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1. INTRODUCTION

BACKGROUND

1.1.  All organizations involved with safety in relation to radiation risks where their internal

resources are not able to meet their needs, may need to obtain expert advice from
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skilled and experienced persons available. In many cases, regulatory bodies, particularly those
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which are forming, are not able to recruit sufficient staff with the necessary expertise and
skills to meet all of their needs. Thus many regulatory bodies have identified the need for
using sources of advice external to themselves and potentially external to their State_(A

conference entitled “Challenges Faced by Technical and Scientific Support Organizations in
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Enhancing Nuclear Safety” was held in Aix-en-Provence in April 2007 (Ref. [1]) and drew
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attention to the subject of providing external expert support to States developing and

maintaining nuclear power programmes).
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within their own organization, other regulatory bodies use a range of providers of external \
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expert suppor‘[1 (individuals or organizations), which may be specifically dedicated to this \
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task. Depending on the type of regulatory body, the State legal system and traditions, different \‘\\
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structures and arrangements may exist. The regulatory body may have insufficient resources,
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suitable additional external expert support to provide information which can be used in

OBJECTIVE

1.3.

-

{ Deleted: 2

//1// { Deleted: 1

~

The objective of this Safety Guide is to provide recommendations on meeting the
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advice. It considers the process in the regulatory body to determine the need for external
expert advice, the processes and procedures for identifying a suitable support provider and
making contractual arrangements for the work, and how the support provider’s advice is taken

into account by the regulatory body when making its decisions. It is fundamental that while

facilities or activities (e.g., nuclear power programmes) and need to consider how they can
obtain expert support and for States where development or enhancement of the regulatory

body is deemed necessary. Expert advice in specialized areas is not always available within

1.5.

Because all States which have, or are planning to have, facilities or activities posing

radiation risks have regulatory bodies with responsibilities in relation to inspection and

bodies, much of the advice can, with only minor adjustment, be used by other bodies

seeking expert support from outside their own organizations. In particular, a licensee should

have similar control and quality requirements, together with internal arrangements for

decision making as the “prime responsibility for safety” rests with it (Ref. [4], Principle 1
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responsibilities for safety may benefit from using this Safety Guide and include but are not

limited to operators, designers, manufacturers, constructors, employers, contractors and

consigners and carriers (Ref. [4], Principle 1).
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by a regulatory body, whether technical, legal, analytical or other, but does not deal with

support that may be requested for security issues. The expert support providers should be /|

security are complementary and there could be advantages if the processes and procedures -

applied to both safety and security are similar. However, it is also recognized that special [

requirements are needed when dealing with security issues. Thus in this guide consideration

is only given to issues related to the security which should be maintained when making | /

information available to third parties and the need to ensure that appropriate arrangements

are made with the authorized security bodies.

1.8. The Safety Guide also considers the ways and forms that external support can be 4,‘”

provided: dedicated support organizations (e.g. statutorily mandated technical support

organizations); other commercial organizations either through overarching contracts or | S
/” /"
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specific contracts; other regulatory bodies; advisory committees; research organizations;

academic bodies; individual experts or others,

1.9.
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provider of external expert support is and can provide; Section considers the
characteristics that a provider of external expert supports should demonstrate; Section 4
expands on the processes that should be used in selecting a provider of expert support and
how the advice should be used; and Section 5 describes how interactions between the
provider of external expert support and other interested parties should be managed by the

regulatory body.
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2. CONCEPT OF EXTERNAL EXPERT SUPPORT

GENERAL

2.1.  The IAEA’s Fundamental Safety Principles (Ref. [4]) state that “an independent
Regulatory Body, should be established and sustained” with “adequate ... human and financial

resources to fulfil its responsibilities” (Principle 3). Furthermore, the Requirements for

may need to “obtain technical or other expert advice ... in support of its regulatory functions”
(Requirement 20) emphasizing that such advice “shall not relieve the regulatory body ofits ...

responsibilities” (Requirement 20). In the Safety Guide on Organization and Staffing of the

=) OO e Y Ty Yy M Y e e

Advisory Committees are covered, but there is a perceived need for more detailed guidance.

2.2.  In obtaining external expert advice, arrangements should be put in place to ensure that

the regulatory body retains the responsibility for making the decision and is not unduly

influenced by the support provider. This means that the regulatory body should have an

—

adequate core competence on the subject as a minimum to retain the ability to both frame the

In this case the expert advice should be properly justified, explained, documented and clearly

understood. It should be used, communicated, and documented, and there should be no _

adopted and rejected from the expert organization for the purpose of clarity and transparency.

2.3. The regulatory body’s staff should have sufficient technical knowledge to enable them

to identify problems, to determine whether it would be appropriate to seek assistance from an

external expert and at the end to evaluate the external expert’s advice.

- { Deleted: |

- { Deleted: 2

-

 JJ —

- { Deleted: 2
- { Deleted: 1

- { Deleted: 2 ]
- { Deleted: 3 ]

_ -1 Formatted: Font: (Default)
-~ | Times New Roman, 12 pt, Not
Ttalic, Font color: Auto,
Complex Script Font: Times

New Roman

-~ 71 Deleted: : this is the “intelligent
customer” requirement (Ref. [9])

AN { Deleted: some

- ‘[ Deleted: preparing for

|
)
)
_- {Deleted: correctly J
)
|

- { Deleted: take

_ -| Formatted: Font: (Default)
Times New Roman, 12 pt,
Complex Script Font: Times
New Roman, 12 pt

- { Formatted: Bullets and

Numbering

- { Deleted: ]




B { Deleted: However, i ]

2.4. The regulatory body should chose between sourcing work in-house or from external
v . _
expert support providers. The process employed should be consistent with a clear policy that | - {Deleted= That ]

v e —

takes the safety implications of those choices into account. In using a provider of external

expert support processes and procedures should be put in place so that the advice is provided

in a predetermined manner. Within the context of the available resources and existing | - { Deleted: properly structured

. I T T T U N D T 7 - Deleted: T

infrastructure, this should include: 7 {

L - - {Deleted: structure
P { Deleted: h

*************************************************************** 1 . { Deleted:

L U

in regulatory activity, .
p { Deleted: t ]
*  The method to decide which providers have the capability. independency and | {Deleted: ]
knowledge to provide that advice, ie., -
- B { Deleted: ]
o The regulatory body should ensure that it only lets contracts for work with safety |~ { Formatted: indent: Before: 1

‘. | cm, Tabs: 2 cm, List tab + Not

significance to contractors with suitable competence, acceptable standards and . lat 1cm

Formatted: Bullets and
adequate resources. {Numbering J
<l Formatted: Indent: Before: 1
o The regulatory body should ensure that all external expert support providers’ staff cm, Outline numbered + Level:
1 + Numbering Style: Bullet +
are fully aware of the safety implications of their work and interact in a well Aligned at: 0 cm + Tab after:

1 cm + Indent at: 1 cm, Tabs:
2 cm, List tab + Not at 1 cm

coordinated manner with its own staff.

- -| Formatted: Outline numbered

o . . . « + Level: 2 + Numbering Style:
° A process of determining clearance of provider from conflict-of-interest: Bullet + Aligned at: 0 cm +
””””””””””””””””””””””””””””””” ™ Tab after: 1 cm + Indent at:
\\ . |[1cm
° The adoption of code of ethics and confidentiality protocols; ' | Formatted: Font: (Default)

Vo Times New Roman, 12 pt,
. | Complex Script Font: Times
o The arrangements for organizing and managing the procurement, \ "\ New Roman, 12 pt

\| | | Formatted: Font: (Default)
\ | Times New Roman, 12 pt,

. How the external expert advice provider and its advice are controlled and the degree to_ | ﬁzmpr'{iﬁiﬂiﬂt;g?t: Times
7777777777777777777777777777777777777777777777777777777777777 v New
\ \ ’
which the advice of the provider is considered, in the regulatory decision making | ' | Formatted: Font: (Defaut)
' | Times New Roman, 12 pt,
process,, v |1 | Complex Script Font: Times

e ' [_New Roman, 12 pt

\ \
\ \\\ \\{ Deleted: t
A
fffffffffffffffffffffffffffffffffffffffffffffffffffffffffffffff IR {Deleted: s
o

A

decision-making process. Vo {Deleted: h
\ \

\ \\ \\{ Deleted: it is involved
\\\\\{ Deleted: ,
\\{ Deleted: and.
{ Deleted: p

o A




SOURCES OF EXPERT SUPPORT
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2.5.  External expert support can be obtained through a variety of sources. The sourceﬁ/\(/

v

competence can be clearly demonstrated through formal processes, such as examples of

\
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N
N
N

N

outside its own organization as subcontractors, who in turn may use other subcontractors, the

primary provider of the expertise should document the independence, reliability and

-
—

2.6.  Regulatory bodies should consider the availability of expertise_and/or service and

consider which source is best suited to its needs. When the use of advice from other States is

N

Deleted: These issues are dealt
with in more detail in Section 4.

|

Deleted: The nature of the
support required and the processes
used for its procurement may
dictate the source or sources used.

Formatted: Bullets and
Numbering

|
{ Deleted: truly ]
)

{ Deleted: CVs of

\

considered, it should be kept in mind that although the other state may have considerable \\

experience with the particular issue; however, it may be difficult, on security information® or

commercial confidentiality’ grounds, to have a full interaction with an external expert advice
provider in another State. Legal requirements regarding how contracts are let, including

tendering requirements may also affect the choice of external expert advice provider.

2.7.  Sources of expertise_and/or service range from large organizations to specific
individual experts. The following list covers most of the main sources of advice, but is not

intended to be all inclusive:

of an advisory committee to assist and provide advice, the experts may be from other

2 It is assumed that organizations and individuals in other States (or even within the State itself) would not be

parties outside the regulatory body should be done within the rules set out by the relevant competent authority.

3 Regulatory bodies should be aware that commercial entities designing or selling facilities normally do not
allow proprietary information to be made available to other parties. Even within a State, a company may wish to
put restrictions on those outside the regulatory body made privy to certain aspects of the plant. No restrictions
can be placed on information required by the regulatory body, but this does not necessarily give it the authority
to provide that information to third parties.
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States, but should be appointed under clearly defined terms of reference which include

(NEA), International Organization for Standardization (ISO) etc can be sources of

advice on specific issues which may be provided through membership of their

particular independent organizations to dedicate part of their resources to assisting the

regulatory body on a regular basis;

international forums, which can be particularly useful when designs utilized in one State

are considered in another;

manufacturing / industrial organizations have been set up to sell technical, engineering,

scientific etc services and these can provide a source of advice to regulatory bodies; |

contracts with these organizations may be overarching so that their advice can be called

provider of external expert support has;
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AREAS FOR EXTERNAL EXPERT SUPPORT
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2.9.  As mentioned in the previous section, any field of expertise related to safety could be

provided through external support. More generally, external experts are used by a regulatory
body to assist in performing tasks that necessitate an additional level or area of expertise,
which may arise occasionally, or to provide an alternative or confirming view on important

issues. These may include:
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2.10. The support may be continuous, in the form of a fixed arrangement, or as a long-term

or overarching contract, which may cover a range of areas. Alternatively short term contracts
on specific areas may be used. The choice of approach is not exclusive, with different
methods being used at different times or even concurrently. The actual approach will depend

on the legal structure of the State and the organization and needs of its regulatory body.
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3. CHARACTERISTICS OF EXTERNAL EXPERT SUPPORT

GENERAL
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independent of the licensee and any other body, so that it is free from any undue pressure

following requirement for liaison with advisory bodies and support providers: “The regulatory
body shall obtain technical or other expert professional advice or services as necessary in

support of its regulatory functions, but this shall not relieve the regulatory body of its assigned

3.2. It follows that when seeking external expert support, the regulatory body should ensure

regulatory body and the provider of external expert support._ Exception may be granted due to

lack of expertise in certain technical areas (e.g., criticality, climate, and seismology).

Furthermore, when selecting a provider of external expert support, the regulatory body should

ensure it will not compromise its independence.

3.3.  As defined in Section 2 of this publication, the sources of external expert support may
be very different and the characteristics required of a provider of external expert support will

vary in consequence. From the characteristics analysed below, some might not apply, or only
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3.5. Independence of advice means that the provider of external expert support should be

able to form and express its technical judgment free from undue pressure from interested
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external expert support contribute to the independence of the technical advice.

3.6. However the main element in ensuring effective independence is to develop and
implement adequate arrangements that avoid actual, potential, or perceived conflicts of

interest. For example, hiring nuclear industry consultants who work primarily for industry

perceived conflicts of interest. Actual conflicts of interests should be eliminated immediately,

to the extent possible. Potential and perceived conflict of interest should be explicitly
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body should match that of the regulatory body itself, in relation to the specific issue for which

the advice is being given. Therefore, a support provider should make rigorous, demonstrable
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When external experts are part of, or closely linked to, an organization that has been

3.8. It may be impossible for the regulatory body to find a specific external expert free from

potential conflicts of interest. This would occur in very rare cases. Such may be the case for

example:

\

where the few competent experts existing already have links with operators or industry;

providers of external expert support can cope with it that may already have established

connections with licensees.

In such cases, the task assigned to this provider of external expert support should be closely¢ / {

monitored and the advice given shall be carefully assessed for bias generated by conflicts of

promotes a strong safety culture is in force inside the provider of external expert support

organization and that it demonstrates that conflicts of interest are avoided,

allows a functional separation and effective independence between units carrying out
work for the regulatory body from units carrying out similar work for a licensee or other

organization;

they can be managed and monitored should be thoroughly documented. This can be done by
including special clauses in a contract or a convention, or other appropriate document,

depending on the legal process used for obtaining external expert support.
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TECHNICAL COMPETENCY

competence of all parties having responsibilities in relation to the safety of facilities and

regulatory framework for safety, by such means as:

e [Technical training; .
*  Lgarning through academic institutions and other learning centres; )
*  Research and development work™ .
. Appropriate demonstrated experience. )

3.12. Depending on the source of external support and on the expected duration of the supporf
required (whether on a temporary or a permanent basis), the expectations on technical
competencies and the ways and means to demonstrate skills and knowledge will vary. Some

cases are addressed below.

For an individual expert, technical competency should be ensured by verifying that he
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build and maintain competence through technical training, development and research

work can be demonstrated by the existence of:
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o Individual and collective commitment to safety on the part of the leadership, the

management and personnel at all levels;
o Accountability for safety of organizations and individuals at all levels;

o Measures to encourage a questioning and learning attitude and to discourage

complacency with regard to safety (Ref. [4], Para. 3.13).
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‘ 3.19. In using a provider of external expert support, whether it is an organization or an Numbering
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4. PROCESS TO SELECT AND USE EXTERNAL EXPERT SUPPORT

REASONS FOR THE USE OF EXTERNAL EXPERT SUPPORT

L

4.1.  The regulatory body should include staff with expertise in a wide range of technical
matters (Ref. [3], para. 4.22). The phase and scale of the nuclear programme should be | - /ge:e:e::f
S eletea:

considered in deciding how and to what degree these disciplines are to be represented in \‘[De|eted:1)

establishing the organization. The regulatory body should have enough experienced staff to be

able to perform all of the necessary regulatory functions and to evaluate the quality and results { Deleted: 2

of the work performed for it by external experts (Ref. [3], para.4.5), Jf { Deleted: 1
\\\\ ‘[ Deleted: P

4.2.  If a regulatory body does not have an adequate number of qualified personnel or an {Deleted:.

adequate diversity of technical skills, or if the workload does not justify the recruitment of full

time staff, external experts (individuals or organizations) may be used to perform selected

tasks. For example, it may be decided to always use external support for particular specialties

dedicated support organizations, which provide all the functions that require expert input.

However, even in these cases there may be situations where additional support is needed in

same level as or greater than those of the staff of the regulatory body who are performing

similar tasks.

4.3.

There are many reasons why external expert advice may be sought, by an established

regulatory body or one considering nuclear power for the first time, these may include:
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o New licensees either taking over from an existing licensee or wishing to operate a new

v_ L

facility;

experience and expertise or insufficient capability related to a technical discipline (e.g,

geology, etc.).

There may also be times when additional support is needed because of short-term workload

increase.

4.4. For those States developing new nuclear programmes including facilities or activities

States, the task to provide such support has been assigned to a special organization, a so-

called “technical support organization” (TSO). National laboratories, university institutions

and consultants could also be used for such support. In some cases. such support may need to

be obtained from expert organizations in other States. There is no one model for use of

external experts. Much of when and how they can and may be used depends on the legal

,,,,,,,,,,,,,,,,,,,,,,,,, —

organization from providing the advice and being independent of the advice provider.

ACTIONS TO TAKE IN SEEKING ASSISTANCE

4.5. There are many sources of expert support that may be available to the regulatory body*\

should first:

. Determine the scope of the work required. This can be as narrow as a single task or as

broad as a general arrangement for technical services.
. Determine the expertise required to perform the work.
. Identify the possible sources for obtaining the expertise.

o Solicit or select the organization to provide the expertise.
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PRINCIPLES TO EMPLOY IN SELECTING THE EXTERNAL EXPERT

4.6. External experts should be chosen with the understanding that they should provide¢

impartial advice. It should be confirmed that the external expert’s other activities as a

specialist do not give rise to a bias in the advice given; the potential for any such conflict of

interest should be minimized and when recognized, dealt with immediately.

4.7. When selecting an external expert, the regulatory body should be guided by the

requirements provided in the Safety Assessment for Facilities and Activities (Ref. [7]). These ,

recommendations have to be taken into account:

experience, of the specific methodology, code, tool, or approach for which he is

employed. Understanding and competence in the assigned area schould be ,

demonstrated by the range of the individual's experience in the number of different,

independent activities performed in the assigned area, as well as the different levels of

complexity of these activities:,

. The external expert should have the tools (e.g., computer codes) and expertise necessary |

- S T —— . T T T \NTeY T T T/, T T T T T

. The external expert should have the computer codes verified and validated for /
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EVALUATION OF THE WORK PERFORMED
5 // -~

based on the characteristics of external expert support. The regulatory body should document

/

the decisions made based on the input of the external experts. The basis for the decision

Iy
/
I

should be recorded and documented in the appropriate form. The documentation should

p N
|
;o

summarize the review and assessment performed and should present a clear assessment of the

decision.

—_—

safety significance of the
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INTERACTIONS OF PROVIDER OF EXTERNAL EXPERT SUPPORT
WITH INTERESTED PARTIES

5.

GENERAL
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to sources of data and results of any tests carried out. The regulatory body may decide to
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COMMUNICATIONS
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direction. There should be regular contact between the external support provider and the

regulatory body. The frequency of meetings will depend on the extent of the work being
performed, the knowledge and confidence the regulatory body has in the external support
provider and the need for timeliness of the expected results. In addition, there may be an
agreed upon time before which an expert organization is not permitted to discuss work

performed specifically for a regulatory body.
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External experts should be chosen with the understanding that they should provide
impartial advice. It should be confirmed that the external expert’s other
activities as a specialist do not give rise to a bias in the advice given; the
potential for any such conflict of interest should be minimized and when

recognized, dealt with immediately.

The regulatory body should chose between sourcing work in-house or from
contractors. That process should be informed by a clear policy that takes the

nuclear safety implications of those choices into account.

The regulatory body should ensure that it only lets contracts for work with nuclear
safety significance to contractors with suitable competence, acceptable

standards and adequate resources.

The regulatory body should ensure that all contractor staff are fully aware of the
nuclear safety implications of their work and interact in a well coordinated

manner with its own staff.



