed on-
demand by learners.

*  Who should attend?
This introductory course is ideal for those in food production
roles who may be responsible for any of the control,
monitoring or corrective action procedures involved in the

HACCP plan. It is ideal preparation for any staff new to the
HACCP team.

« What will I learn? You will learn about:

By the end of this training course, you will be able to: - b o Book your place
> Define HACCP and explain why it was developed ) - IS N
» ldentify the different hazards in food production _ ' Sy W

bsi.
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® Pest Awareness Course 19

This course will enable you to recognise the different types of pests
commonly found in food production, and how to prevent infestation.
Common food pests cause damage to food facilities, damage products
and are a food safety hazard. All staff working in food production,
retail and foodservice should be aware of the different pests, recognise
signs of infestation, know how to prevent this happening and to report
it. The course covers the essential information needed, and includes a
quiz to test your understanding on completion.

* Who should attend?
This course is ideal for food production staff and their
supervisors who need to gain an awareness of pests. It is also
suitable for staff in food companies whose roles and decisions
affect food safety, such as procurement, logistics and
operations teams, senior management and HR.

 What willIlearn? You will learn about:

By the end of this training course, you will be able to:
> Explain the risks associated with pests | Book your place
» Identify signs of pest activity
» Take the correct actions to prevent pest activity

bsi.
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® Food Safety Foundation eLearning Course 20

This course has been developed for food handlers and other staff in
food manufacturing who need to understand the principles of food
hygiene and safety. The course covers the importance of food safety,

hazards present in food, and how these hazards can be controlled
effectively.

The course has been written by food safety auditors and trainers, and
can be accessed on-demand by learners.

* Who should attend?
This course is ideal for those who are new to the food
industry or to food safety, in food production roles, or
other roles where a good basic knowledge of food safety
and hygiene is important.

« What will I learn? You will learn about:

By the end of this training course, you will be able to: : — B
Explain why food safety is important
Describe the causes of foodborne illnesses

List the different types of food safety hazards T—_——

bsi.

' Book your place
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® Food Safety Root Cause Analysis

21

Staff who are responsible for implementing food safety management
systems need to have a good understanding of root cause analysis, as
they seek to identify and manage non-conformities. This course covers
the reasons for conducting root cause analysis and three of the
methods commonly used for root cause analysis.

VVYVYVYY

Who should attend?

This course is ideal for food supervisors and managers who need to
gain an awareness and understanding of root cause analysis, as
they implement and manage food safety management systems.

What will I learn? You will learn about:

By the end of this training course, you will be able to:

Describe the key concepts of root cause analysis

Explain the intent and benefits of root cause analysis

Understand the root cause analysis process

Use the different methods to conduct a root cause analysis

Apply the concept of root cause analysis methodologies to a variety
of food industry non-conformities

bsi.
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® Health and Safety Hazards and Controls 2

The aim of this course is to introduce you to main workplaces
hazards. The majority of these hazards are common to all
workplaces and sectors, whilst others are more relevant to
particular industries.

Know about the principle of hazards found in workplaces
Understand why that hazard is a workplace hazard
Be familiar with the types of harm that these hazards can cause

* Who should attend?
Anyone involved in the ISO 45001 implementation
ISO 45001 internal and lead auditors
Anyone involved in health and safety

L

Health and Safety Representatives and Trade Union B e TS / |

' -
- What will I learn? You will learn about: e~ Wy ' \
By the end of this training course, you will be able to: ” = et VY

» Describe what emergency planning involves in the context of an —_— - [
OH&SMS YOUrp

> List the events that typically occur during an emergency | Ny /4 . s -

bsi.
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® Basics for Pandemic Risk Management 23

Whilst we aim to prevent things from going wrong, as part of our
proactive risk management system, we must also have a clear plan
in place for emergencies, disruption and incidents. Having an
effective and well communicated emergency plan will minimise the
loss of life and injury to people, as well as minimizing business
disruption, damage to property, plant, equipment and the
environment.

This module explores the criteria that good emergency
preparedness and response should be designed to meet from the
view point of health and safety risk management.

« Who should attend?
Anyone involved in the ISO 45001 implementation
ISO 45001 internal and lead auditors

« What will I learn? You will learn about:
By the end of this training course, you will be able to:
» Describe what emergency planning involves in the context of an
OH&SMS | e . !
> List the events that typically occur during an emergency = -

bsi.

Book your place
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® Underpinning knowledge for workplace transport risks ISO 39001 On-Demand

o o 24
Training Course

Below covers all for risk:

Know about the various types of [specific hazard] be found in
workplaces and sectors of particular prevalence b
Understand why [specific hazard] is a workplace hazard e

Be familiar with the types of harm that [specific hazard] can cause \
Be able to describe some controls that can help reduce or
eliminate [specific hazard] hazards.

Know about the various types of [specific hazard] be found in
workplaces and sectors of particular prevalence

* Who should attend?
Anyone involved in the ISO 45001 implementation
ISO 45001 internal and lead auditors
Anyone involved in health and safety risk management

« What will Ilearn? You will learn about:
By the end of this training course, you will be able to:

» know about various hazards arising out of transporting - i
dangerous goods O\ e Book your place

» understand why transporting dangerous goods is a hazard RN .

» be familiar with some types of harm that can be caused by
transporting dangerous goods

b |
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® Occupational Stress and other psychosocial risks On-Demand Training Course %

This ISO 45001:2018 Occupational Stress and other psychosocial risks
course includes 7 technical hazards modules
The course is aligned to support implementation of ISO 45001 and ISO
45003, but can be used by any professional interested occupational stress,
psychosocial risks and psychological health and safety management. ‘
. Jl

* Who should attend?
Anyone involved in the ISO 45001 and ISO 45003 implementation
ISO 45001 and ISO 45003 internal and lead auditors
Anyone involved in health and safety risk management

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Describe what emergency planning involves in the context of an
OH&SMS

> List the events that typically occur during an emergency

» Ask key questions that check if an effective emergency planisin
place

» Describe the three levels of cause that lie behind most accidents
and incidents

> List the insights that can be brought to light by an investigation

bsi.
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® Preparing for and learning from emergencies, disruption and incidents

On-Demand Training Course *

Whilst we aim to prevent things from going wrong, as part of our proactive
risk management system, we must also have a clear plan in place for
emergencies, disruption and incidents. Having an effective and well
communicated emergency plan will minimise the loss of life and injury to
people, as well as minimizing business disruption, damage to property, plant,
equipment and the environment. This module explores the criteria that good
emergency preparedness and response should be designed to meet from the
viewpoint of health and safety risk management

 Who should attend?
Anyone involved in the ISO 45001 implementation
ISO 45001 internal and lead auditors
Anyone involved in health and safety risk management

« What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Describe what emergency planning involves in the context of an
OH&SMS

> List the events that typically occur during an emergency

> Ask key questions that check if an effective emergency plan is in : Book your place
place.

bsi.
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® Introduction to Risk Assessment On-Demand Training Course 7

il

The course is aligned to support implementation of ISO 45001,
occupational health and safety management but can be used by any
professional interested in emergency planning, business continuity and
investigation techniques.

Identifying and analysing risks will not of itself achieve anything if the
process ends there. The latter part of the risk assessment process is
concerned with evaluating risks to determine which, if any, are acceptable,
and then treating all others either by eliminating them at source or
applying control measures. This module covers the ways in which risk
evaluation and risk treatment can be carried out. It also looks at the
contribution and complications that humans, and human failure, add to
the whole area of risk assessment.

e Who should attend?
Anyone involved in the ISO 45001 implementation
ISO 45001 internal and lead auditors

 What willIlearn? You will learn about:
By the end of this training course, you will be able to: .
> Define the steps involved in conducting a risk assessment Book your place

» Explain the complexities inherent in assessing risks associated :
with human erro £

bsi.
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® ISO/IEC 27001 Information Security Management Awareness

On-demand Training Course “

Information security is critically important to both you and your interested
parties. BSI has developed a short session that makes you aware of what
information security is, why it is important and how your organization
manages the threat. It also considers how you are a vital piece of the
jigsaw and what you can do to help your organization.

e Who should attend?

All staff especially those who are within scope of an ISO/IEC 27001
management system

« What will I learn? You will learn about:

By the end of this training course, you will be able to:

Understand why information security is important

Describe what we mean by information security

Identify the benefits of good information security in your

organization

» Understand the impact of poor information security =t =

> Identify what you can do to support information security in your 2 Book your place
organization . .

Y YV V
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® IS0 22301:2019 Requirements eLearning

29

ISO 22301:2019 is designed to help organizations understand, manage and
reduce their risks around business continuity.

Our on-demand eLearning course will help you understand the principles
of ISO 22301:2019 and the methods and techniques available to you. It will
help you understand how the requirements of ISO 22301:2019 provide the
basis of an effective BCMS and the roles individuals will need to play.

* Who should attend?
Anyone involved in advising, planning, implementing or
maintaining an ISO 22301:2019 BCMS.
This eLearning course is ideal if you need a refresh or cannot
attend one of our tutor-led classroom or virtual training courses.

« What willIlearn? You will learn about:
By the end of this training course, you will be able to:

> Define a business continuity management system (BCMS)

» Explain why a BCMS is important and how it can benefit your
organization

» Recall the terms and definitions used

> Recognize the key concepts and structure of ISO 22301:2019

> ldentify the main requirements of ISO 22301:2019

bsi.
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@ ISO/SAE 21434:2021 Requirements On-demand Training Course =

With vehicles having more interfaces and more software layers - they can
be seen as a computer with wheels. More and more areas are being
attacked, creating potentially more vulnerable systems. Millions of lines of
software code in your vehicle increase the likelihood that a software glitch
will lead to exploitable vulnerabilities. ISO/SAE 21434 provides the first
dedicated standard to consider cybersecurity in engineering road vehicles.

* Who should attend?
Those responsible for implementing and managing cybersecurity
in an automotive environment.
Those with responsibilities for auditing their cybersecurity
management systems in an automotive environment

« What willIlearn? You will learn about:

By the end of this training course, you will be able to:
Demonstrate an understanding of the development of ISO/SAE
21434

Describe the main requirements of ISO/SAE 21434

Explain the concepts and principles of ISO/SAE 21434 =
Explain why cyber security is important in automotive engineering | ==
Describe the terms and definitions used

bsi.
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@® ISO/IEC 27001:2022 Auditor Transition On-Demand Training Course =

This course provides a review to the updated standard from ISO/IEC
27001:2013, what the key differences are and how an organization may
implement and audit these changes.

This on-demand eLearning course will provide the knowledge required to
update and manage your information security management when
certifying to ISO/IEC 27001:2022.

Who should attend?

Those responsible for implementing and managing an
information security management system.

Those with responsibilities for auditing their information security
management system

What will I learn? You will learn about:

By the end of this training course, you will be able to:
Define the changes to ISO/IEC 27001:2022

Determine how to use ISO/IEC 27002 in the management of
ISO/IEC 27001 control sets

Demonstrate how to audit changes to ISO/IEC 27001:2022
Recognize the requirements for effective transition to ISO/IEC
27001:2022

Book your place
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@ ISO/IEC 27001:2022 Requirements On-demand Training Course

Information security is critically important to both you and your interested
parties. BSI has developed a comprehensive self-paced learning course
that explores in depth the organizational implications of the International
Standard for Information Security Management (ISO/IEC 27001:2022).

* Who should attend?
Management representatives of ISO/IEC 27001
Any manager
IT managers
Systems managers
Information security officers
Those involved in advising top management on the introduction
of ISO/IEC 27001 into an organization

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:

> Explain the history and development of ISO/IEC 27001

» Describe what an Information Security Management System
(ISMS) is

» ldentify the benefits of an ISMS
Recognize the terms and definitions used

bsi.
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® ISO 9001:2015 Requirements On-demand 33

This BSI ISO 9001:2015 requirements eLearning course teaches you the
key terms, definitions, and foundations of ISO 9001:2015, so you can better
meet customer needs.

This is an excellent introduction to the principles of quality standards for
anyone involved in the establishment, implementation, maintenance, and
continual improvement of an ISO 9001:2015 quality management system
(QMS). Set against the backdrop of today’s competitive and demanding
consumer environment, the course covers concepts that include risk-
based thinking, process approach, plan-do-check-act, and the seven
management principles. In this step on your learning journey with BSI, you
will also learn about the structure of this standard, which incorporates the
Annex SL common framework for management system standards.

* Who should attend?
Anyone involved in the planning, implementing, maintaining,
supervising or auditing of an ISO 9001:2015 QMS

« What will I learn? You will learn about: : '
By the end of this training course, you will be able to: TN a1 Book your place

» Understand the requirements of ISO 9001:2015 within the context ™ ' - LA L) \
of your company : >
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® Building Information Modelling (BIM) Fundamentals eLearning Course

This course will provide you with an understanding of why and how
Building Information Modelling (BIM) supports Lean principles to reduce
waste in construction and asset management. This course will provide an
overview of the standards that define BIM implementation and the
fundamental processes of a Common Data Environment (CDE).

It will also help you understand ‘BIM according to ISO 19650’ - the new
international standard (Part 1 and 2) and ‘BIM implementation’ from the
perspective of clients and customers. The role of information in managing
assets and projects more efficiently and the tools defined for this.

* Who should attend?
Anyone adopting BIM implementation into their organization,
their own work practices, or helping their clients or supply chains TR Ot N
to adopt it. S | e \& | éﬁ:m?‘.}@;h
«  What will I learn? You will learn about: ol
By the end of this training course, you will be able to: o - il Wiy
> The basic principles of BIM B Book your place L
> Explain the terms ‘BIM according to ISO 19650’ and ‘BIM i e =M
implementation’
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® Requirements of the Medical Device Regulation (MDR)
On-demand Training Course

L N
Essential knowledge to understand Regulatory Affairs of medical devices - ! P!
in the EU, e.q. in the position of top management, or a manager or project { O :
member in QM/QA, R&D, design, manufacturing, supply chain, customer " =)
service and sales

The ability to understand the demands of the subcontractor, supplier, OEM,
authorized representative, importer, distributor, allowing better
relationships between them and the legal manufacturer

A basis to learn later about implementation of CE marking projects

* Who should attend?
New starters in Regulatory Affairs (RA) and those increasing their
responsibility in this area, and RA professionals who are not
familiar with the European MDR.
Anyone working with Regulatory Affairs departments, e.g. top
management, manager or project member in QM/QA, R&D,
design, manufacturing, supply chain, customer service and sales.

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Communicate the key requirements and concepts within the
Regulation

b |
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® The Obligations for Economic Operators within the Medical Device Regulations
(EU MDR 2017/745) On-demand training course

The Medical Devices Regulation (MDR) is the legislation detailing the
requirements, that manufacturers must meet to place medical devices on
the market in the European Union.

Learn about the various economic operators and their obligations ’
according to the MDR.

* Who should attend?
Quality, Regulatory,
Technical professionals working in the Medical Device industry

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Understand the obligations of the MDR, and what that actually
means for the economic operators

» Appreciate what an economic operator means as per the MDR

» Understand where you can find the requirements for economic '
operators in the MDR ) Book your place
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® Requirements for Risk Classification in the Medical Device Regulation .
(EU MDR 2017/745) On-demand training course

The Medical Devices Regulation (MDR) is the legislation detailing the
requirements that manufacturers must meet to place medical devices on | ¢
the market in the European Union. -

Learn about the key requirements of risk classification under the MDR,
gain a better understanding of the risk classification rules, the need to
classify and why the intended purpose of a device is important.

* Who should attend?
Quality, Regulatory,
Technical professionals working in the Medical Device industry

« What willIlearn? You will learn about:
By the end of this training course, you will be able to:

» Establish the requirements of Risk Classification as per the MDR
Annex VIII

» Understand the medical device risk classification rules

» Appreciate the importance of the intended purpose driving the
risk classification and selecting the appropriate conformity
assessment procedure

bsi.
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® The hidden stings of the Medical Device Regulation (MDR) - Annex VII

gl 38
On-demand training course

The Medical Devices Regulation (MDR) is the legislation detailing the
requirements that manufacturers must meet to place medical devices on
the market in the European Union.

Learn some key requirements about Annex VII of the MDR and gain a
better understanding of why notified bodies may be seen to behave
differently and in a much more detailed way than what organisations may
have previously experienced.

*  Who should attend?
Quality, Regulatory,
Technical professionals working in the Medical Device industry

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:
» Establish the requirements detailed in Annex VII of the MDR
» Appreciate the Notified Body prospective and approach when
assessing against the MDR
» Gain an overview of the clinical evaluation requirements ! | Book your place

» Understand audit duration and approach of Notified bodies as per
the MDR

bsi.
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® ISO 45001:2018 Requirements Elearning 3

Learn how to embed continual improvement at the heart of your
organization through an integrated management system for ISO 14001
and ISO 45001. Identify the structure and requirements of an effective
management system, and what this means for you.

Gain a thorough understanding of the history and development of the
standards, key terms, definitions, and the ISO standardized high level
structure. You'll learn to interpret and apply the key concepts and
principles of the standards to existing processes within your organization.

* Who should attend?
Anyone involved in the planning, implementing, maintaining,
supervising, or auditing of an ISO 14001 and ISO 45001 integrated
Management System.

« What will I learn? You will learn about:
By the end of this training course, you will be able to:

» What is a Environmental and Occupational Health and Safety
Management System (EMS and OH&S MS)

» Why EMS and OH&S MS are important to an organization

» The background of ISO 14001 and ISO 45001, their intended
outcomes and benefits

bsi.
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® IS0 45001:2018 Leadership, Culture and Worker Participation 40

This course introduces learners to the Leadership and Worker
Participation clauses of the ISO 45001:2018 standard covering
Occupational Health and Safety Management Systems (OH&SMS). It
explains top management’s role and responsibilities in conforming to the

standard and the processes required for consultation and participation of ¢ | \ ,t :
workers.

 Who should attend?
Anyone involved in the ISO 45001 implementation
ISO 45001 internal and lead auditors
Anyone involved in health and safety risk management

Anyone involved in emergency planning or business continuity / - \ '“"'7'
resilience within an organization : . E

« What will I learn? You will learn about:

By the end of this training course, you will be able to: - '8 5\

> Describe top management’s role and responsibilities in the
successful establishment and maintenance of the OH&SMS

» Describe how the leadership requirement touches upon other
clauses of the standard, and all parts of the PDCA cycle
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® The Importance of Structured Collaboration On-Demand Training Course

This training course is focused on providing high-level insight and
guidance for those individuals who may be initially impacted by any
changes, or, have been assigned to collaborative programmes.

The training course will provide you with an insight into the key principles
encompassed within the ISO 44000 guidance standard, and seeks to
address the fundamental objectives and advantages of a structured
approach to collaborative working.

This on-demand course will provide the awareness and knowledge
required to build and get the best from collaborative business
relationships.

*  Who should attend?
This course provides extensive information and guidance for
people initiating collaborative working and those that will be
directly involved.

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:

> Feel enabled to use a structured collaborative approach that
ensures rigor, consistency and completeness

» Appreciate how a structured approach will raise the capability of

=
N — Book your place
your organization to work more closely with other organizations
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® The Importance of Structured Collaboration - 21st Century Challenges Need

Collaboration On-Demand Training Course *

Introducing any new initiative to an organization can be challenging. This
training course is focused on providing high-level insight and guidance for
those individuals who may be initially impacted by any changes or have
been assigned to collaborative programmes. The training course will
provide you with an insight into the key principles encompassed within the
ISO 44000 guidance standard and seeks to address the fundamental
objectives and advantages of a structured approach to collaborative
working.

This on-demand course will provide the awareness and knowledge
required to build and get the best from collaborative business
relationships.

* Who should attend?
This course is relevant to business decision-makers and anyone
that needs to understand the advantages that collaboration can
bring to their organization.

 What willIlearn? You will learn about:

By the end of this training course, you will be able to:
» Gain a deeper appreciation and awareness of collaboration
» Discover that ‘how you do it is as important as why you do it
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® The Fundamentals of Auditing (ISO 19011:2018) On-Demand Training Course 43

This course will introduce learners to the fundamentals of practical
auditing using the ISO 19011:2018 standard.
An ineffective audit can mean severe consequences, resulting in process

failure, patient or customer dissatisfaction, and regulatory noncompliance.

Optimize your auditing skills to help boost your audit capabilities, gain
confidence in planning and performing an effective audit (both internal or
external), as well as reporting and taking corrective action where
necessary.

*  Who should attend?
Professional individuals interested in conducting first-party or
second-party audits, management representatives, internal
auditors, and consultants.

 What willIlearn? You will learn about:
By the end of this training course, you will be able to:
» Explain the guidelines of auditing, according to ISO 19011:2018

bsi.
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® The Harmonized Approach to Management System Standards On-Demand

. . 44
Training Course

This on-demand eLearning course will introduce you to the core elements
that ensure different management systems follow the same structure, . —
regardless of management system disciplines. e <
Previously, multiple management system standards would run with A
different, unique terminology and structures. That changed in 2012 when
the High-Level Structure, a set of core elements, was introduced. Thanks to
this set of ten universal sections, it is considerably simpler for
organizations to combine and integrate different management systems.

*  Who should attend?
General employees and those new to management systems.
management system standards; employees with responsibility for
implementing and managing a management system; employees
involved in and with responsibilities for auditing their own
management system to external management system standards

« What will I learn? You will learn about:
By the end of this training course, you will be able to:

» Explain what the Harmonized Structure, formerly known as the
High Level Structure (HLS), is

» Explain the history and provide an overview of the HLS and the
Harmonized Structure

bsi.
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® Introduction to Management Systems On-Demand Training Course s

This course will introduce learners to management systems and
management system standards. This short on-demand course highlights
the particular features of management systems, the key concepts and
principles, and the advantages that can be gained through external, third
party, accredited certification of a management system to defined
management system standard.

*  Who should attend?
General employees and those new to management systems
and management system standards
Employees with responsibility for implementing and managing
a management system
Employees involved in and with responsibilities for auditing
their own management system to external management
system standards

« What will I learn? You will learn about:
By the end of this training course, you will be able to:

» Define and describe the main components of a management
system

> Briefly describe and give an example of a management system
standard

bsi.
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