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MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
RUSSIA 1 General comment Y It is true that there is
no explicit reference
In the draft of the standard to resident
there are no recommendations inspectors, but not
about the organization of work all countries use this
of resident- inspectors, approach
especially on their interaction
with the authorization party The guidance given
and with headquarters of in the safety guide is
regulator. It is necessary to general and therefore
provide the provisions applicable to all
reflecting tasks and work of inspection activities,
the inspector -resident in whether they are
different thematic areas of the carried out by
draft standard resident inspectors
or not.
ENISS 1 General The guide has improved since the NUSSC version of June 2015 Y It is not the purpose

and there are only some points left, where amendment would
enhance the document. We provide them below.

Two points we like to highlight here, where details can be found

in the detailed comments:

1. The concept of licensing reference or generic facilities
might lead to significant enhancements in the licensing
process needs to taken into account.

2. International co-operation in licensing should be

of the IAEA Safety
Guide to tell
Member States how
to conduct their
business.

Each Member State
is a sovereign state
and must make its
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MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version S (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
reflected more visible in the document, e.g. if facilities own decisions on
of the same or a similar kind have been authorised in authorisation:
other state. authorisation
elsewhere cannot be
Additionally we still think that the current state of the document assumed to be
does not encourage its use due to its sheer size and the amount of acceptable and
repetitions in the text. We conducted an intensive review to find cannot be a
all double information in the document, which we provide for substitute for the
your courtesy as an appendix to this document. sovereign state’s
processes.
ENISS Al General The current state of the document does not encourage its use due Original para Accepted the
Comment to its sheer size and the amount of repetitions in the text. We 3.89 moved to comment in

conducted an intensive review to find all double information in
the document as well as to other TAEA documents (e.g. GSR
Part 7 or SSR 2/1). We also offer our support in a further review
(e.g. in a dialog with the technical officer) — please contact
ENISS via the know channels, if this is offer is appealing.

One issue for the repetitions may also be the structure of the

document:

e In chapter 3 exists one chapter about “regulations and
guide”, which does not include all guidelines for topics to be
included in the regulations. As example the chapter on
“Notification and Authorization” contains a lot of guidelines
for regulations — this could be combined.

e Furthermore it is questioned, why there is a subchapter on
“Review and assessment of documents produced by the

R&G, see para
3.16.

The others
remain where
they were.

principle and
combined several
paras to reduce
repetition.
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&
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
authorized party in the authorization process” in the
“notification and Authorisation” chapter is needed, when
there is a special chapter called “review and assessment of
facilities and activities”. This could be combined to avoid
repetition.
FINLAND |1 Main The whole document should be | DS456 has been enhanced DS473 will be Waiting for DS456
in line with new GSR Part 2 after the DS472 was submitted reviewed when to be published.
(DS456). to member states comments. DS456 is
The results from NUSSC 40 published.
meeting in December 2015
(submitting also comments
from WASSC and RASSC)
should be considered.
FINLAND | 2 General The terminology in the whole | For consistency Especially the DS473 will be Waiting for DS456
document should be checked. | terminology in chapter 5 reviewed when to be published.
Management System is not in DS456 is
line with DS456 as an example published. However, as DS473
use of leadership differs. does not have a
“Chapter 5 on
Management
System”, this
comment appears to
be on the content in
DS472.
FINLAND |3 General Consider cross checking For consistency Y Adopted reference to

terminology used in the
document, e.g. for radiation

“radiation risk” to be
consistent with its
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
and radiological risk. use in GSR Part 1
(Rev 1). Note, no ref
to “radiological risk”
in GSR Part 1 (Rev
1).
FINLAND | 4 General The name of the document The addition ‘for safety’ Y Reference to
Functions and Processes of the | should be removed to be “Safety” was
Regulatory Body for Safety consistent with GSR Part 1 originally added by
which uses the term the Security Division
‘Regulatory Body ° . to distinguish
between safety and
security documents.
FINLAND |5 General In the whole document the Clarification The following Originally there
roles of the government and original paras were 39 references
regulatory body discussed. were modified: to “government” in
Justification is needed for the 1.13, 3.78 (now DS473. All were
presenting governments 3.81) and 3.124. reviewed with the
activities. objective of
removing what was
considered to be
inappropriate
references to
“government.”
FINLAND | 6 General Interface with DS472 need to Clarification Y DS473
be clarified Much repetition regarding “Background”
functions. See also comments provides a cross ref
to DS472. to DS472 and




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)
&
JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

explains what
DS472 will address.
FINLAND | 7 General Interface with DS460 need to | Much repetition regarding Y The current position

be clarified communication with interested regarding the
parties. relationship between

DS473 and DS460
1S:

The minutes of CSS
(34), held November
2013, specifically
items 4.5 and 4.6,
state that the
Commission agreed
that: ““...for the time
being, DS460 would
be developed as a
standalone Safety
Guide, but the option
would be maintained
of integrating it later
into DS472 and
DS473.” The
secretariat is still
awaiting a decision.
Consequently, this
position is reflected
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TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version S (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

in Footnote 8§ of
DS473.

FINLAND | 8 General General guidance on processes | For clarity there is need to Y This topic is already
is missing and it is not include generic guidance how addressed in DS472.
included in DS472 either to develop processes. Also

DS472 should be improved in Note that DS473 and

this respect. DS472 are
complementary
safety guides and
should be read
together.

FINLAND | 9 General It is not clear how functions Clarification Y Functions are what
and processes differ from each you do and processes
other are how you do

them.

FINLAND | 10 From 11.- Some but not all detailed This document provides an Y DS472 covers the

to xx comments to DS473 overall picture on regulatory development of the
body’s functions. However, regulatory body’s
specific guidance is needed management system.
how to develop processes
within RB’s Management
System.

ISRAEL 1 General The position of the Appropriate In addition,
Comment Regulatory Body versus the references to emergency
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

Government government and preparedness covers
Clarity regulatory body both on-site and off-

In some parts of the Guide, in
the context of responsibilities
of different organs, the
"Government" and the
"Regulatory Body" are related
by the term "AND" (mutual
responsibility?), in some other
sections the term "OR" is used
(so: who is the prime
responsible body?).

As another example:
Paragraph 3.323 is quoting
various requirements calling:
"Within these requirements,
the Government is required to
clearly specify and assign the
roles and responsibilities in
emergency preparedness and
response, including those of
the regulatory body" and then,
in the next paragraph (3.324),
GSR Part 7 is quoted: "The
regulatory body shall require
that arrangements for
preparedness and response for

were addressed
in resolving
Finland #5, see
above.

site activities and it
is the responsibility
of government to
organise and assign
responsibilities.
However, on-site,
the regulatory body
must ensure that
provisions are made
for dealing with on-
site emergencies.
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COMMENTS BY MEMBER STATES

RESOLUTION

Member
State

Comment
No.

Para/Line
No.

Proposed new text Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

GENERAL COMMENTS

a nuclear or radiological
emergency be in place for the
on-site area for any regulated
facility or activity that could
necessitate emergency
response actions.” Such
demand is not any more based
on the roles of the
Government, as mentioned in
the previous paragraph and the
Regulatory Body is presented
as responsible for the existence
of arrangements for
preparedness and response,
almost irrespective of the
Government position.

It is proposed to clearly define
the responsibilities of all
involved parties in order to
avoid misunderstandings and
also to keep the hierarchical
structure of Government
versus Regulatory Body.

ISRAEL

General
Comment

The title of the Guide

Although the title of the Guide
is still "Functions and Clarity

The title was
discussed and
approved by the
Safety and Security
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
Processes of the Regulatory Committees and
Body for Safety", while on the Comission at the
DPP473 Ver7 the proposed DPP stage.

title is: " Regulatory Body
Functions and Processes", it is
proposed to reflect in the title
of this key-document the
responsibilities of the
Regulatory Body and then the
activities which are considered
as supporting the fulfillment of
such activities.

Par. 3.223 in the Guide does
list the responsibilities of the
Regulatory Body.

On the other hand the Guide
includes definitions on the
responsibilities of "others"
(The Government, the
Authorized Party).

The text of Paragraph 1.5
which also focuses on the
"technical aspects of the
regulatory body's functions"
may create the feeling that
responsibilities are not the core
issue.
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MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
It is proposed to consider the
terminology used in GSR Part
1:
"RESPONSIBILITIES AND
FUNCTIONS OF THE
REGULATORY BODY" as a
more suitable title of this
Guide.
ISRAEL 3 General The relative location of the Repetitions The following The order of the
Comment ""Regulations and Guides" and paras were regulatory functions
on the list of the Main clarity modified: 3.19 presented in the

Regulatory Functions and
Processes (Section 3 of the

Guide).

When starting with the
description of activities around
the "development" of
Regulations and Guides as part
of the Main Regulatory
Functions and Processes one
can get the "feeling" that such
activities are simply on the
"top-of-the-list" of the major
Functions and Processes. The
focus on regulations and

(now 3.23), 3.35
(now 3.38), and
3.36(b), 3.43
and 3.185,
deleted.

safety guide does not
imply anything
about importance,
but was decided to
make the document
more readable.

A review of the
repetition of the use
of “internal
guidance” in the
paragraphs
mentioned was
conducted.
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

guides before focusing on Note, para 3.185 is
activities like review and deleted due to
assessment and regulatory ENISS #44.

inspections are detailed -
could be reconsidered.

Whether the location of the
Regulation and Guides at the
front of this Guide is the
correct approach or not, it
seems that the text contains
many repetitions of similar or
even identical "requests"
distributed over its 352
paragraphs, in section 3.

Just to demonstrate this
repetition one can look at the
issue of "internal guidance":
The "internal guidance" is
mentioned about 7 times (see
3.6,3.19, 3.35, 3.36(b), 3.43,
3.185, 3.314) in the text, in
some cases using the same
language but seemingly not
necessarily providing real
guiding.

It is suggested to examine the

12
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MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
text and to consider avoiding
repetitive paragraphs.
ISRAEL 4 General The extent of Linkage Y GSR Part 1, R32,
Comment between the guides and clearly requires the

procedures and the decisions
of the Regulatory Body Clarity

In various parts of the text
there are different statements
expressing the expectations
from the guides and
procedures that should be
developed by the Regulatory
Body.

Par. 3.37 seems to be unique in
respect to such demands,
saying that "Where there are
no such requirements,
regulations, guides or
industrial standards in force,
the regulatory body should
consider developing them."
Nevertheless, the text contains
additional sentences which we
propose to examine
thoroughly: decisions of the
Regulatory Body are expected

regulatory body to
specify its
requirements (in
regulations and
guides) upon which
its judgements,
decisions and actions
are to be based.

13
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&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

to be taken as supported
(justified) by such guides and
regulations. See, for example,
Par. 3.284 or Par. 3.313, where
the reports of the Regulatory
Body "should be reviewed and
approved according to
established internal
procedures” or the decisions
(like significant enforcement
actions) "should be approved
by the regulatory body through
its established procedures".
Such "conditioning" may
create significant problems:

1. The existence of
detailed regulations and
guides, as developed by the
Regulatory Body should be
still taken as an "ideal
situation" and therefore the
actual lack of such regulations
may create a "logic catch" and
challenging the "legality" of
Regulatory Body decisions
which can't be based on such
regulations.

14
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COMMENTS BY MEMBER STATES

RESOLUTION

Member
State

Comment
No.

Para/Line
No.

Proposed new text Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

GENERAL COMMENTS

2. There might be a
potential "climate"
encouraging "formalism" or
"bureaucracy" in which the
freedom of the Regulatory
Body is reduced and on the
other hand an unjustified
"protective means", are given
to the authorized party.

It is suggested to consider
amending the text with a
statement which gives full
power to the decisions of the
Regulatory Body also where
there is no direct link to
internal or external regulations
and guides, if so stated by the
Regulatory Body.

ISRAEL

General
Comment

Notification format

The Authorization is defined Clarity
as a written permission, issued
by the Regulatory Body (see
3.102).

At the same time, conditions
that should apply in case of

Para 3.83 (now
3.86). modified
as shown:

“The objective
of notification is
to provide initial
information to

Accept the comment
in principle, but not
recommend a
regulatory response
on receipt of every
notification. The
para, as modified,
now recommends

15
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&
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

notification are detailed as well the regulatory that the regulatory
(See 3.73, 3.74) and it is body that a body review the
clearly indicated that the person or notification and, if

applicant making notification,
should submit a (notification)
document to the Regulatory
Body. The description of the
expected "reaction" of the
Regulatory Body in such case
is quite clear, however it will
be probably useful to clarify
whether a "written permission"
approving the "notification"
should be issued by the
Regulatory Body.

It is proposed to include a clear
request for a written
permission that should be
issued, in case that the
notification is accepted by the
Regulatory Body.

organization is
intending to
operate a facility
or conduct an
activity. The
regulatory body
should utilize
the information
received in the
notification
process to
update the
register of
sources,
facilities and
activities and to
decide on the
level of
regulatory
control to be
applied. The
notification
should be
reviewed and

necessary, inform
the person or
organization of any
further regulatory
interactions.

16
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&
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
the regulatory
body, if
necessary,
should inform
the person or
organization
what further
regulatory
interactions will
be required.”
ISRAEL 6 General Changes (mainly to the The following The paras listed in
Comment design) of the facility or Consistency paras were the comment were
activity which was granted modified: 3.112 reviewed with the
with an authorization or (now 3.113), objective of reducing
which was accepted by the 3.131 and 3.146 the repetition of
Regulatory Body through (now 3.143) references to
Notification modification control.
Para 3.147
We suggest to analyze the deleted.
consistency of statements
relevant to such situations: Para 3.91
Par. 3.91:"...Modifications deleted and

that are categorized as

significant to safety should be

submitted to the Regulatory

Body for review and approval

or agreement."

combined with
3.131.

17
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

Par. 3.131:"....Where these
affect safety they must be
subjected to proper
consideration by the
Authorized Party and may
require approval by the
Regulatory Body."

Par. 3.112:" ....notifying the
Regulatory Body of any
modification to safety related
aspects."

Par. 3.146:" The regulatory
Body should require
notification by the authorized
party of any significant
changes to safety of the facility
or activity and apply, where
necessary,

for an amendment to, or a
renewal of, the authorization."
And in the same paragraph:

" Any modification to safety of
a facility or an activity should
be subject to an assessment by

18
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Member
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No.

Para/Line
No.
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Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

GENERAL COMMENTS

the authorized party, with
account taken of the possible
magnitude and nature of the
associated risk."

For consistency purposes, it is
proposed to use simple and
conservative approach:

Any proposed or planned
modification to safety related
aspect should be submitted by
the Authorized Party to the
Regulatory Body, except
specific modifications that the
Authorized Part could justify
and prove as totally
insignificant to safety by
exercising comprehensive
analysis and supported by clear
evidences, and it is the
responsibility of the
Regulatory Body to review any
such modification and consider
whether modifications to the
existing Authorization or
Notification are needed.

ISRAEL

General

The use of the term

The following

Originally, 61

19
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COMMENTS BY MEMBER STATES RESOLUTION
Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
Comment "Notification" paras were instances of the use
Clarity modified: 3.94 of “notification”. All
The "Notification" is a specific (now 3.95), uses were checked
mechanism in the regulation 3.101 (now for correct use.
process (See Par. 3.73, 3.94). 3.102), 3.298
(now 3.286),
It seems the same term sub-title above
(notification) is used through 3.303 (now
the text where it is not 3.291) and
anymore related to this specific A.4.38.
mechanism (See for example
3.146 - just mentioned in the
previous comment, and 3.298,
3.305, and 3.330). We propose
to edit the text in order to use
the term "notification" only in
context of the regulation
mechanism.
ISRAEL 8 General Appendix 3 Following a Appendix 3 was
Comment review the reviewed to ensure

Appendix 3 is supposed to Clarity following paras appropriate coverage
provide a listing "of the topics in Appendix 3 from expectations in
that should be considered in were modified: main text.
the review and assessment A3.5 and A3.11.
process throughout the lifetime
of a facility", see Par. 3.163.
Regarding the aspects of

20
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State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

"Verification of the Safety
Analysis" Par. 3.197 is saying:
"further details of topics for
these aspects are set out in the
Appendix 3".

The following representative
and partial list of "Safety
Terms", contains such terms
that are mentioned in the text
(in the section "Review and
Assessment Process, Par.
3.162-3.184) but it seems that
they are not mentioned or
included in Appendix 3:
"Safety goals"

"Safety objectives"

"Safety requirements"

"Safety standards"

"Safety assessment"

"Safety documentation”

It is suggested to review and
improve the Appendix 3 and
ensure that this appendix is
really fulfilling the goals that
the text is specifying for this
Appendix.

21
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State No. No. modified as modification/rejection
follows
GENERAL COMMENTS
ISRAEL 9 General The responsibilities of the Y The difficulty of
comment Regulatory Body as related Clarity of responsibi- defining the
to "off-site” in the context of | 1ti€S regulatory body role

Emergency Preparedness
and Response.

The responsibilities of the
Government in the area of
emergency preparedness and
response are well referenced in
Par. 3.323 and the rationale is
that the Government is
required to clearly specify and
assign the roles and
responsibilities, including
those of the regulatory body.

Almost regardless the of roles
and responsibilities as (and if)
specified by Government, the
text seems to repeat (see Par
3.324) the demand that "The
regulatory body shall require

that arrangements for

off-site is that it
varies so greatly
between Member
States.

Please note that
paras 3.323 (now
3.310) and 3.324
(now 3.311) are only
quoting the
requirements from
GSR Part 7.

Para 3.340 (now
3.327) is elaborating
on the regulatory
body requirement to
interface with all
other organizations
involved in
exercising EPR, as
required in GSR
Part, R25.

22




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)
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Member Comment Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
State No. No. modified as modification/rejection
follows
GENERAL COMMENTS

preparedness and response for
a nuclear or radiological
emergency be in place for the
on-site area for any regulated
facility or activity that could
necessitate emergency
response actions."

Of course, this demand is a
very "natural and logical", as
far as the on-site regulatory
body responsibilities are
considered. The regulatory
body is the "main and leading
actor".

When the responsibilities of
the regulatory body are
mentioned in the text for off-
site, in context of emergency
preparedness and response and
also other situations — the
definitions seem to be not as

clear and defined, and they are
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follows
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GENERAL COMMENTS

also expanding the scope of
such responsibilities beyond
the requirements of the
corresponding GSR's. Par.
3.340 includes expectation that
the regulatory body will assess
the interface between the
authorized party, off-site

response organization and
itself in case of national
exercises.

Par. 3.333 is expressing similar
expectations: the regulatory
body "should assess the
adequacy of coordination and
integration of the on-site
emergency arrangements with
those off-site. "It is suggested
to seek a clear definition of the
responsibilities of the
regulatory body in the area of
off-site emergency
preparedness and response (see
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follows
GENERAL COMMENTS

also Par. 3.348), and "leaving"

the Government with the

responsibility to specify and

assign responsibilities — in

general — and regarding the

assessment of the quality of

the interface between all

involved parties — in particular.

JAPAN 6 Paras.3.50, | Delete descriptions regarding | The member states practices Reference to “In The text is not
3.60(g), the member states practices, are NOT universally some States” saying, or implying,
3.105, e.g. “In some States, for recognized practices therefore reviewed and that these are the
3.110, example, detailed guidance it should be deleted. the following practices that should
3.122, would be preferred to paras modified: be used, merely
3.151(c), prescriptive regulations.” in 3.309 (now reflecting the
3.165, the para 3.50. 3.297) and differences in
;%gg’ 3.348 (now different member
3:309: 3.335). states.
3.348, A4.6
UK 9. EDF General N/A — Comment concerns an | SSR-2/1 paras 2.11, 4.3, 5.27 Y The design
inconsistency  between the | and 5.31 all state that: “plant provisions of NPP
IAEA  document  Specific | event sequences that could are already covered

Safety Requirements (SSR-
2/1) and DS473 (and new GSR

result in high radiation doses
or radioactive releases must be

with reference to
SSR-2/1, see DS473
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State No. No. modified as modification/rejection
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GENERAL COMMENTS
Part 7) practically eliminated and Ref [31].

plant event sequences with a
significant frequency of
occurrence must have no or
only minor potential
radiological consequences”.

“Practically eliminated” is
defined as: “The possibility of
certain conditions occurring is
considered to have been
practically eliminated if it is
physically impossible for the
conditions to occur or if the
conditions can be considered
with a high level of confidence
to be extremely unlikely to
arise.”

This important requirement
should be reflected in DS473
(and also in the new GSR Part
7). Clearly, if the goal of
practically eliminating severe
radiation doses can be met by a
design, this should be taken
into account by those applying
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GENERAL COMMENTS
a “graded approach” to safety
(including emergency
preparedness).
IAEA CC|1 General Chance all reference to “Main | To maintain consistency with
Secretary comment regulatory  functions” etc., | DS472.
back to “Core regulatory
functions.”
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1. INTRODUCTION - BACKGROUND (1.1-1.7)
GERMANY |1 1.3 Please specify which parts of Accepted, note The text follows the
GS-G-1.5 and SSG-12 is para 1.3 does DPP.
superseded by this Safety comment on
Guide. which part of Essentially most of
WG-G-1.5 18 the documents
superseded referred to are either
directly carried over
or paraphrased to
make them more
general, i.e. relate to
facilities and
activities.
GERMANY |2 1.7 “The information in these Y “materials” include

Safety Guides is intended to be
mainly used by Regulatory
Bodies but can be also useful
for governments who are
developing a regulatory
framework for radiation and
nuclear safety. It will also
assist authorized parties and
others dealing with radieaetive-
materials radiation sources in
understanding regulatory
procedures, processes and
expectations.”

“sources” and is a
wider term. See
IAEA Safety
Glossary.
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1. INTRODUCTION - BACKGROUND (1.1-1.7)

JAPAN 1 Footnote2 |  Facilities and activities, IAEA Safety Glossary should Y

(p.5) ...radiation from naturally be added as a reference just

Reference | occurring or artificial like the other IAEA Safety

sources.[X] Standards.

S [X] INTERNATIONAL

ATOMIC ENERGY
AGENCY. IAEA Safety
Glossary: Terminology Used
in Nuclear Safety and
Radiation Protection, 2007
Edition, IAEA, Vienna (2007).
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Proposed new text

Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for

modification/rejection

1. INTRODUCTION - OBJECTIVE (1.8-1.10)

ISRAEL

10

1.8

"1.8....— development

provision of regulations and
guides;..."

Propose to use the term
"provision" instead of
"development" through all text
of the Guide, like in
paragraphs 1.9, 3.11, 3.14,
3.49,3.54, 3.60, 3.64

Regulations and guides
might be provided by
various alternative processes
and not necessarily by
"Development" activity

See text in bold

Accepted but
suggest
“development
and/or
provision”

Both provision and
development may be
required in different

situations.

ISRAEL

11

1.8

The "communication and
consultation with interested
parties" is not covered by this
guide and probably is
supposed to be covered by
DS460. It is proposed to
consider integrating relevant
parts of content of DS460 into
this guide as well.

With the goal to provide one
comprehensive guide

To be advised
by the Safety
Committees

See Finland #7

ISRAEL

12

1.10

It seems that the text overlaps

Preventing repetition

There is no overlap
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1. INTRODUCTION - OBJECTIVE (1.8-1.10)
partially Par. 1.6. as such and 1.10
It is proposed to combine both serves to expand on
paragraphs into one. 1.6
USA 1 p.7 1.11. The Safety Guide covers | Clarity, to emphasize the Accepted in The reason is that
the regulatory functions, and regulatory function of design principle, but it some of the
111 how they are discharged, review, rather than is suggested functions do not
during all the phases of the (commercial) design of that a separate apply to pre-
lifecycle of a facility or facilities. sentence is licensing
used to cover situations.

activity from initial design
review , or pre-licensing
reviews, through to the release
from regulatory control by
means of processes

pre-licensing.
“Whilst the SG
is based on the
regulation of
licensed
activities,
many of the
functions and
process also
apply during
any pre-
licensing
phases”.
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No. No. modified as modification/rejection
follows

1. INTRODUCTION - SCOPE (1.11-1.12)

ISRAEL

13 1.11 "1.11. The Safety Guide Not limiting the scope of the Y
covers the regulatory statement
functions, and how they are
discharged, during all the
phases of the lifecycle of a
facility or activity freminitial-
design-through-to-the release-
fromregulatory-control-by-
]qaea]qs af lsl:a S%SS %S."

First use of lifecycle
in the document.
Also see resolution
of USA #1 above.
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1. INTRODUCTION - TERMINOLOGY (1.13)

ISRAEL 14 1.13 We suggest not to present the | Preventing misunderstanding Y The context is
"license" in this paragraph as clear
synonym to "authorization":
"authorization" in the text is in
the form of "License" or
"Registration".

ISRAEL 15 1.13 “Lifecycle” is used to cover More comprehensive Y The term
the stages of site evaluation, “lifecycle” is
design, design changes, defined in DS473.
revamps, technology changes, The additional
COIlStI‘l:lCt.lOIl., 1nstallat19n, terms suggested
commissioning, operation, .
decommissioning and removal are JUSt. aspects of
from regulatory control...." the design approval

Proccess.
USA 2 p-7/1.13 | At the end of Para 1.13 add Completeness to address Y
and p. IAEA Glossary as a reference. | terminology in a consistent
120 fashion.
GERMANY |3 1.13 Last sentence: For radioactive waste disposal Y

““Lifecycle” is used to cover
the stages of site evaluation,
design, construction,
installation, commissioning,
operation, decommissioning
(or closure) and removal from

facilities, the term ‘closure’
instead of ‘decommissioning’
is used.
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1. INTRODUCTION - TERMINOLOGY (1.13)
regulatory control, though it is
noted that whilst these stages
apply for all facilities, they
may not do so for all
activities.”
UK 2. EA 1.13 It should be made explicit that Y The objective of the

safety includes environmental
protection/safety in addition to
RP and nuclear safety. This
would be in line with para 1.1
which states that risks to the
environment are within scope.

Safety Guide is
clearly stated, which
is to provide
guidance and
recommendations on
the regulatory
body’s main
functions and, as
noted in the
comment, covers the
safety of facilities
and activities that
give rise to radiation
risks for people and
the environment.
Consequently, there
is no need to repeat
this scope.

Note that
environmental
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1. INTRODUCTION - TERMINOLOGY (1.13)

protection is covered
within many of the
Sections covering
the regulatory
functions, e.g. in
para 3.16(h) on
assessment of EIA,
in para 3.30 for
regulations and
guides to specify
requirements for
environmental
protection, and in
paras 3.88 & 3.97 on
the need for a
demonstration and
subsequent
assessment that
facilities and
activities do not pose
an unacceptable risk
to the environment

ete.
JAPAN 2 1.13 Add the following text to the Amendment to make the Reference to
end of this paragraph. description consistent with IAEA Safety
o S other Safety Standards. Glossary added
Terms in this publication are to ) ST
; This description is a common to end of par
be understood as defined and
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Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

1. INTRODU

CTION - TERMINOLOGY (1.13)

explained in the IAEA Safety
Glossary (Ref. [X]), unless
otherwise stated.

No.1.)

statement in [AEA Safety
Standards. (Also see comment

1.13.
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1. INTRODUCTION - STRUCTURE (1.14)

37




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION
Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows
2. GRADED APPROACH (2.1-2.7)
USA 3 p.9 The graded approach should We recommend addressing Y This is expanding

Section 2

refer early in this section to
safety limits, exemption and
clearance, as well as the
optimization process,
considering three exposure
situations (planned, existing,
and emergency) in order to
evaluate actions based on risk
significance for these exposure
situations. In addition, socio-
economic factors and
stakeholders’ inputs must be
considered when using the
graded approach concept. In
other words, without having
safety/risk limits to compare
the graded approach with, and
without using the concept of
optimization for safety,
considering multiple socio-
economic factors, the
implementation of the graded

risk/safety limits early in order
to compare options during the
graded approach process.

the use of and
definition of the
graded approach. It
has never been an
approach that can
be put on a
numerical basis as
seems to be
suggested in the
comment. Also it is
not clear how
socio-economic
aspects would be
used, but are
already part of
ALARA.
Risk/safety limits
are difficult to
define in an
international
context, approach,
but these are not
the only factors
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2. GRADED APPROACH (2.1-2.7)
approach concept would be that need to be
ambiguous, and decisions for considered. It has
actions could be controversial to be accepted that
and confusing. applying the
graded approach
requires judgement
so the decision
may be not exact.
GERMANY | 4 2.1 1* sentence: Wrong citation of Para. 3.24 Citation
“Principle 5 of the SF-1. corrected to
Fundamental Safety Principles GSR Part 4.
[1], states that: “The resources
devoted to safety by the
[licensee] authorized party,
and the scope and stringency
of regulations and their
application, have to be
commensurate with the
magnitude of the pessible
radiation risks’® and their
amenability to control.” To
apply ...”
ISRAEL 16 2.1 It is suggested to have footnote See resolution

3 referring to the specific Par.
4.19 of [9] instead of providing
an independent and different

of Germany
#4, which now
includes a
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2. GRADED APPROACH (2.1-2.7)
definition. reference to
Requirement 1
of GSR Part 4.
JAPAN 3 2.1/1 Principle 5 (paragraph 3.24) Clarification. See resolution
of the Fundamental Safety of Germany #4
Principles [1], states that:... and Israel #16
above.
UK 4. EDF 2.3 N/A — Comment questions Section 2 of DS473 explains Added reference
whether statement on GSR that a “Graded Approach” to likelihood
Part 7 is consistent with (a) the | means an approach that and possible
remainder of DS473 Section 2 | reflects “radiation risks”. IE it consequences
and (b) with the IAEA Safety | is an approach that is (i.e. risk) by
Fundamentals (SF-1). commensurate with both the quoting
likelihood and the Principle 9 in
I appreciate that GSR Part 7 is | consequences of events. Yet SF-1.Also

due to be published imminetly
but DS473 may provide an
opportunity to correct these
important inconsistencies.

the last part of para 2.3
referring to GSR Part 7 does
not refer to radiation risk but
instead requires a hazard
assessment. “Hazard
Assessment” does not
normally include the
likelihood of the hazard
occurring.

GSR Part 7 therefore seems to
be inconsistent with this

removed explicit
reference to
“hazard
assessment,” but
retained the
general cross
reference to
GSR Part 7.
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2. GRADED APPROACH (2.1-2.7)
Section of DS473.
In addition TAEA’s SF-1
Principle 9 states that
emergency preparedness
should reflect “The likelihood
and the possible consequences
of a nuclear or radiation
emergency”’; and refers to
“reasonably foreseeable”
incidents in its goals. So, it
would appear that this
statement on GSR Part 7 is
also not consistent with SF-1.

GERMANY |5 2.5 The main factor that should be | It is important, that the Y This is a direct
taken into consideration in the | immanent radiological risk of a quote from GSR
application of a graded facility or activity should be Part 4 see above.
approach is that the application | taken into account for grading. The “magnitude of
of the regulatory functions has | This should not include the the ibl

: ) : ) possible
to be consistent with the risk reduction e.g. due to radiation risk”
magnitude of the pessible safety features. The graded .
immanent radiation risks approach will adjust the covers the point in
arising from the facility or stringency of requirements for the comment.
activity. such features.

GERMANY | 6 2.6 Other relevant factors, such as | Grading relies on the risk of Y In determining

the maturity or complexity of
the facility or activity and-the-

the facility or activity.
Knowledge and expertise is

how often
inspection is
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2. GRADED APPROACH (2.1-2.7)

knewledge and-expertise-of the | not considered as appropriate required, for
autherized-party; should also factors for grading. example, these
be taken into account in a factors are
graded approach to regulatory important.
activities.

ISRAEL 17 2.6 "2.6... Complexity relates to ‘complexity' as a term is used Y The text is a direct
the extent and difficulty of the | in the second part of the quote from par 3.4
effort required to construct and | sentence to explain (the term of GSR Part 4.
operate a facility or to 'complexity’
implement an activity, the
number of related processes
for which control is necessary,
the extent to which radioactive
material has to be handled, the
longevity of the radioactive
material, and the reliability and
eomplexity complication of
systems and components..."

USA 4 p. 10 There is a lot of good Y The document is not

2.6 information in this section, but just about NPP. In

the last sentence places too
much emphasis on
decommissioning (a relatively
low risk activity compared to
operating reactors). Consider
separating this section into
more than one section and/or

some situations
clean-up and
decommissioning
may be more risky
than operation
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2. GRADED APPROACH (2.1-2.7)

placing the decommissioning
comment in a footnote as an
example of an activity that
would warrant additional
focus.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REGULATIONS AND GUIDES (3.1)

GERMANY |7 3.1 Finally, Communication and Lifetime already defines all the Y
Consultation with interested phases of the plants “life”,
parties is important throughout | seems sufficient enough. See
all the whele lifetime of the also definition in 1.13.
facility or activity to inform
and obtain the views of the
public.

USA 5 p- 12 Consider adding that the To ensure thorough, efficient, Y This topic is already

General Regulatory Body should and repeatable review results addressed in DS472

designate by the Regulatory Body. in Chapter 5, Section
ownership/responsibility of a “Responsibilities and
regulatory process for final Resources for the
decisions in the course of IMS”. Reference to
resolution of an identified process owners is
concern/issue at a facility, an specifically
application by a facility, or addressed in paras
other unusual condition at a 5.13-5.15
facility involving the
regulatory body (e.g., Note that DS473 and
licensing, inspection, etc.). DS472 are
This should also apply to complementary
technical areas covered during safety guides and
the review of a facility should be read
application or change to together.
authorization.

USA 6 p. 12 While the difference between | Guides provide assistance on Y The text in this para
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REGULATIONS AND GUIDES (3.1)
3.1 Regulations and Guides is appropriate ways to conduct also includes
defined more clearly later in activities but do not have the reference to
the chapter, these initial force of law. This distinction requirements,
sections are contradictory and | is important, especially in clear procedures and
confusing because they refer to | and consistent regulation. processes.
“Regulations and Guides” as These terms are used

providing safety requirements. | interchangeably in later
sections as well. It is
recommended that these terms
not be used interchangeably
and/or that the word
requirement be used very
specifically when referring to
regulations and laws.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REGULATIONS AND GUIDES (3.2-3.68)

GERMANY |8 34 The provision of regulations It is important that regulations Y
and guides should be a means | are unambiguous; consistent
for the regulatory body to does not necessarily include
ensure that regulatory control | that.
is stable, unambiguous and
consistent, to emphasize the
continuous enhancement of
safety as its general objective
and to build confidence among
interested parties [2].

USA 7 p. 12 “When regulations are not Regulations should be so Y

3.5 issued by the regulatory issued, not by government.
body...” The regulatory body could be
the Government, but not
necessarily.

ISRAEL 18 3.6 "3.6...authorized parties or by Clarity 3.6...authorized
the regulatory body (internal parties or by the
guidance) and other advisery regulatory body
supporting documents. .." (internal

guidance) and
other relevant
documents. ..

SPAIN 1 3.6 The regulatory body should Laws are not “regulatory The regulatory Legislation provides
specify the purposes of the documents”. body should the necessary powers
various regulatory documents specify the for the regulatory
necessary to perform its purposes of the body to fulfil its
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REGULATIONS AND GUIDES (3.2-3.68)
functions. The documents may various responsibilities.
be categorized as comprising documents
legislationand regulations necessary to
(mandatory by law), perform its

supporting guides (not
mandatory by law) to be used
either by the authorized parties
or by the regulatory body
(internal guidance) and other
advisory documents.

functions. The
documents may
be categorized
as comprising
legislation and
regulations
(mandatory by
law), supporting
guides (not

mandatory by
law) to be used
either.........

RUSSIA 2 3.8 Other technical and To add this item with the Y This document
international standards can be | sentence as proposed. concerns the
applied by the authorized functions of the
parties to the extent e not regulatory body and
contradicting mandatory as such the existing
requirements of regulatory wording is adequate.
body.

ISRAEL 19 3.9 "3.9. The regulatory body Accurate reflection of [2], Par. Y
should establish a system to 4.62.

ensure the implementation of
regulations and guides based

47




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows
3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REGULATIONS AND GUIDES (3.2-3.68)

on a graded approach, such
that the application of
regulatory requirements is
commensurate with the
radiation risks associated with
the types of facilities and
activities and-the-expesture-
sttuations: in accordance with
a graded approach..."

ISRAEL

20

3.11

"3.11. As part of its integrated
management system, the
regulatory body should
establish a process for the
development provision of
regulations and guides. This
process should ensure that
regulations and guides are
available to the interested
parties and:

* provide the framework for
the regulatory requirements
and conditions to be
incorporated into individual
authorizations or applications
for authorization;

» establish principles,

More general meaning.

3.11. As part of
its integrated
management
system, the
regulatory body
should establish
a process for the
development of
regulations and
guides. This
process should
ensure that
regulations and
guides are made
available to the
interested
parties and:

Within DS473, the

regulatory body
should develop

regulations and not

provide for their
development.
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requirements and the criteria * provide the
be used for assessing framework for
compliance; the regulatory
sreviewed and revised and requirements
ensure that they are kept up-to- and conditions
date; to be
incorporated
* are consistent and into individual
comprehensive; authorizations or
* provide adequate coverage applications for
commensurate with the authorization;
radiation risks associated with * establish
the facilities and activities; principles,
* involve consultations with requirements
interested parties. and the criteria
e consider internationally be used for
agreed standards and the assessing
feedback from related compliance;
experience gained...." sreviewed and
revised and
ensure that these
are kept up-to-
date;
* are consistent
and
comprehensive;
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* provide
adequate
coverage
commensurate
with the
radiation risks
associated with
the facilities and
activities;

e involve
consultations
with interested
parties.

* consider
internationally
agreed standards
and the
feedback from
related
experience
gained....

ISRAEL 21 3.14 "3.14... the regulatory body Typo? Y
should give consideration to

supplementing its regulations;
with supporting guides of ...."

USA 8 p. 14 Consider adding that these There could be a conflict of 3.18 (now 3.22)
3.18 professional bodies should be | interest (e.g., is the facility .....regarding
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independent from the facility,

paying for all or part of the

safety, free from

or the Regulatory body should | professional body’s existence? any undue

give due consideration to the Is it a professional industry- influence that

purpose of those bodies. supported organization?). may
compromise
regulatory
independence.

GERMANY |9 3.19 1™ sentence: Motivation of the statement. Y The paragraph is
“The regulatory body should considered as
provide internal guidance, to sufficiently
be used by its own staff, on the explanatory as it
procedures to be followed for stands. See also
the completion of its tasks (e.g. paras 3.7 and 3.10.
notification, authorization,
review and assessment,
inspection, enforcement) as
well as on the safety objectives
to be met inter alia in order to
ensure uniform processing of
the task irrespectively of the
processor. Detailed guidance

ISRAEL 22 3.19 "3.19. The regulatory body We suggest to leave this to Y According to the
should previde consider decision of the Regulatory GSR 3, the
provision of internal guidance, | Body regulatory body

to be used by its own staff..."

should provide for
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RUSSIA

3.21

Existence or absence of
alternative decisions has to be
the main criterion of rating: of
this or that topic as mandatory
requirements or as
recommendations. If those are
not present, it has to be
attributed as requirements.
And if it is that as
recommendations. In this case
the concerned problem has to
be reflected in regulation in a
generalized form. Other
requirements, such as those
applicable for only a short
duration or relating to
individual characteristics, of
facilities or activities, should
be specified in any conditions
attached to the authorization
(authorization conditions, see
para 3.110) and thus become
mandatory.

In this item the criterion of
attributing one or another topic
to requirements or to
recommendation is given. This
criterion suggests to accept
commonality of the topic for
particular type of facility and
activity. At the same time it is
proposed to reflect more
specific topics in authorization
conditions that also makes
them mandatory to execution.
Such approach seems to be
unsatisfactory. Existence or
absence of alternative
decisions has to be the main
criterion of rating of this or
that topic as mandatory
requirements or as
recommendations. If those are
not present, it has to be
attributed to requirement. And
if it is to recommendations.
Herewith, in requirements this
problem has to be reflected in
a generalized form. The first
sentence of the considered

Y

The paragraph is
considered as
sufficiently
explanatory as it
stands.
“Particular” is
considered more
appropriate for the
specific sentence.
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item is to be replaced as it is
proposed, and in the second
sentence to replace the word
"particular" with the word
“individual" which is more
correct.

ISRAEL 23 3.22 Suggested to rearrange the text | Clarity Y See next comment.
in form of listed sub- The paragraph is
paragraphs for requirement, deleted.
like:

(a) technical limits and
conditions;

(b) a system for reporting
events, modifications
and incidents to the
regulatory body;

etc.

ENISS A2 3.22 The-authorizationconditions- | Delete this para as relevant Y
shewld~where-appropriater content for “Relationships
ineclude-orreferto:technieal between regulations, guides
limits-and-conditions;a-system | and authorization conditions*
forrepertingevents (chapter heading) is described
modifications-and-ineidentsto- | in 3.21 and details for
theregulatory-bedy;-and-ether- | conditions are described in
requirements;-dependingon- 3.110ff
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ity .

. ) g

o ' . e
) o
garcing . .

| o d g]. »

JAPAN 4 3.23/1,2 According to GSR Part 3, para | To make the citation of GSR Y Based on the
2.30 [3], the government and part 3 and its additional common practise
regulatory body are required to | guidance clear (i.e. “should” followed by TAEA
establish a regulatory system statement). standards.
for safety that includes (GSR- | (Section 3 of SSG-23 would be
Part 3-para2303D: a good example to cite Safety

Requirements. )

GERMANY [ 10 3.24 () “Requirements for Clarification. Y
occupational radiation Please add the further stages of
exposure, public radiation the facility.
exposure, dose limits, medical
exposure, safe construction,_ For radioactive waste disposal
commissioning, operation and | facilities, the term ‘closure’
decommissioning (or closure) | instead of ‘decommissioning’
of facilities, management of is used.
radioactive waste, transport of
radioactive material and
emergency exposure
situations;”

JAPAN 5 3.24(5)/1 Safety criteria and planning for | This sentence should be Y
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predispesal radioactive waste | intended to describe about not
management and discharge only predisposal but also
monitoring, ... disposal.
ENISS 2 3.29. The main content of an For clarification, as the Y
authorization, as well as the conditions in person are not
objectives of possible described in regulations, only
authorization conditions, objectives and way of issuing
should be specified within them.
regulations and guides. Details
regarding the content of
authorization are given in the
sub-section dealing with
Notification and
Authorization.
ENISS A3 3.30, 3.31 | 3.30. Regulations and guides Move last sentence of 3.31 to 3.30 (now 3.33). Para 3.34 (now 3.37)

covering the authorization
process should identify the
essential documents to be
prepared and submitted by the
authorized party in the
authorization process.
Additional documents may be
requested as needed depending
on the type of the facility or
the activity in accordance with
a graded approach and on the
specific stage of the

3.30, as 3.30 deals with the
authorization process. The
other documents mentioned in
para 3.31 are covered by 3.34
from our point of view —
otherwise it needs to be
specified, what is meant by
3.31 and not covered by the
above mentioned paras.

Regulations and
guides covering
the authorization
process should
identify the
essential
documents to be
prepared and
submitted by the
authorized party
in the
authorization

deals with the
records that should
be kept, whereas
para 3.31 (now 3.34)
deals with the
documents that
should be submitted.
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authorization process. Details process.
regarding the documentation to Additional
be submitted by the authorized documents may
party are given in the sub- be requested as
section dealing with needed
Notification and depending on
Authorization. the type of the
3:31Regulations-and-guides- facility or the
shewld-indieate-other- activity in
deecuments-that-sheuld-be- accordance with
submitted-to-the reglatory- a graded
bedyto-confirm-that-the approach and on
requirements-established-inthe the specific
regulationsand autherization stage of the
conditionshave beensatistied— authorization
Detatlsregardingthe- process. Details
deecumentation-to-besubmitted regarding the
by-the-autherized party-are- documentation
giventirthe-sub-seetion- to be submitted
dealing-with-Netifieation-and- by the
Autherization: authorized party
are given in the
sub-section
dealing with
Notification and
Authorization.
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3.31 (now 3.34).
Regulations and
guides should
indicate other
documents that
should be
submitted to the
regulatory body
to confirm that
the requirements
established in
the regulations
and
authorization
conditions have
been satisfied.

GERMANY | 11 3.35 1* bullet: There is no obvious reason that 3.38.
Registers of sealed radioactive | this should not also apply for | | ...... Registers
sources and radiation unsealed sources as well. of sealed
generators; Especially unsealed sources radiation
have a high risk for sources and
contamination and radiation
incorporation of radionuclides. generators as
well as records
of the unsealed
sources.
GERMANY |12 3.35 4" bullet: The term ‘permanent Y The word
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“Records that might be
necessary for the permanent
shutdown and
decommissioning (or closure)

shutdown’, as used in the
General Safety Requirements
GSR Part 6 “Decommissioning
of Facilities”, means that the

“permanent” is not
consistent with
IAEA safety
standard GSR Part 1.

of facilities;” facility has ceased its
operations and operation will
not be recommenced (in
contrast to a planned or
unplanned shutdown).

GERMANY | 13 3.35 5" bullet: Any findings of orphan Y
“Records of events, including | sources should be recorded by
non-routine releases of the regulatory body as well.
radioactive material to the A review of National Reports
environment, damage, o loss for the 5™ Review Meeting of
or finding of a radioactive the Joint Convention revealed
source or malfunction of a that many States undertake
device; search and recovery campaigns

for undetected orphan sources
within their territory.
GERMANY | 14 3.35 Add an additional bullet: Usually, allowed releases are Y

Records of airborne and liquid
releases during normal

operation

regulated e.g. by licence
conditions. To verify that the
facility is operated according
to their licence, the releases
have to be monitored by the
licensee and reported to the
regulator.
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IAEA CC- 2 3.39 (V5), | ....In order to fulfil these
SAS was 3.36 | requirements, the regulatory
(V3) body should issue regulations
for safety assessments to be
performed by the authorized
party to the facility or activity,
which should be submitted and
reviewed by the regulatory
body prior to the granting of
the authorization......

ENISS 3 3.37. The regulatory body should Industrial standards are not 3.40. The The responsibility
determine which requirements, | legally binding and need to be regulatory body for determining the
regulations, guides and- deleted here. Text is also not in should requirements,
industrial-standards arc line with GSR Part 1 as cited determine which regulations, guides
applicable to each type of in para 3.36. requirements, and industrial
facility or activity, and should regulations, standards to be used
determine the requirements to guides and lies within the
be placed on the authorized industrial regulatory body
party for each type of facility standards are
or activity. Where there are no applicable to
such requirements, regulations, each type of

guides er-industrial-standards
in force, the regulatory body
should consider developing
them. In carrying out its
review and assessment, the
regulatory body should use the

facility or
activity, and
should
determine the
requirements to
be placed on the
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applicable requirements as a
reference for deciding on the
acceptability of an authorized
party’s submission. The
regulatory body should issue
guidance on reporting on its
review and assessment
activities and how it reaches its
regulatory decisions. It is
considered good practice that
there view and assessment
procedural and technical
guidance documents should be
made available to regulatory
bodies worldwide.

authorized party
for each type of
facility or
activity. Where
there are no
such
requirements,
regulations,
guides in force,
the regulatory
body should
consider.........

RUSSIA

4 3.37

The regulatory body should
determine which requirements,
regulations, guides and
industrial standards were used
by authorized party to each
type of facility or activity and
assess its applicability.

To replace the first two
sentences of the item 3.37 as it
is proposed because it is an
obligation of the authorized
party to determine what
requirements, regulations,
guides and industrial standards
are applicable for its facility or
activity and to prove it in the
submitted information. The
task of regulator is to check it
and to confirm. When there are

The responsibility
for determining the
requirements,
regulations, guides
and industrial
standards to be used
lies within the
regulatory body.
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no necessary rules and
regulations, achievements of
science and technology, i.e.
results of scientific researches,
the approved engineering
practice, etc. have to be used.
The regulator can develop the
new regulations only after
accumulation of necessary
experience.

USA 9 p. 20 “Regulations and guides Such regulations should be Y No modification was
3.41 governing the use and issued by the regulatory body. proposed
implementation of The regulatory body could be
enforcement actions should be | the Government, but not
issued by the Government and | necessarily.
regulatory body...”
USA 10 p- 22, Change “asses” to “assess” editorial Y
3.47, line
2
UK 3. EA 3.47 should be “assess” not asses Y
USA 11 p. 23 3.57. The regulatory body may | Ensure independence, Y
3.57 find it useful to set up advisory | openness and transparency

committees to advise on the
need for regulations and on
their technical content. The
advisory committee members
should be independent from
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the regulatory body to ensure
separate and unbiased safety
reviews. A well founded
committee can provide a
valuable service to the
regulatory body by helping to
ensure that policies and
regulations are clear,
practicable and complete.

ENISS

3.58.

The regulatory body should
follow a general and consistent
process for establishing,
reviewing and revising
regulations and guides. It
should be well documented,
comprehensive, covering all
regulated activities and
facilities, with clear allocation
of responsibilities. When
establishing new regulation as
well revising existing ones,
care should be taken to the
cumulative effect of these
changes on nuclear safety.

To take into account the fact,
that changes in the regulatory
requirements and guides may
impact similar parts of the
plant and induce special
difficulties.

3.60. The
regulatory body
should follow a
general and
consistent
process for
establishing,
reviewing and
revising
regulations and
guides. It should
be well
documented,
comprehensive,
covering all
regulated
activities and
facilities, with
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clear allocation
of
responsibilities.
When
establishing new
regulation as
well revising
existing ones,
care should be

taken to the
cumulative
effect of these
changes on
safety.
GERMANY | 15 3.59 The process should be based There is something missing at | Yes The process
on clear procedures and should | the end of the sentence, it should be based
be flexible enough to take makes no sense in its current on clear
account of changing form. procedures and
technological, legal and should be
practical. flexible enough
to permit

revisions to be
made to take
account of
changing
technological,
legal and
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practical
conditions.

GERMANY | 16 3.60 (b) Setting the priority for the | The need for improvements is Y In accordance with
development of regulations seen as the important aspect ALARA principle.
and guides. The regulatory and strengthens the idea of
body should consider the continuous improvement. If
advantages and disadvantages | there are safety reasons for
of the proposed regulations improvements, they shall be
and guides, including such required in the regulations.
matters as: the risk associated | The associated costs should
with the facility or activity; the | not be part of this
need and-asseeiated-eosts for consideration. This is an
improvements in safety; the economic reason and is usually
number of authorized parties to | taken into account in the
be affected; the effects on the decision making of the
efficiency of the authorization | licensee.
process; and the feedback of
information and experience
from review and assessments,
inspections, investigations and
enforcement activities;

GERMANY | 17 3.60 (e) Collection of information. | Regulations on nuclear safety Y 3.63.¢)

The information necessary to shall take into account the Collection of
prepare the proposed latest insights from science and information.
regulations and guides should | technology to ensure a high The information
be collected. In particular the level of safety. necessary to
state of the art in science and prepare the

64




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES

RESOLUTION

Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows
3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REGULATIONS AND GUIDES (3.2-3.68)

technology should be
determined;

proposed
regulations and
guides should be
collected. In
particular the
state of the art in
science and
technology
should be taken
into account;

SPAIN

3.60

It is suggested to include an
additional step to the “Process
for developing regulations and
guides”

Regulations and guides
development and updating

plan

Conclusions of steps a) to c)
should be recorded and
communicated to interested
parties.

Consultation with
interested parties is
included in step (g).

DS472 also
addresses this topic
in Annex II “Process
Descriptions”,
specifically under
Process Step 6 of 11-
12 “Development of
Regulations and
Guides.”

Note that DS473 and
DS472 are
complementary
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safety guides and
should be read
together.
RUSSIA 5 3.60 (a) Determination of the need | Before the first sentence of Y Req. 32 is covered at
for the regulations and guides. | subsection para 3.2
GSR Part 1 Requirement 32 (a) it is necessary to provide
[3] states: The regulatory body | the Requirement 32 of ITAEA
shall establish or adopt standard GSR Part 1 as it
regulations and guides to defines need for development
specify the principles, of rules, regulations and
requirements and associated guides. These documents are
criteria for safety upon which | developed to establish the
its regulatory judgements, principles, requirements and
decisions and actions are the related safety criteria on
based. the basis of which the
regulator will base its work.
RUSSIA 6 3.60 (f) Drafting of the regulations | After the regulator’s staff the Y
subsectio | and guides. The staff of the first among possible
n () regulatory body, technical developers of the draft of the
support organization, regulation or guide should be
consultants, specified the technical support
organization (TSO).
USA 12 p- 25 “3.61. Consideration should be Y Para 3.61(e) (now
3.61 given to grouping the guides 3.64(e)) clearly

into several broad categories as
follows, but not limited to:”
Add under this Para the

mentions the safety
assessment plans.
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following categories of guides: This documents
e Standard Review Plan doesn’t concern only
(SRP): regulators NPPs.
should develop

standard review plan
as guidance to
licensees to show
areas of review to
grant a generic
licenses for certain
common activities.
The SRP would
provide consistency
and clarity to grant an
authorization or a
license.

e Technical Positions
and Technical Support
Documents: regulators
should develop and
provide technical
positions and technical
support documents on
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approaches to achieve
safety requirements for
complex or
controversial matters
to avoid litigations and
reduce ambiguities in
licensing activities.

ENISS

3.63.

Experience in implementing
the regulations should be
examined and any problems or
difficulties that may arise
should be duly considered. The
status of applicable
requirements should also be
examined in the light of new
safety related developments.
The possible effects of
frequent changes in regulations
and guides on the stability of
the regulatory system should
be taken into account.
Howevereventsmay-
oceasionally-oceur-that
necessitate-more-frequent

revistons- The reasons for

Delete sentence, as the
impression should be avoided,
that for certain events changes
are needed in regulations to
prevent exactly these events.
Regulations should be general
in its context and the
experience feedback from
events is covered sufficiently
by the next sentence
(““...experience from events,
incidents and accidents...”
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revising regulations may
include: changes in legislation;
changes in the organization,
responsibilities, policies or
procedures of the regulatory
body; experience gained by the
regulatory body in the
authorization process;
feedback of information and
experience from events,
incidents and accidents, as
well as from relevant national
and international good
practices; technological
advances; and the need to
improve or eliminate any
impractical, misleading,
unenforceable or otherwise
inadequate regulations.

USA 13 p. 26 3.65. Nothing (e.g., tThe Clarity 3.68. Nothing
3.65 process and procedures should diminish

established for the revision of the authority of
regulations and guides) should the regulatory
not diminish the authority of body to take
the regulatory body to take immediate
immediate action if required action if
for reasons of safety. required for
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reasons of safety
(e.g. the process
and procedures
established for
the revision of
regulations and
guides).
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ENISS A4 3.70. Fhe-authorization proeessis- Para is misleading, as the Y The authorization
theprineipal-mechanisnr responsibilities of the parties process does not
conneeting thelegal- are established in laws and introduce additional
frameweork-of the regulatery- regulation and not in laws and regulations

system-aws-and-regalations)- | authorizations. Context fully
with-the responsibilities-of the- | included in para 3.84.

with-the regilatory-system-(the
regulatory-bedy;appheant-and-
the-autherized-party)-
FINLAND 11 3.71 Consider replacing For clarity Partially
“complexity” with “potential accepted. As a
negative consequence on consequence the
safety or security”. text in para. 3.71
(now 3.74) was
modified
ISRAEL 24 3.74 The statement "An application | Clarity and Y It is believed that the
for authorization may also consistency text is clear.

serve as notification." is not
clear: does it means that the
Regulatory Body, to whom an
application for authorization
was submitted by the
Authorized Party is in position
to consider this application as
an application for notification?
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GERMANY

18

3.78

“Authorizations ... should
cover all stages of the lifetime
of a facility or activity, for
example, for a nuclear facility,
site evaluation, design,
manufacturing, construction,
installation, commissioning,
operation, decommissioning
(or closure) and subsequent
release of the site from
regulatory control.”

For radioactive waste disposal
facilities, the term ‘closure’
instead of ‘decommissioning’
is used.

Y

ENISS

A5

3.80.

An applicant is a legal person
or organization who applies to
a regulatory body for
authorization. It is required
that the applicant should
refrain from carrying out any
actions covered by the
applications requiring
authorizations until the
authorization has been granted
(GSR Part 3, para 3.9 [3]). The
holder of a current and valid
authorization is termed an
authorized party. Fhe-

authorized party-is-the legal
e tion havi

Move last sentence forward for
clarification and add
“requiring authorization”,
because the national legislation
of some member states may
allow some non-safety-related
actions (e.g. excavation) prior
to granting of authorization.

Second last sentence is fully
included in para 3.81 and can
be deleted here as well.

Accepted as
reported in the
text.

The text in para.

3.81 (now 3.84)
has been
modified as in
the text
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overallresponsibility fora
e ¥ ¥
f . P .

. yHg
iy ) )
H] ation has ] 1

(GSR Part 3, para3-93D-

ENISS

3.84.

The objective of granting
authorizations is for the
regulatory body to establish
effective regulatory control
throughout the lifetime of a
facility or activity in relation to
safety. The authorization
process should require
assurance that the applicant
can fulfill #sthe applicable
safety ebligations
requirements:-demenstrate-

For clarification. It is required
to fulfill the applicable
requirements. Sufficient
competent Staff is only one
part and does not need to be
separately stated here.
Included also in para 3.85a.

Review and assessment is
stated in later chapters, as well
as the conditions. For
clarification and for not
repeating topics we suggest
deleting them here.

Accepted with
minor
modification as
reported in the
text in para.3.84
(now 3.87)
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e g e
ity )
bl Yot i g] | ) )
i | | borized
s oyl ities.

USA 14 p. 28 Consider adding that other Completeness Accepted as

Chapter: | regulatory bodies may need to reported in the

General be consulted as part of the text with the

principles | authorization process by both modification of

of an the regulatory body and/or the para. 3.79 (now

authoriza- | facility/applicant (e.g., 3.82)

tion environmental and emergency

response organizations).
ISRAEL 25 3.85(a) "...(a) A facility and/or Provision of "evidences" is the Accepted with
activity should be authorized needed for confirma- minor

only when the regulatory body
was provided with evidences,
in form of documents, and was
confirmed that the facility or
activity is going to be used or
conducted in a manner that
does not pose an unacceptable
radiological risk to people or
the environment. This should
include documented evidences

tion

modification to
para 3.85(a)
(now 3.88(a))
as reported in
the text. The
set of
documentation
1s indicated in
para 3.96 (now
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and confirmation that the 3.97) and
applicant has the following
organizational capability, paras.

organizational structures,
adequacy of resources,
competence of managers and
staff, and appropriateness of
management arrangements to
fulfill its safety obligations as
an authorized party;..."

ISRAEL 26 3.85(b) "...The regulatory framework | The regulatory framework Y The text is taken
for dealing with authorization | should be always clear from SSG-12
requests should be clear;- para.2.19(b)
espeetally-the-processfor-

ENISS 7 3.85(d) Scope of Information that need | Text seems to be written for Y The text is taken

to be submitted to the
regulatory body for Fthe
authorization of a facility or
activity sheuld-be-based-on-
predefined-documents-that-are-
submitted-to-theregulatory-

bedy by the person or
organization responsible for

the facility or activity should
be predefined. Fhese-
documents-should-bereviewed

one special authorization - it
should be emphasized, that the
scope of information to be
submitted should be defined,
not so much the type of
documents to be submitted.
Review and update of
documents already included in
other chapters, so no need for
repetition.

from SSG-12 para
2.19(d)
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3. MAIN

REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

ENISS

A7

3.85 (2)

A graded approach should be
taken by the regulatory body
when performing reviews,
assessments or inspections
throughout the authorization

process.-Such-an-approach-
should-bereflected-in-

Delete repetition of detail of
chapter 2 and subchapter
“regulations and guides” of
chapter 3.

3.85(g) now
3.85(e)

The text is from

SSG-

12 para 2.19(h)

ENISS

3.85(j)

(j) The seepe coverage of
allowed the authorizations

(e.g. a site authorization, a
facility, parts of a facility and
activityies authorization, or a
series of authorizations), its
allowed validity periods and

Text seems to be written for
one special authorization -
rewritten to comply with the
text of 3.85 “Authorization
principles should be
established in the regulatory
and legal framework.

The proposal was
rejected because
the text is in line
with the heading
“General principle

of an
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any the possibility to Examples of authorization authorization”, but

incorporated conditions should | principles are the following” some minor

be clearly defined by the changes in para

regulatory body; 3.85(j) (now
3.88(j)) were
made.

ENISS A8 3.85 (k) TFheregulatory-body-should- Already included in 3.85 (j), Y 3.85(k) and 3.85(j)
inclade-conditions-in-the- also see amendment address different
authorization,-as-apprepriate; uses of

“authorization
conditions,” i.e.
one deals with
conditions in
general, the other
deals with
conditions when
transferring an
authorization.

ENISS 9 3.85(m) | (m)Theapphecantandthe- The Listing (m) to (o) are not Y The text is taken

to (0) regtlatery-bedy-sheuld-take- authorization principles and from SSG-12 para.
inte-accountinternational-goeed | therefore should not be listed 2.19 (m) and (0)
practices;as-appropriate, under 3.85 “Authorization
throughoutthe-autherization principles should be
preeess: established in the regulatory
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{)-The-analysis-appreach-to- and legal framework.
satety-should-beelearhy- Examples of authorization
definedincluding the use-of principles are the following”

IAEA CC- 3 3.88(n) in | The analysis approach to
SAS (V5), was | demonstrate safety should be
3.85 (n) clearly defined, including the
in (V3) use of deterministic and
probabilistic methodologies
and analytical tools as
appropriate;

ENISS A9 3.85(p) Fhe-primeresponsibility for- Y The text of
safety-is-assigned toand- para.3.85(p) is in
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3. MAIN

REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

SSG-12 2.19(p) and
reflects GSR Partl
Requirement 6

ENISS

10

3.86

Circular reference in this para
“access at any time ... to any
authorized facility ... for
granting authorizations.” We
suggest deletion, as for issuing
authorizations normally
nothing exists yet — access is
needed at any time for

3.89. The
legislative and
regulatory
framework
should require
unfettered
access for
designated

The text of
para.3.85(p) is in
SSG-12 2.19(p) and
reflects GSR Partl
Requirement 6
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3. MAIN

REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

granting-autherizations:

checking compliance with
authorization, but that’s not
part of this chapter.

regulatory
staff, at any
time, to: the
premises of an
applicant or
authorized
party; any
facility or
activity already
authorized or
proposed; and
any documents
related to
safety and
considered
necessary for
the
authorization
process.

ISRAEL

27

3.87

"3.87.Nuclear security and
nuclear safety should be
viewed as being
complementary, and the
regulatory body with
responsibility for nuclear

Some explanation or examples
of interface
could be very helpful

The IAEA
Standard approach
is to highlight the
interfaces between
safety and security
and not to give
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safety should ensure that any examples.

interface between nuclear
safety and nuclear security
measures are addressed by the
authorized party or the
applicant for an authorization
and are appropriately
considered in conjunction with
the regulatory body with
responsibility for nuclear
security...."

This extremely important
paragraph should be better
explained : what is considered
as "interface"?

Is it a mutual responsibility of
both regulators and not just a
question of "interface"?

ENISS Al0 3.88. It is required that authorization | Repetition of content already Y The para. 3.88
should take the form of either included 3.26. (now 3.91) reflects
registration or licensing, (GSR GSR Part 3
Part 3, par. 3.8 [3]). Fhe- para.3.8 and deals
EHAtOry 008 i with forms of
d&eﬂmeh_f&ah&%d_ authorization. Para
WWI . 3.26 (now 2.29)
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alicensing proeess- distinguishes
notification and
authorization.
GERMANY | 19 3.89 Bullet (i) i: Note, original
“adequate financial resources 3.89 moved to
for construction, operation and 3.16 (see
mamtenan.ce. Qf facilities ENISS #A1).
and/or activities as well as for
the timely decommissionin
(or closuile) of facilities or ¢ Acc‘ep t the
termination of activities and ‘2:dd1ng Of
the management of radioactive Cl(? sure-, but
waste and/or spent radiation maintain
radioactive sources, including radiation
disposal;” because is
more general
(see IAEA
Glossary)
GERMANY |20 3.89 Bullet (i) ii.: Y “Adequate” cover
“adequate human resources quantity and
(quantity and qualification) to qualification
safely construct, maintain,
operate ...”
ENISS All 3.89. : . Repetition of content already Note, original
£ & ’ included in 3.27ff — graded 3.89 moved to
5 g | ) | ) Llicati approach should be mentioned 3.16 (see
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roles-and-respensibiities-of the
In-this-respeet; the regulatory
body should include in
regulations, that the applicant
or authorized party should
accomplish the following, or
part of, depending on the
facility or activity, taking into
account the eraded approach:

here, as not all topics listed are
applicable to all facilities or
activities (e.g. x-ray unit).

ENISS #A1).

Accepted,
comment
addressed by
modifications
of the text of
original para.
3.27 (now
3.30).

ISRAEL

28

3.89(a)

"...(a) Prepare and submit a
comprehensive application to
the regulatory body that
demonstrates that highest
priority is given to safety; that
is, that the level of safety is as
high as reasonably achievable
and that safety will be
maintained for the entire
lifetime of the facility or
activity, until this is released
from regulatory control by the
regulatory body;..."

Focus on highest priority

Note, original
3.89 moved to
3.16 (see
ENISS #Al).

ISRAEL

29

3.89(c)

"... (e) Have a design
capability and a formal and
effective external relationship

Explanation for meaning of
'external relationship' could
help

Text in bullet
consistent with
SSG-12 para
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with the original design 2.38(9)
organization;... "

ISRAEL 30 3.89(i)ii "...ii. Adequate human More focus on managing Y See Germany #20
resources to safely manage, resources.
construct, maintain, operate
and...."

FINLAND 12 3.89h Have an appropriate For clarity Consider Y The text reflects
prespeetive-assessment made reformatting this sentence. the GSR Part.3
for radiological environmental para 3.9(¢)
impacts,
commensurate with the
radiation risks associated with
the facility or activity.

UK 6. EA 3.89 (h) (+Paras 3.192, 3.206)- should Note, original
be clear here or somewhere 3.89 moved to
else in the document what 3.16 (see
“radiological environmental ENISS #A1).
impact” means either by
referencing the new safety
guide or by explaining that it Comment
means doses to the public and aceep ted
to non-human species, and any putting a
impacts on sensitive/specially reference to
protected habitats (e.g. under GSR Part.3
EU Habitats Directive etc) para 3.9(e).

ENISS 11 3.90. An additional requirement to Separate guide for Accept the
be included in the regulations management systems exist — comment;
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is that the authorized party
should put into place
procedures within its
management system for each
stage of the lifetime of a
facility or activity, including,
where appropriate, procedures
for the provision of
independent advice.

erergeney—
Procedures should be
periodically assessed,
reviewed and revised, as
appropriate, to take into
account operating experience,

the mentioned points do not
represent all parts of an
integrated management
system, which might lead to
confusion. There are other
procedures needed, e.g. for
modification etc. Also covered
by para 3.100. We suggest
deletion.

DS473 should
be review
when DS456
(to be GSR
Part 2) will be
published
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modifications, and national
and international best

practices.
ENISS 12 3.91. TFhroughout the-authorization- | This does not only apply to the The
preeess;-the regulatory body authorization process but also authorization

should ensure that proposed
modifications are categorized
by the authorized party
according to their safety
significance. This
categorization should follow
an established procedure,
which should be subject to
agreement or approval by the
regulatory body. Modifications
that are categorized as
significant to safety should be
submitted to the regulatory
body for review and approval
or agreement. The regulatory
body should inspect
compliance with categorization
procedures on a regular basis.
Further information on
modification control at
Nuclear Power Plants is
provided in [30].

to operation.

process covers
the lifetime of
the facility.

Note, para 3.91
deleted and
incorporated
into para
3.131.
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ENISS Al2 3.92. In-theregulations—it-should-be | Combine with same content of Y Para 3.81 (now para
elearly—stated—that—even—if | 3.81 and delete here. 3.84) is located in
autherization—expiry—dates—are the General section
established—on—expiry-theyde of the “Notification
net—relieve—the—person—or and Authorization”
erganization—in—charge—ofthe Chapter and
faeility-oractivity-of the prime provides general
responsibityfer—satety—unti information by
the regulatory-bodyse-deeides: paraphrasing the

requirement in GSR
Part 1 on the prime
responsibility for
safety. However,
para 3.92 (now
3.94), which is
located in the
Section “Objective
of Notification and
Authorization”
provides a specific
recommendation that
the regulations and
guides should
address this prime
responsibility.

ENISS Al3 3.93. Requirement 7-of GSRPart- Fully covered by para 3.89 and Accepted with
33} requires-that—Anyperson | 3.85 modification of
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or organization intending to the text of
operate-a-facility-orto-conduet- para.3.69 (now
an-aetivity-shall- submit-to-the- 3.72)

"ﬁ " 29

ISRAEL 31 3.94(c) "...(c) Specification of the Explanation needed for: Accepted with
system to be used for source "'source manage- modification of
management:... " ment" could be very useful the text in para

. . . 3.94 (now
Why this specific paragraph is 3.95). The
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restricted to radiation sources, para. 3.94

while the issues discussed are (now 3.95)

facilities and activities in referring to

general? notification
that applies for
radiation
sources used to
operate a

facility or
conducting an
activity

ENISS Al4 3.96. TFhe-applicant should-provide- | Fully covered by para 3.89 and Y This para 3.96 is
all relevant information 3.85 focused to the

deseribing-the-appreachte- applicant
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ig.ﬁ.ﬁi
assessment-proeess-witheut
needing-to-seekfurther
" . Larification.

ENISS

AlS

3.97.

The documents submitted to
the regulatory body in the
framework of the licensing
process should be updated, as
appropriate, during the lifetime
of facility or activity, to ensure
they cover relevant aspects.
The documents submitted to
the regulatory body (which
may be divided or combined
into different documents, as
appropriate) should be
incorporated as part of the
authorization, if required by
national regulations, regulatory
regimes and practices.

Fully covered by para 3.85 (d)

Accepted. As a
consequence
para. 3.85(d)
(now 3.88(d))
has been
modified to
avoid
repetition.

ISRAEL

32

3.98

13.98-—During thisphase-the-
staffof the regulatory-body-
should-be-trained so-they-have-
suffietentknowledge-of the-
]g » ities 4]

This is an
important part of
the authorization
process.
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The expectations from the
regulatory staff as to their
knowledge, is probably not
in the scope of this guide

USA 15 p. 33 3.99. Early assessment of the Completeness, openness Accepted as
3.99 competence... give reported in the

consideration to how and from text with
Wher§ it will r.ecrult sqch staff. adding of a
Any 1nf9rmat10n proylded to new bullet (h)
the applicant by outside .
organizations (e.g., in para 3.100
contractors) for use during (now 3.101).
facility activities will be the The last
responsibility of the applicant sentence 1s not
to ensure technical adequacy. accepted
Procedures developed by the because is
regulatory body should include covered by
guidance on 3.89(¢c) (now
applicant/authorized body 3.16(c)).
certification of
adequate/complete information
(e.g., statements under oath
and affirmation).

ISRAEL 33 3.100(a) "...Details of any relevant Authorization is not limited to Y

Legal existing authorizations licensing only
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inform. theenees);.."
JAPAN 7 3.100, ...and funding Clarification. Y
Applicant | decommissioning or
’S radioactive waste
Organizat | management, as
ion, (c)/3
(p-34)
GERMANY | 21 3.100 Bullet “Applicant’s See our related comment on Y See Germany #20
Organization” (d): Para 3.89.
“Evidence that the applicant
has adequate human resources
(quantity and qualification) to
ensure that ...”
GERMANY |22 3.100 Bullet “Management System”: | The internationally used term Accepted to
(d) Procedures for reporting on | of “operational experience” include
and learning from accidents should be added to either (d) or “operational
and other incidents; . (e). experience” in
(e) Proce.dures for .learmng para 3.100 (d)
from national and international
- (now 3.101(d))
good practices;
under
“Management
System”
ISRAEL 34 3.100 The list should include also: More detailed description Y This comment is
-Safety backup means, redundancy covered in
activities | means, emergency procedures, Appendix 3

analyses of flooding, winds,
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earthquakes, and other weather
induced risks, aircraft crashes,
transportation accidents,
explosions, external fires,
sabotage, etc.

UK

7. EA

3.100

safety activities, (k)+(1),
A.4.27 — needs to be some
reference to the application of
the best available techniques
(BAT) to avoid and minimise
effluents, which is how
ALARA doses for the public
are achieved.

The concept is
covered by para
3.100 “safety
activities” bullet
(0)(1), (now
3.101(0)(i))

JAPAN

3.100,
Safety
activities,
/2,4
(p.36)

The results of an analysis of
the normal operation of the
facilities and activities, and for
a radioactive waste disposal
facility, of the long term period
after closure should be
provided to demonstrate the
acceptability of the design,
including a demonstration that
radiation protection criteria,
radioactive waste management
requirements

Clarification.

GERMANY

23

3.100

Bullet “Safety activities* (I):
“The results of an analysis of

Ensuring consistency with the
terminology used in the [AEA

The para. deals
with “normal
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the normal operation of the
facilities and activities, and for
a waste disposal facility, of the
long term period after closure
should be provided to
demonstrate the acceptability
of the design, including a
demonstration that radiation
protection criteria, waste
management requirements and
dis-charge effluent limits are
met by the design;”

Safety Guide WS-G-2.3
“Regulatory Control of
Radioactive Discharges to the
Environment” and its
successor document DS442.
According to the definition in
the Safety Glossary (2007
Edition), a discharge is

“a planned and controlled
release to the environment, as
a legitimate practice, within
limits authorized by the
regulatory body, of liquid or
gaseous radioactive material
that originate from regulated
nuclear facilities during
normal operation.”

operation”

GERMANY | 24 3.100 Bullet “Safety activities* (n): Use of qualifier ‘deterministic’ Accepted in
“Additional recommendations | is recommended because the principle by
and guidance on deterministic | Safety Guide SSG-2 [28] deals adding
safety analysis for Nuclear with DSA only, while Level 1 references to
Power Plants are provided in and Level 2 PSA are covered SSG-3 and
[28]; by the Safety Guides SSG-3 SSG-4
and SSG-4, respectively.
ENISS 13 3.100 (b) | Information-on-whether-the- Depends on legal system of the Y It is important for
faeility-oractivity-is-fully-or state and is not relevant for the authorization
primarily-owned-or-controlled- | safety. Delete.

process
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FINLAND

13

3.100
man.sys.

(e

Good that Management system
(e) also international good
practices have been included!

ENISS

Al6

3.100 (1)

Fully covered by point i, j, k

and m.

Each point cover a
different aspect;
3.100(1) (now
3.101(1)) cover
analysis

ENISS

14

3.100 (m)

The results of a safety analysis
should be provided to
demonstrate how the design
and related operational
procedures of the facility or
activity will contribute to the
prevention of accidents and to

Wording
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the mitigation of the

consequences of accidents if
they do occur. The analysis
should describe and evaluate
the predicted response of the
facility or activity to events,
both internal and external,
which could lead to abnormal
and accident conditions. The
analysis should be-extended-te-
include relevant combinations
of such disturbances,
malfunctions, failures, errors
and events. Consideration
should be given to aspects
such as the 1nitial conditions
assumed, the physical or
mathematical models used and
their correlation with
experiments, and the method
of presenting the results;

ENISS 15 3.100 (n) | A-safety-analyses-thatshould | Split m for clarity and delete Y No need to split,
show-the-extentto-which-the- | first part, as it gives wrong the original para.
autherized party-ean-eentrel-or- | impressions (safety analysis 3.100(n) deals with
accommeodate situationsat-the- | added in second sentence). safety analysis.

P . £ However some
aectivity relating to-various-
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events-and-abnormal and- modifications were
&GGI-d%Ht—GGHd—H—I-GHS—ThC limits made in the text for
and copdltlons for safe . para. 3.100(n)
operation should be defined, (now 3.101(n).
based on the safety analysis Added additional
feport, references to SSG-
(m2) If any part of the safety 3 and S5G-4
analysis has been
independently reviewed by
another organization, the
results of this review should
also be presented. Additional
recommendations and
guidance on safety analysis for
Nuclear Power Plant are
provided in [28];
ENISS Al7 3.100 (o) | Information on other plans and | Delete topics already

programmes that are
established by the authorized
party in support of its safety
activities. This includes areas
such as:

mentioned in other points of
3.100.

Research cannot be part of an
operational application and
should be deleted here,

Accepted in
part to cancel
items (iii) and
(v). Itis
believed that
research is

i—theradiation- especially as it is a guide for . ‘h
proteetion- all activities and facilities. con51stent‘W1t
the operation.
if' g] Lin |
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apply-the—aslowas Note, 3.100
reasonably- now 3.101.

ineiple):

1i. the environmental
monitoring
programme;
preparedness-and-
responses-

iv. fire protection;

ad .

legislation:
vii. feedback o
operating
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experience;
viii. the

decommissioning
(or closure)
strategy.

ENISS 16 3.100 (p) | Arrangements to ensure safety | Guide only deals with safety, Y Security at this
and-nuelear-seeurity-of sources | not security level should be
in order to prevent less-of- addressed. Minor

7O heft; diversion modifications were
er severe environmental made in the text of
conditions. para. 3.100(p)
(now 3.101(p)).
ENISS 17 New para | Information on authorizations | In order to enhance the Accepted the
3.100 (q) | issued for a reference or authorization processes the concept. As a
generic facility and suggested para should be consequence
information on authorizations | added. an additional
for the same or similar bullet is added
facilities or activities issued by .
; In para 3.85
other states, if the
authorization process could (m) (now
benefit from these processes. 3.88(m)).
TIAEA CC- 4 3.101 (a) | Emergency arrangements,
IEC Emergenc | including an emergency plan,
y and financial arrangements for
arrangem | preparedness and response for
ents in a nuclear or radiological
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(V5), was | emergency where appropriate,
3.100 (a) | that address the general, and-
Emergenc | functional and infrastructural
y requirements as specified in
arrangem | GSR Part 7 [11].
ents in
(V3)
GERMANY |25 3.101 1™ sentence: To provide a typical example Y Notification can be

“An application to inform the
regulatory body of the
intention to operate a facility
or conduct an activity for
which normal exposures are
expected to be very small and
the likelihood and magnitudes
of potential exposures are
negligible (e.g. consumer
products), but which are not
suitable for exemption for
some reason (e.g. to prevent
uncontrolled waste disposal)
should be made in the form of
a notification.”

for which an application is
made in the form of a
notification. In this context,
Para 3.7 of GSR Part 3 states:
“Notification is required for
consumer products only with
respect to manufacture, main-
tenance, import, export,
provision, distribution and, in
some cases, disposal.”

This requirement recognizes
that the use of consumer
products by members of the
public is effectively beyond
regulatory control and no
notification of use is required.
However, any person or
organization intending to carry
out any of the practices

required also for
activities that are
suitable for
exemption
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specified in the requirement
should notify the regulatory
body of its intention to do so.

ENISS Al8 3.101. An-applicationto-informthe- Repetition of 3.73 Y Minor
regulatory-bedy-of-the- modifications
intention-to-operate-a-facility- were made in
or-conduet-an-aetivity for- para 3.73 (now

3.76)

a-netifieation—The regulatory
body should set out what
information is required which
may be described in a
notification form. The
notification form should be
available so that an applicant is
able to give information in the
respect of the provisions for
justification of the activity and
demonstrate that notification is
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sufficient to allow operation of
the facility or conduct of the
activity. Depending on
national requirements, the
regulatory body might prefer
to have separate notification
forms for radioactive materials
and other radiation sources.
The regulatory body should
acknowledge the notification,
within a specified period, and,
if appropriate, set out what
regulatory actions it will put in

place.
ENISS 18 3.102. An authorization is a written To include the concept of Y It is covered by
permission for an authorized reference and generic facility paras. 3.116 and
party to operate a facility or to | here, where the basic 3.118
conduct an activity or a set of | requirements for authorizations
activities dealing with the are stated and to introduce
siting, design, construction, different licensees (Vendors
commissioning, operation, and operators).

decommissioning or closure of
a facility. It also establishes,
directly or by reference,
conditions governing the safe
performance of these activities.
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An Authorization could also be
issued for a reference or
generic facility or a design,
which could be issued to a
vendor as e.g. a design
certification. (see also
§3.118fY). Experience shows,
that licensing processes can be
significantly accelerated and
made more resource efficient
for all involved parties (e.g.
vendor, operator, authority) by
using this approach.

ENISS

Al9

3.102.

] - -

Repetition of 3.78 ff

Para. 3.78 does not
cover for a written
permission

ENISS

A20

3.103 (a)

For a specific time period (e.g.
10 years, 40 years) or for a

Repetition of para 3.92

It is not a repetition
because para
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specific stage in the lifetime of 3.103(a) deals with
the facility (e.g. construction, the mechanism to
operation) or activity. fnsueh-a ensure that the
ease;a-mechanism should be- authorized party
pﬂi—m—p}ae&t&ensuf&tha.{—th& remains
authorized party responsible- responsible of the
for th.f ) ble £ ; authorization after
and-nuclear security-at the the expiry of the
facility; evenifthe authorization
borization] ired.
urless-the-site has-been-
remeoved-fromregulatory-
control-

ISRAEL 35 3.103(b) | "... (b) For an indefinite period | An indefinite period does not Y It is from SSG-12
of time (a-permanent necessarily means permanent para 2.7
authorization)... "

GERMANY | 26 3.103 (c) | “For a specific activity or a Storage is, by definition, a Y See Israel 35

specific condition of the

facility (e.g. temperary storage
of spent fuel).”

temporary measure, but it can
last for several decades if a
disposal option is not avail-
able. Consequently, the term
‘temporary storage’ would be
appropriate only to refer to
short term storage when
contrasting this with longer
term storage. Storage as
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defined in the [AEA Safety
Glossary should not be
designated as temporary
storage.

GERMANY |27 3.104 Bullet “Authorized activity.”: | Clarification. Accepted the
“The authorization should concept. As a
clearly describe in sufficient consequence
detail the purpose, the mode of the text in
operatlgn, the Worklggd apd para. 3.104
the design of the facility, its 3/105)
location and the activities or ‘(‘n oW /7
inventory of sources, including Al,lthof,lzed

» activity” was
modified.

ISRAEL 36 3.104 "3.104...Thus, the format of Clarity Y Reference to “will”
an authorization wil may vary is judged to be
not OIlly among States..." more appropriate

ISRAEL 37 3.104 "...site boundaries, and other More general definition Accepted in

Autho- drawings documents, as principle.
rizgd . appropriate..." Reference to
Activity “other relevant

information, as
appropriate”
added. See also
response to
Germany #27.
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ENISS

A21

3.104

This is contained in
regulations, as stated in para
3.81 and does not need to be
restated here

Y

It is not a repetition
of

how reported in
para 3.81 (now
3.84), but this
should be part of
the form of the
authorization.

ENISS

A22

3.111.

Authorization conditions
should cover, as appropriate,

Deleted part included in first
sentence “safety aspects” and

See ENISS A21
with reference to
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safety aspects affecting the already named in 3.78. the principle
facility or activity throughout established in
its lifecycle encompassing site addressing para
evaluation, design, 3.81 (now 3.84).

construction, installation,
commissioning, operation and
decommissioning of the
facility or activity and its
subsequent release from
regulatory control so as to
enable effective regulatory
control at all stages. Fhese-

requirements-should-cover-

horizat c L
Furthermore, authorization
conditions may refer to, but
should not duplicate,
regulations, to avoid
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discrepancies or
inconsistencies when the
regulations are amended.
ISRAEL 38 3.112 ".. procedures for, information | Explanation needed. Accepted the
Authoriza | about and identification of the | + see text in concept. As
tion legal framework for bold consequence
conditions | challenging the authorization the text in para
pertaining | or part of the authorization.... 3.112 (now
3.113)
. . “Authorization
It might be helpful to explain conditions”

the meaning of "challenging
the authorization"...

last bullet was
modified as
follows:

“procedures
for,
information
about and
identification
of the legal
framework for
challenging the
conditions in
the
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authorization
or part of it.”
JAPAN 9 3.112, conditioning criteria for Clarification. Y
Authoriza | radioactive waste processing
tion for existing or foreseen
conditions | radioactive waste management
that facilities; encouragement for
specify radioactive waste minimization
procedure | should be addressed;
s and
modes of
operation:
, 2nd
bullet
ENISS 19 3.112 - Authorization conditions Requirements for obtaining Y Retaining existing

pertaining to administrative
matters such as:

authorizations are stated in
Regulations — in an
authorization there is normally
indication, that the
authorization is issued without
anticipation of other
authorizations needed. Point
should be deleted here.

Same for the last point, this is
not a condition for an
authorization but a legal
requirement.

text from an
already established
safety guide,
specifically SSG-
12, para 2.40(q).
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legal-frameworkfor
challenging the-
avtherization-or part-of
GERMANY | 28 3.112 2" sentence: Clarification. Y Retaining text from
- Authorization conditions that | ‘Conditioning criteria’ for the an already
specify procedures and modes | processing of radioactive established safety
of operation: waste do not exist. guide, GS-G-1.5
" o o para 3.44(e). For
* conditiening criteria conditioning see
for radlgactlve wgst.e the IAEA Safety
processing for existing Gl d
or foreseen waste ¢ ossary under
management facilities; waste .,
encouragement for management.
waste minimization
should be addressed;
GERMANY |29 3.112 3" sentence: Completion. Y Covered by the
- Authorization conditions Please add the bullet first bullet of

relating to human resources.:

e the number
qualification,
competences and
trustworthiness of the
staff or parts of the

“Authorization conditions
relating to human resources.”

“Authorization
conditions that
specify procedures
and modes of
operation.”
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staff.
GERMANY | 30 3.112 3 sentence: Completion. Y Covered by the
- Authorization conditions Please add the bullet first bullet of
relating to equipment: “Authorization conditions “Authorization
e the provision of relating to equipment.” conditions that
adequate equipment. specify procedures
and modes of
operation.”
GERMANY | 31 3.112 3" sentence: Completion. Y Justification is not
- Authorization conditions Please add the bullet part of the
relating to the public: “Authorization conditions authorization. First
e the provision of relating to the public.” bullet of
information regarding “Authorization
justification of the conditions that set
facility or activity and technical limit and
its impact on the '
environment. threshold such as
covers the
comment.
ENISS A23 3.113 . | vithorizati The way of issuing conditions Y
Lisi is very specific to the legal
system of a member state. The
3 H3-Generalautherization- | topics listed here are in the
eonditionsshouldineludethe- | form of laws or regulations
tellowing provistons:— (e.g as described in 3.32 for
() T horized reporting of events, or 3.33 for
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sheuld-provide-the- modifications), so there is no
authorized- need to put these issues into a
representatives-ofthe | license condition. As all topics
regilatory-bedy-with- | listed here are mentioned in
full-aeeessto- the guide at other paras, we
personnelfaeiities- | suggest deleting the whole
and-reecords-thatare- | paragraph, as it might be
under-the-authorized- | misleading.
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whichtheissueof
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those referencedan
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ISRAEL

39

3.113(b)

"... The authorized party
should keep the regulatory
body fully and continuously
informed of any signifieant-or-
petentially-significant events

or changes..."

The terminology '"significant
or potentially significant"
leaves too broad "grey area"
and probably the best way to
prevent it is by using the

See text in bold

Para 3.113 was
deleted according

with comment
ENISS A23.
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term "any''.

ISRAEL

40

3.115

"3.115. The authorization
process should be understood
by the parties concerned and
should be predietable G-e- well
defined, clear, transparent and
traceable)..."

The term 'predictable’ is
different and wider than the
content within parenthesis
and therefore it is
recommended to be
removed.

See text in bold

Y

Retaining text from
an already
established safety
guide. Para 3.115
is taken from SSG-
12 para 2.6.

ENISS

A24

3.115.

Content included in 3.85b and
3.98.

See Israel #40
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ENISS A25 3.117. The-authorizationprocess;-and- | Content fully included in 3.1, Y It is not considered
iﬂ—pﬂft—leﬂ-l—a{—aﬂ—&ﬂ-t-heﬂ%&t-}eﬂ— 34,323 (D tobe a repetition_
tHicence)renewal process;-

. .
, Ve
parent i &
P . i 4l bl
and-theirinvelvement—In some

Member States the
authorization renewal process
is carried out in a transparent
manner. The regulatory body
should consider holding
meetings with interested
parties providing information
on the authorization renewal

processes.

JAPAN 10 3.117 The authorization process, and | - The member states practices Accepted in
in particular an authorization are NOT universally part with some
(license) renevyal process, .recogmzed practices therefore modifications
should be carried out in a very | it should be deleted. fthe text of
transparent manner providing | - Duplicated description ot the text o
opportunities for should be deleted. para. 3.117

communication with interested
parties. Details of
communication are provided in
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Proeesses.

GERMANY

32

3.118

Whenever submissions for a
particular type of facility (or
parts thereof) may be repeated
many times, it may be
appropriate for an authorized
party to provide a submission
for a ‘reference facility’,-er a
‘generic facility’_or a ‘generic
design’. A reference facility is
a designated existing facility of
a type that is to be constructed
in various other locations as
well, whereas a generic facility
or a generic design is a type of
facility or a design concept
which is to be constructed with
relatively minor modifications
in various locations. (...)

In 3.118 the terms “generic
facility” and “reference
facility” are discussed. In
3.119 also design is added.
Thus it would be useful to add
and explain the term “generic
design” in 3.118

Accepted the
comment
partially. As a
consequence,
the text of para
3.118 and para
3.119 was
modified.
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GERMANY | 33 3.120 Penultimate bullet: For radioactive waste disposal Y
“decommissioning (or facilities, the term ‘closure’
closure);” instead of ‘decommissioning’

is used.

ENISS A26 3.120. TFhe-authorizationproecessfora | Deleted content included in Accepted
complexfaetlity-or-activity- 3.78 and 3.114 partially.
should-be-considered-to-consist
ef—a—seﬂe.s—ef—hfeeyel&stages— The first part
e&eh—subjegt—teﬂ%need—fer— of the

& 3@ ; | comment is
] i i rejected. The
onnational legislation but-are second part is
normally labeled as follows— accepted and
i : : the text
*siting and site evaluation- hich mavinchd deleted.
the-environmental
mpaect-assessment)-
sconstructon:
scommissioning:-
i issionine:
sreleasefromregulatory-
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control—

Each stage of the licensing
process may be divided into
several sub-stages or may be
merged or combined as
appropriate to facilitate the
regulatory process. Combining
the authorizations (e.g. for
construction and operation)
may also give more
predictability to the process for
the authorized party. At-eaeh-

held-pointset-downby-the-

JAPAN

11

3.120, 6™

bullet

decommissioning or closure;

Clarification.
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ENISS

20

3.122.

Once an applieationhas-been-
aececepted-and-the initial
authorization has been issued,
subsequent licensing process
activities and arrangements
should be undertaken between
the authorized party and the
regulatory body. These will
include requests for carrying
out further activities,
including, in some States, the
construction of additional
facilities on the site.

It is unclear what is meant by
“application has been
accepted” — there is not
description of that process in
the para before.

Y

ISRAEL

41

3.123

"3.123... Where there are
different authorized parties on
the same site, or on
neighboring sites, the
regulatory body should enstre
use its best efforts to establish
co-operation between the
authorized parties..."

The Regulatory Body may
not be able to achieve such
goal.

See text in bold

Cooperation is
essential in this
situation.

JAPAN

12

3.124/4,
Reference

For radioactive waste disposal
sites, geological and

- Clarification.
- SSG-1, [26] and [27] are
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hydrogeological
considerations...in site

evaluation.[Y, 26, 27
[Y]SSG-1

relevant document so it should
be added as reference.

USA

16

3.124. Site evaluation for
many facilities or activities is
initially determined by
processes not greatly
influenced by highly
prescriptive technical criteria.
However, general
requirements concerning
remoteness, environmental
concerns, local population
density and transport
arrangements will apply,
usually at a governmental
level. For waste disposal sites,
geological and
hydrogeological considerations
should be major factors in site
evaluation. For such sites The
regulatory body should
consider being involved in the
formulation of site selection
criteria and in the process of
determining the general

Specifically calling out ‘waste
disposal sites’ seems to imply
that geological and
hydrogeological considerations
are not also major factors for
operating power reactors and
other production facilities.

Accepted with
the
modifications
of the text of
para 3.124

122




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES

RESOLUTION

Member State

Comment
No.

Para/Line
No.

Proposed new text

Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

3. MAIN

REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

suitability of a site. Further
guidance on site evaluation is
given in [18-25].

ENISS

21

3.124.

The guide should be restricted
to functions and processes not
to details for site evaluation, as
there are other guides
available.

Para.3.124 is
important to
highlight the
importance of site
evaluation
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suitability-of a-site: Further

guidance on site evaluation is
given in [18-25].

GERMANY |34 3.126 Please insert new sentence: The related subsection is en- Y
“... Further information on the | titled “Design, construction,
design requirements for manufacture and installation”.
nuclear power plants is Specific recommendations and
provided in [31]. Guidance on | guidance on construction of
the construction of nuclear nuclear installations are
installations consistent with provided in the Draft Safety
the design requirements can be | Guide DS441 (currently in
found in [39].” SPESS Step 14). A reference

[39] to this publication should
Please add the Draft Safety be added.
Guide DS441 to the list of
references:
“[39] INTERNATIONAL
ATOMIC ENERGY
AGENCY, Construction for
Nuclear Installations, IAEA
Safety Standards Series, Draft
Safety Guide DS441, IAEA,
Vienna (in preparation).”
GERMANY |35 3.127 Last sentence: Clarification and completion. Y

“Further recommendations on
commissioning of nuclear
power plants and research
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reactors are provided in Refs

[35, 36].”

ENISS 22 3.127. There is some overlap between | For clarification, as it is Accepted with
the construction and unclear, what “activity minor
commissioning stages in that systems” are. modifications
individual structures, systems of the text of
and co.mponents may be Secgnd d.eletlon for para. 3.127
commissioned before clarification

completion of the entire
facility or start of an activity
systems. There are several
steps in the commissioning
process for which the
regulatory body may require
the authorized party to obtain
prior approval and at which
regulatory decisions may be
made. However, the
introduction of fissile and/or
radioactive material into the
facility or activity marks a
significant step in the
commissioning procedure and
is often considered the main
point at which regulatory
decisions are made at-this-
stage. Introduction of fissile
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and radioactive material
should not be authorized until
the proposed commissioning
programme has been reviewed
and assessed, preliminary
operational limits and
conditions have been
established, the final design
has been assessed and
conformity of the construction
with the design of related
systems has been verified.
Further recommendations on
commissioning are provided in
Refs [35, 36].

ENISS 23 3.129. Over the full operational For clarification. Y
lifetime of the facility or
activity, the regulatory body
should require the authorized
party to provide evidence at
appropriate intervals, in the
form of a comprehensive
safety review, such as a
periodic safety review [8], that
the facility or the activity is
still fit to continue in
operation. In many States, this
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reassessment period is around
ten years for a major nuclear
installation. In the
comprehensive safety review,
account should be taken of
significant changes in the
potential nature and magnitude
of the associated hazards,
operating experience,
significant changes to safety
standards, technical
developments, and new safety
related information from
relevant sources. Depending
on the national laws and
regulations and the outcome of
the comprehensive safety
review, the regulatory body
may renew the authorization of
the authorized party at this
stage.

USA

17

During the lifetime of the
facility or activity
modifications will be made to
both equipment and
management and operational
procedures. Where these affect

Para 3.131
modified to
refer to the
potential of a
modification to
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safety they must be subjected affect safety

to proper consideration by the and also to its

authorized party and may safety

require approval by the significance.

regulatory body. Clear
standards need to be set for
when review and approval by
the regulatory body is
required. Significant
modifications should result in
changes to the safety
assessment and safety
documentation so that it
properly reflects the actual
situation [30].

ISRAEL 42 3.131 "3.131. During the lifetime of Clarity. Partially
the facility or activity accepted. As a
modifications wil are consequence
expected to be made to

) the text of para
equipment, management or 3131 was

operational procedures. Where . .
these affect safety they must m?dlﬁed with
be subjected to proper re eience to
consideration by the the “safety

authorized party and may must significance”
require approval by the of the
regulatory body. Significant modification.
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Any modifications that sheuld
may result in changes to the
safety should be well
represented in the assessment
and safety documentation so
that it properly reflects the
actual situation [30]...."

JAPAN 13 3.132/3 ...[16. 33,37, 38]. GSR Part6 is also relevant Y Para 3.132 is
document so it should be referring to

added as reference. operation and not

decommissioning.
Para 3.134, under
decommissioning,
already includes
the reference to
GSR Part 6, i.e.

[16].

GERMANY | 36 3.132 “Plans for radioactive waste In order to be in the hierarchy Accept the The word
management and of Safety Standards at the comment with government was
decommissioning (including same level as GSR Part 5 [37] modification of add because waste
technical soluthns, waste and SSR-5 [38], the guidance the text of disposal is a
streams, the pehc—y regulatory | should refer to the General para. 3.132. governmental
framework for disposal and Safety Requirements GSR Part The additional responsibilit
funding) should be reviewed 6 [16], not to a facility-specific P Y.
and updated periodically Safety Guide such as WS-G- references
during operation [33; 16,37, | 2.1 [33]. When using [33], one have been
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38].” could ask why other relevant added to para
Safety Guides such as WS-G- 3.134.

2.4 [34], WS-G-2.5 and WS-
G-2.6 are omitted.

SPAIN 3 3.133 Decommissioning or closure 3.134 refers to “relevant Y
should only be authorized once | documents”
the detailed relevant plans and | Requirement 25 of GSR part 1
procedures to be used, the refers to “information relevant
conditions to be observed to safety”
during decommissioning or
closure, and the proposed final
state of the facility, including
the radiological status, have
been inspected, reviewed and
assessed by the regulatory
body.
ENISS 24 3.134. The regulatory body is Move deleted part to next Y

required to ensure that relevant
documents and records are
prepared by the authorized
party, kept for an agreed time
and maintained to a specified
quality before, during and after
decommissioning, (GSR Part 6
para 7.7 [16]). Inradditien;the-

regtlatory-bedy should-ensure-
that-an-effeetive record-system

chapter “release from
regulatory control”.
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for-the released sitesis-inplace

i 1 tained |
a-speetfie-organization—Further

Requirements for
decommissioning are
established in [16]; further
recommendations are provided

in [33, 34, 37 and 38].

ENISS A27 3.138. Essential documentsto-be- Content fully included in other Y The content of
prepared-by-the-authorized paras, e.g. 3.85(d) and 3.31— para. 3.138 is not
party-in-the-autherization- no added value here. covered by the
f . ontified-in other paras
the regulations-and-guides- indicated in the
isstted-by-the regulatory-bedy-—-

ditionald | reason.
requested-asneeded;-
dependingon-the typeof
el . i
as-well-as-on-the speeifie stage-
ENISS A28 3.139. Deoecuments-of differenttypes- | Content fully included in other Y
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arerequired-to-beprepared-by- | paras, e.g. 3.85(d) and 3.31 —
theautherized party-in- no added value here.

132




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)
&
JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION

Member State

Comment
No.

Reason for
modification/rejection

Accepted, but
modified as
follows

Para/Line Reason Accepted Rejected

No.

Proposed new text

3. MAIN

REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

requirements-established-inthe-

! egull ats eﬂsl and al 4 Ehs*;zla;il el HI.

ISRAEL

43

Para 3.140
deleted.

See text in
bold

3.140 "3.140... international industry

standards (efthe tECand-the-
560"

Unclear why IEC and ISO
standards are explicitly
specified here (Other
standards could be added)

ENISS

A29

3.141. The requirements for an
authorization have been stated

before, e.g. 3.100, 3.61.
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qualification-and-training of

ENISS A30 3.142. A-fundamental feature-of the- | No need for repetition of Para 3.142
proecess-of review-and- content from other paras. deleted.

decumentationsubmitted-by-

ieant: For significant
radiation risks or unusual or
complex facilities or activities,
the regulatory body should
also verify the contents of the
documents submitted by
means of inspection of the site
where the radiation sources are
to be installed or used. These
inspections will also allow the
regulatory body to supplement
the information and data
needed for review and
assessment. Additionally, the
regulatory body will be able to
extend its practical
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understanding of the
managerial, engineering and
operational aspects of the
application for authorization
and to foster links with
specialists of the operating
organization.
ENISS A3l 3.143. The granting of an Content has been stated before Y

authorization should not
restrict or preclude subsequent
amendment, suspension or
revocation of that
authorization by the regulatory
body within the period of its
validity. Onee-it-has-been-
1ssued;-howeverthe terms-of

bedy- A request for an
amendment may be initiated
by the authorized party, or an
amendment may be imposed
by the regulatory body in the

and is not needed for
understanding here.
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interest of safety. A
modification of the
authorization may be desirable
or necessary as a result of
proposed changes relating to
the facility or activity,
experience from the facility
itself or elsewhere, or
technological advances, or as a
consequence of research and
development relating to
nuclear or radiation safety.

ISRAEL

44

3.144

"3.144... of applications for
renewal or amendment of
authorizationl. L

Typo?

ENISS

A32

3.145.

First sentence fully covered by
3.129.

A review includes more than a
review of findings and
performance — additionally
reviews covered fully by
separate chapter (paras
3.1491%).

Last sentence not needed, as
this is fully described in all

Partially

accepted with
modifications
of the text of

para. 3.145
(now 3.142).
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3. MAIN

REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

keptup-to-date-

other para of that chapter.

ENISS

A33

3.146.

The regulatory body should
require notification by the
authorized party of any
significant changes to safety of
the facility or activity and to
apply, where necessary, for an
amendment to;-er-a-renewal-of;
the authorization. Any
modification to safety of a
facility or an activity should be
subject to an assessment by the
authorized party, with account
taken of the possible
magnitude and nature of the
associated risk.

Deletion sufficiently covered
by 3.129.

Y

ENISS

A34

3.147.

Content fully covered by para
3.131
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made—These propesals-should-
(depending-onfactorssuch-as-
the nature-of the-changesand-
X :
ol gi | bi i
review,-assessment-and-
approval-by-the regulatory-
bod | revisi o
GERMANY | 37 3.148 2" to 4™ sentence: The last part of the second Accepted to
“The regulatory body should sentence is referring to add reference,
ensure that the radiation disposal. but in para.
sources are transferred to an 3.135.

authorized party that possesses
a valid authorization [3] or are
disposed of te in an authorized
waste disposal management
facility. The regulatory body
should provide guidance on
radiological criteria for the
removal of regulatory control
from materials, facilities and
sites. Further information is

provided in {334 [40].”

Please add the Safety Guide

Specific guidance on removal
of regulatory control is
provided in the Safety Guide
WS-G-5.1. A reference [40] to
this publication should be
added and the existing one to
the Safety Guide WS-G-2.1
should be deleted.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — NOTIFICATION AND AUTHORIZATION (3.69-3.148)

WS-G-5.1 to the list of
references:

“[40] INTERNATIONAL
ATOMIC ENERGY
AGENCY, Release of Sites
from Regulatory Control on
Termination of Practices,
IAEA Safety Standards Series
No. WS-G-5.1, IAEA. Vienna

(2006).”

JAPAN 14 3.148/4 or are disposed of to an Clarification. Y
authorized radioactive waste
management facility.

ENISS A35 3.148. An authorization for an Fully covered by 3.46 and Y
activity involving the use of 3.135
radiation sources may be
cancelled because the radiation
sources are no longer required
or because the regulatory body
has taken an enforcement
action. The regulatory body
should ensure that the radiation
sources are transferred to an
authorized party that possesses
a valid authorization [3] or are
disposed of to an authorized
waste management facility.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

USA 18 p.- 49 Following the quote from GSR | There is a need to ensure that Y In this para the
3.149 Part 1, insert: the authorized facility takes responsibilities of
The authorized party is fully full responsibility for the work the regulatory body
responsible for the work performed on its behalf by a are discussed, not
performed on its behalf by vendor or contractor those of the
vendors or contractors. authorised party.
USA 19 p.- 50 Add the following sentence: Completeness to encourage Y Req. 14 of GSR Part
3.150/ Regulatory bodies should participation in international 1: requires this for
Line 12 participate in international conventions and peer reviews the government.

convention and peer reviews
as necessary such as:
Convention on Nuclear
Safety (CNS); Joint
Convention on the safety of
Nuclear Fuel and the Safety
of Radioactive Waste
management (Joint
Convention); and Integrated
Regulatory Review for
Safety (IRRS). In addition,
the review and assessment
process should include checks
on the site and elsewhere to
verify the claims made in the
submissions. For facilities or
activities with significant risk,

for safety.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

the authorized parties often
have external peer reviews
conducted at their facilities by
national or international
organizations. The results of
such reviews could provide the
regulatory body with
additional insights into the
activities of the authorized

party.

ENISS

A36

3.150.

The review and assessment
process is a critical appraisal,
performed by the regulatory
body, of information submitted
by the authorized party or
which comes from inspection,
information on events, relevant
operational experience at
national and international level
or other specified reports (e.g.
records, comprehensive safety
reviews, dose records) to
demonstrate the safety of the
facility or activity. Review and
assessment are undertaken in
order to enable the regulatory
body to make a decision or

First deletion included in the
sentence before and also in the
regulations chapter.

Deletion of start of second
sentence for clarification.

“Elsewere” is unspecific and
should be avoided in a guiding
document, as it does not give
guidance. On-site is sufficient.

Last sentence covered fully by
3.100 (n), repetition not
needed here.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

series of decisions on the
acceptability of the facility or
activity in terms of safety. The
process consists of examining
the authorized party's
submissions, and other
information as described
above, on all aspects relating
to the safety of the facility or
activity. Hshouldinelude-
constderation-of normak-

analysis-should-be-as-complete-
as-pessibleand-eOne of the
initial tasks of the review and
assessment is to confirm its
completeness. The review and
assessment process should
include checks on-the-site and-
elsewhere-to verify the claims
made in the submissions. Eer

143




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)
&
JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION

Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows

3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REVIEW AND ASSESSMENT OF FACILITIES AND ACTIVITIES (3.149-3.212)

facilities-or-activities—with-

ENISS A37 3.151. A-primary-basisfor review-and | Stated in the para before and Y
assessmentactivitiesis-the- many other paras.

oty obiectives. prineip]
- i is; the
regulatory body should acquire
an understanding of the design
of the facility or equipment,
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REVIEW AND ASSESSMENT OF FACILITIES AND ACTIVITIES (3.149-3.212)

the safety concepts on which
the design is based and the
operating principles proposed
by the authorized party, to

satisfy itself that:

ENISS 25 3.151. A primary basis for review and | To avoid unnecessary work Comment
assessment activities is the and to speed up the licensing accepted. Note
information submitted by the process, we consider it as that the first part
authorized party. A thorough necessary to take into account of 3.151 (now
review and assessment of the other assessments. 3.149) was
authorized party’s technical deleted, see
submission should be ENISS #37.

performed by the regulatory
body in order to determine
whether the facility or activity
complies with the relevant
safety objectives, principles
and criteria. The regulatory
body should take into account
assessments done in the past as
well as assessments by other
states for the same or similar
facilities or activities. Through
the assessments fn-deing-this;
the regulatory body should
acquire an understanding of
the design of the facility or
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REVIEW AND ASSESSMENT OF FACILITIES AND ACTIVITIES (3.149-3.212)

equipment, the safety concepts
on which the design is based
and the operating principles
proposed by the authorized
party, to satisfy itself that: ...

ENISS 26 New para | If a vendor has applied for an | To introduce the idea of Y It is the
between authorization for the same assessing one design by responsibility of the
3.151 and | design in two or more different reg. body, as e.g. regulatory body.
3.152 countries, the regulatory done for some topics of the
bodies of the concerned EPR in Europe.

countries could join their effort
and set up a joint team for
review and assessment. The
conclusion could be a joint
statement with potentially
different caveats for the
counties concerned.

RUSSIA 7 3.152 Accordingly, the regulatory To add this item with words: Y
body should have a full time | "or technical support
staff capable of either organization".

performing regulatory reviews
and assessments, or evaluating
any assessments performed for
it by consultants or technical
support organization.

FINLAND 14 3.154b Consider adding: It is important to analyse the “To determine
operational procedures to whether the

146




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&
TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)
COMMENTS BY MEMBER STATES RESOLUTION
Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection

follows

3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

“To determine whether the
operational limits and
conditions are consistent with
the regulatory body’s
requirements, the operational
characteristics of the facility or
activity, and the state of
knowledge and operational
procedures and experience;
and to determine whether an
adequate level of safety is
being maintained and

improved;...”

assess that they are fulfilling
the regulatory requirements. It
is important to maintain an
adequate safety level but
according to good culture also
continuous improvement
should be practiced.

operational
limits and
conditions are
consistent with
the regulatory
body’s
requirements,
the operational
characteristics
of the facility or
activity, and the
state of the art
and operational
procedures and_
experience; and
to determine
whether an
adequate level
of safety is
being
maintained and
improved;...”

FINLAND

15

3.154 ¢

Consider adding:

“Special consideration should
be given to management
commitment to safety and

Management commitment is
an essential success factor,
setting the scene for
organizational culture.

Y Included in 3.154 (a)
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

security.”

ISRAEL 45 3.154(c) "...To determine whether the | Requirements context. Y “availability” is
authorized party's personnel covered in
meet the regulatory “numbers” and
requirements, in terms of beth “qualification” is
availability, qualifications, included in
number, competence and any “competence”
other specific requirements
reliabiity— demanded by the
regulatory body;..."

ENISS A38 3.154. Thespecific-objectivesof the- | All points listed here have Y Para 3.100 (now
review-and-assessment-will- been stated before (e.g. 3.100) 3.101) concerns
depend-on-the-stage-of the- and are covered by 3.153. We authorisation, not
lifetime-of the facility or suggest deletion for avoiding review and
aetivity—Examples-ofthese- double information and assessment, whereas
speeific-objectives-inelade-but- | shortening of the document. para 3.153 (now
are-notlimited to-the- 3.151) doesn’t cover
folowing:- the content of 3.154

(o) (now 3.152).
GIQT
JAPAN 15 3.154 a disposal facility — Making the wording consistent Y
(2),(0) radioactive waste disposal through this document taking

facility
waste disposal facilities —

account the other comment
such as No.7, 8, 9 and so on.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

radioactive waste disposal
facilities

ENISS 27 3.155. Even if the same or a similar Should also include same Y
design or a-similar facility has | designs and facilities.
been authorized in another
State, the regulatory body
should still perform its own The safety objectives should
independent review and be in compliance with the
assessment. It may take into IAEA SF and should not be
account the review and different — with rewording it to
assessment made by the other | regulatory environment
State, and also new experience | differences in the legal system,
and knowledge that have been | the resulting regulatory system
gained since that review and as well as in safety
assessment. It should also take | requirements can be covered.
into account the differences in
the regulatory environment #-

oty obieet] |

requirements between the
States. The regulatory bodies
of the States concerned should
establish close contact in order
to facilitate the review and
assessment process.

ENISS A39 3.156. Therequirementsforperiodie- | Content fully included in other Y
reperting-and-progress- paras, e.g. 3.112/113 and 3.32
reperting-and-the-general- —no added value here.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REVIEW AND ASSESSMENT OF FACILITIES AND ACTIVITIES (3.149-3.212)

eritertafornotifyying the-
regulatory body-of-events;
ey . hould

be Slﬁ ccified in %glt.*l.aﬁsfls ot

ENISS

A40

3.157- These are guidelines for the Y The information
3.160 chapter of regulations/guides provided in these
or authorization conditions and paras is useful.
not for review and assessment
— suggestion move to there.

SPAIN

3.158 It is suggested to add the Incorporated
underlined text: into para 3.154

During the stage of site
evaluation and construction,
reports should be prepared to
keep the regulatory body
informed of the progress of the
project. The reports should
cover, at least:
- Relevant construction
and manufacturing
events

SPAIN

3.159 Incorporated
It is suggested to add the into para 3.154
underlined text:
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — REVIEW AND ASSESSMENT OF FACILITIES AND ACTIVITIES (3.149-3.212)

During commissioning and
operation, reports should be
prepared to demonstrate to the
regulatory body the continuing
safety of the facility. The
reports should cover, at least:

- Relevant operational

safety and
performance events

GERMANY | 38 3.160 1™ sentence: Clarification and completion. Y
“In order to enable the
regulatory body to consider the
release of any facility from
regulatory control, or to
require institutional controls
for the post-closure phase of a
radioactive waste disposal
facility, reports should include
details of, but not limited to:

2

JAPAN 16 3.160/1 to consider the release of any Clarification. Y
facility or site from regulatory
control,...
JAPAN 17 3.160/3" | results of environmental Making the description Y
hyphen monitoring including final consistent with DS452, DS403

(p.53) radiological survey and other and WS-G-5.1.
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performance confirmation

programmes.

EC 1 3.160 Revision proposed "...reports or safety case Y “Safety case” is
should also include such defined in [AEA
details of:..." contains the term glossary.

"safety case" for the first time
in DS473 It should be defined
or introduced before using.

ENISS 28 3.161 During its inspection activities, | Violations and non- Y The review includes

the regulatory body inspectors | compliances do not need to be violations and non-
will collect on-site stressed here. compliances.

information, for example when
examining records kept by the
authorized party. Such
information should be
subjected to review and
assessment by the regulatory
body;in-addition-te-any-
vielations-and-non-
comphianees. Whilst this
source of information may
only represent a small part of
the review and assessment, it is
an essential part as it provides
factual insights on how the
authorized party complies with
regulatory requirements.
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ENISS A41 3.162. Review-and-assessmentshoewld- | Fully covered by 3.37 Y It is an important
be-earried-outinaformalized- statement necessary

approach: in this part of the

text too.
ENISS A42 3.164. As-apracticalmatter, review- | Fully covered by 3.121 Y

may-be-combined: Since this

Safety Guide covers a wide
range of facilities and
activities, it is not possible to
provide details of specific
areas that should be subject to
review and assessment at each
stage of the lifetime of
facilities or activities of each
type. However, this section
provides a general overview of
major areas for review and
assessment; a graded approach
should be used to determine
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how the respective areas
should be considered
depending on the nature of the
facility or activity and the risks
associated with them.

ENISS A43 3.165- Delete all paras and include 3.124ff give all needed Y Detailed information
3.180 missing information in 3.124ff. | guidance on site evaluation about these elements
and the other topics — there is should remain in this
no need to restate it here and chapter.
there is no added value here —
suggestion, just state the areas
for review, like:
e Site evaluation
e Design
e cfc.
ISRAEL 46 3.166 "3.166... The preeess period Clarity Y The existing text is
during which ef review and See text in bold clearer.

assessment of the site
characteristics have to be
considered, could take many
decades and indeed may last
into a period of institutional
control following closure of
the facility..."

One might understand that
the process itself (of
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

performing review and
assessment) can be that long.

JAPAN 18 3.166/1 For radioactive waste disposal | Clarification. Y
facilities,...

ISRAEL 47 3.174 "3.174... The comprehensive Clarity Y Reference in GSR
safety review should enable Part 1 Req. 26.
the regulatory body to judge
whether it is acceptable for the
facility to continue to be
operated and for how long.

L hensi
safetyreview-isecarried-out—."

EC 2 3.174 ...assessed and the regulatory | "When a review shows that the Y
body notified. Possible ways facility or activity does not
of meeting ... meet current standards and

operating practices, the
significance of the
shortcomings should be
assessed..." Is it enough if
only the authorized party
assesses or should the
regulatory body be involved in
particular when safety is
concerned?
JAPAN 19 3.176/1-2 | ...the initial eutline-planfor Making the description Y
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ACTIVITIES (3.149-3.212)

decommissioning plan should
be updated by the authorized

consistent with DS452 and
DS403.

party...

JAPAN 20 3.177/1-5 | The first two and-the-second- Making the description Aspects of
texts sentence in this should consistent with GSR Part6 and decommissionin
be changed to such texts as relevant Safety Guides such as g typically

follows;

Aspects of decommissioning
typically include planning for
decommissioning, conducting

decommissioning actions and
terminating the authorization
for decommissioning.[16]
Decommissioning actions
involve decontamination,
dismantling and removal of
structures, systems and
components (SSCs), including

management of radioactive

waste and radiation protection,

as well as radiological surveys

to support decommissioning.

DS452.

include planning
for
decommissionin
g, conducting
decommissionin
g actions and
terminating the
authorization for
decommissionin
g.[16]
Decommissioni
ng actions are
the procedures,
processes and
work activities
(e.g.
decontamination
, dismantling
and removal of
structures,

systems and
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components
(SSCs) ) as

described in the
approved final

decommissionin
g plan.
UK 8. EA 3.177 “design for decommissioning” Y Recommendations
should be emphasized here or covering the review
elsewhere in the document and assessment of

the decommissioning
aspects of the design
are addressed in
original para 3.167
(now 3.161) with
reference to the
decommissioning
plan. This para also
includes a cross
reference to the
assessment of the
design features
covered in SSR-2/1,
ref [31]. This would
include SSR-2/1
Requirement 12,
which covers the
design features to
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facilitate
decommissioning.

JAPAN 21 3.178/1 Closure of a_radioactive waste | Clarification. Y
disposal facility
3.178. To enable a radioactive
waste disposal facility to
proceed beyond...

JAPAN 22 3.178/2-4 | Safety case including Making the description Safety case
dBetailed proposals for closure | consistent with SSR-5 (e.g. including
and for assessment of the See para.4.6 and Req.14). detailed
ts;tfelty ofta dlsposal fgm(ljliy n proposals for

e long term is required to
fl;oe revim closure and for

assessed by the regulatory assessment of

body. the safety of a
disposal
facility in the
long term is
required to be
reviewed and
assessed by the
regulatory
body.

JAPAN 23 3.178/8 ...aspects of monitoring and Term “monitoring and Y The original text is
surveillance, and surveillance” is appropriate. clear enough.
irretrievability...

JAPAN 24 3.180/5 ...the remediated rehabilitated | Amendment to use more Y
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site... appropriate term which is used
in used in GSR Part3 and so
on.
ENISS Ad4 3.185. Fheregulatory body-should- Fully covered by 3.36b and Y
provide-internal guidance-on also covered by 3.186
theproceduresto-befollowed-
o . :
.
I nag '
L 5.] i Jee i i
toptes-forreview-and-
assessment-should-alse-be-
provided,as-neeessary:
SPAIN 5 3.186 A final step should be added to | Review and assessment Y
the process: analysis and conclusions
should be recorded and
6) Reporting and reported.
documentation
ENISS A45 3.187. A-majorfeature-of the- Fully covered by 3.89 and Y
avtherized-party s—safety- 3.100
satety-assessmentinclading-
the-analysis-efnormal-
abnormal-and-aceident
impeortance-of the-otheraspeets
of the safety documentation
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shewld-berecognized:the-
| !-; | Yo VIS
and-peod-manacement;and-
; Iis |

confirmation-of the adequaey-
ot these-and-not-a-substitutefor
themr

ENISS A46 3.188. Atallstages-of the- Fully covered by 3.10 and At all stages of
avtherizationproeess-the- especially 3.28 the authorization
regtlatery-bedy-sheuld-havea process, the
elearunderstanding of the- regulatory body
safety-objeetives-and- should have a
regtlatory-requirements-that clear
willbe-usedinthe reviewand- understanding of
assessment—hesafety- the safety
objeetives-and regulatory- objectives and
requirements—shewld-be- regulatory
communicated-to-the- requirements
avtherized-party forguidanee- that will be used
preparing-its-documentation- in the review

and assessment.

ENISS A47 3.189. Safety-objeetivesand Fully covered by 3.12 Retaining
regulatory requirementsshowld important
speeify-satetypoalsfordevels- information and
ot performaneec-of-thesafety- for
struetures; systemsand- completeness
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components-and-managerial- and
and-eperational procedures-and understanding,
proecesses-to-be-achievedin- moved to para
operating the faeility-or- 3.14.
g ) .
; g ) 1 % ”
designs;safety- management
systems-or-operational-
procedures:
ENISS A48 3.190. TFhe regulatory-body-may- Fully covered 3.53 and 3.54. Retaining

develop-safety-objectivesand- important
requirements-itself-or it may- information,
adopt-objectives-and- completeness
fequﬁemeﬂ%s—thg{—hav&beeﬂr and
developed-and-issued by- L oroanizati understanding,
1 latorv-beodies inotl moved to para
States. I£ these objectives and 3.13.
requirements-are-to-be-
adepted,-a-goodunderstanding

¢ their basis. |

cFocti o otherS

.

; +oq Y b4l

be-adepted-asneeessary-for
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ENISS 29 3.191. i For clarification, as all safety Y
straeture-When collecting and | objectives and requirements
structuring efthe applicable are stated in national
safety objectives and regulations, as stated in the
requirements to be used in its chapter regulations and guides.
review and assessment
process, the regulatory body
should consider a broad range
of sources, including:
ENISS A49 3.192. Thesafety-objectivesand This is guidance for Retaining
regtlatoryrequirementsshould | requirement development and important
cover;-among-other-things:-as- | not for review. Also this is information,
appropriate- stated in many other IAEA completeness
—Prevention-ofratherthan- | safety series documents, e.g. and
mitigationof SSR 2-1 on requirement level. .
aeetdents;- We suggest de(}etion here to understanding,
—Applieation-of the-prineiple | avoid confusion of what moved to para
of defencein-depth;- | should be developed in the 3.15.
—Meeting the single-failare- | preface of a review.
eriterion-forsafety- Note, text also
related systems; modified due
—Reguirementsfor to comments
redundaneys-diversity by the JAEA
and-separation;- Coordination
—Preforence-for the-use-of Committee, i.e.
passtve-systems-over-

reference to
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an-active-or-operator passive safety.

IAEA CC- 5 3.15 (V5), | Careful consideration in the
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SAS was 3.192 | case of using Preference-for

(V3) the-use-of passive systems
over an active or operator
bascd safety systems
ENISS 30 3.193. The regulatory body might not | The safety objective is stated Y
have, in advance, detailed in SF-1 and is not detailed but
safety-objeectives-and an objectives.

requirements covering all the
areas that are subject to review
and assessment since, even
with a fairly comprehensive set
of safety objectives and
requirements, some aspects of
safety may not be covered. The
regulatory body should
evaluate the acceptability of
the proposals put forward by For clarification
an authorized party or
applicant on a case-by-case
basis against general principles
stated in laws and regulations.
Consideration of the proposals
may lead to the production of
additional regulations and
guides or in the modification

of existing ones_(see also para
3.4911).
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ENISS A50 3.195. Comparison-with-regutations— | Fully covered by 3.37 — no Y
suides-and-industrial added value here.

RUSSIA 8 3.195 Where no such requirements To replace the second sentence Par 3.195
exist, the regulatory body of this item with the following: deleted (see
should use in review current "Where no such requirements previous
achievements of science and exist, the regulatory body comment)
technology should use current
achievements of science and
technology”, i.e. results of
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scientific research, the
approved engineering practice,
etc. The regulator can develop
the new rules and regulations
only after accumulation of
necessary experience.

ISRAEL 48 3.196 "3.196. The regulatory body See text in bold Y
may decide to perform a-
limited-number of
confirmatory calculations to
check that the authorized party
has justified a particular aspect
of safety correctly, for specific
purposes. Heweverin-general-
approach-to-earry-outa-

where additional analyses are
deemed necessary, the
regulatory body should require
the applicant or authorized
party to perform them..."

We suggest to leave to the
decision of the Regulatory
Body to perform any selected
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amount of confirmatory
calculations not using
effectiveness as a limiting
factor.

JAPAN 25 3.196(a),( | the authorized party’s safety Typo. Y
b) case
JAPAN 26 3.196(d)/ | particularly important for Clarification. Y
2 radioactive waste disposal
facilities);

ENISS A5l 3.197. Fhereview-and-assessment- First part fully covered by para The review and Important
process-by-theregtlatorybody- | 3.100 assessment information retained.
consistsin-examining the- process by the
submisstons-fromthe- Second deletion because fully regulatory body
authorized party-onits- covered by 3.85p and other consists in
managerial arrangements;- paras (e.g. 3.80). No need to examining the
engineered-systems-and- restate here. submissions
operational procedures-and-on- from the
thesatety-analysisfor-the- authorized party
faetlities-oraetivities—his- on its
satety-analysis-shoeuwld-eover managerial
both-normal-abnormal-and- arrangements,
aceidentsconditions-in-orderte engineered
demenstrate-that the-safety-of- systems and
thefaeility-oractivity-meets- operational
the safety-objeetives-and- procedures and
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requirements-of the regulatory- on the safety
body—ttsheuld-be-the- analysis for the
respensibiity-of the regulatory facilities or
bedy-to-determine-whether activities. This
thesesubmisstonshave- safety analysis
provided-asufficiently- should cover
complete,detatled-and- both normal,
aeeurate-demonstration-of this— abnormal and
In carrying out the review and accidents
assessment, the regulatory conditions in
body may find it useful to order to
perform its own analyses or demonstrate that
research. Any-input-ofthis- the safety of the
nature by-the reglatory-bedy- facility or
sheuld-inne-way-compromise- activity meets
or-diminish-the autherized- the safety
partysresponsibility for-the- objectives and
safety-of the faeilityor- requirements of
aetivity: The following the regulatory
sections deal with major body. It should
aspects of such verification; be the
further details of topics for responsibility of
these aspects are set out in the the regulatory
Appendix 3. body to

determine

whether these

submissions
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have provided a
sufficiently
complete,
detailed and
accurate
demonstration
of this. In
carrying out the
review and
assessment, the
regulatory body
may find it
useful to
perform its own
analyses or
research. The
following
sections deal
with major
aspects of such
verification;
further details of
topics for these
aspects are set
out in the
Appendix 3.

ENISS AS52 3.198. I-earrying-outitsreview-and- Y No reasoning is
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assessment;-the regulatory- provided. The
body-should-determine; it information included
applicable;whetherthe- in this para is
autherized party-has-defined- considered useful.

ISRAEL 49 3.199 "3.199...-Prevention and See text in bold Y
mitigation of failure of the
barrier itself and prevention
and mitigation of failure of
related systems in normal,
abnormal and accident
conditions;..."

We suggest to use
"prevention and mitigation"
(See GSR Part 3)

ENISS AS53 3.199. The-general-aim-of the- Y
regtlateryreview-of a-safety-
analysisrepert{ 9, -whether

| i i S
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prebabilistic-analyses;should-
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Fthe barrior]
fatled;-
_E . Lieati

and-depending-onthe

assoctated risk-the-

CORSeqHEREEs—

ENISS A54 3.200. Fhesafetyanalysisshould- This is guidance for The review and

demeonstrate-that-the safety requirement development and assessment by
funetional requirements-oenthe- | not for the review. Also this is the regulatory
struetures; systemsand- stated in many other [AEA body should
compenents-and-eperations—are | safety series documents, e.g. ensure that the
sufficientto-ensure-adequate- | SSR 2-1 on requirement level. authorized party
safety—The review-and- We suggest deletion here to has performed a
assessmentby-theregilatory- | avoid confusion of what suitable and
bedyshould-ensure-that-the- should be developed in the sufficient safety
authorized party -has-performed | preface of a review. analysis to
a-suitable-and sufficient safety confirm the
analysis-to-contirmthe- requirements on
requirements-on-the struetures; the structures,
systems-and-components-and- systems and
has-used-theresultsto- components and
demeonstrate-that-the- has used the
requirements—willbe-met-by- results to
the-equipment-andin- demonstrate that
operational procedures— the requirements
Speeificfeatures-that should be will be met by
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stbjeet-toreview-and- the equipment
assessmentinelade- and in
@) Definttionand- operational
eategorization-of the- procedures.
Safety funetions:- Specific features
bHdentification-and- that should be
elassificationof subject to
struetures;-Systems- review and
and-components: assessment
() Ensuring the-qualityof include:
engineeredfeatures- (a) Definition
irterms-ofgood- and
engineering praetice- categorization of
or-as-set-outinthe- the Safety
regulatory- functions;
requirements: (b)
) Demeonstration-of contrel- Identification
ot thefaetlity-or and
aectivity-innormal;- classification of
abnormal-and- structures,
aceident-conditions;- systems and
with-account-taken-of components;
attomatic-Systems;- (c) Ensuring the
the homan—maehine- quality of
interfaceand engineered
operatifg- features in terms
nstraetions: of good
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feyAdequaey-ofthe-safety- engineering
management-system;- practice or as set
covering struetures; out in the
systemsand- regulatory
compeonentsand- requirements;
operational-aspeets- (d)
such-as-the-training- Demonstration
qualification-and- of control of the
expertenee-of the- facility or
avtherized-partys- activity in
personneland-quality normal,
assuranee- abnormal and
procedures— accident

conditions, with
account taken of
automatic
systems, the
human—machine
interface and
operating
instructions;

(e) Adequacy of
the safety
management
system,
covering
structures,
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systems and
components and
operational
aspects such as
the training,
qualification and
experience of
the authorized

party’s
personnel and
quality
assurance
procedures.
RUSSIA 9 3.200 (c) | Ensuring the quality of To write down this item as it is Y
engineered features as set out | proposed, having put on the
in the regulatory requirements | first place the regulation
or in terms of good requirements, and on the
engineering practices/ second - good engineering
practice.
ENISS ASS 3.201. Fheregtlatory bodyshould- Y No reasoning
review-reportssubmitted- provided.
partys pHd ,
o] f - onal
satety performanee-of the-
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— :
i Yorer bouldl )
theroughlbyreviewed by-the-
regtlatery-bedy:
ISRAEL 50 3.202 "3.202. The regulatory body See text in bold Y This part of the para
should ensure that an effective was deleted. See
system for the feedback of ENISS A56 below.

operational safety experience
is in place, that ne safety
related events will be ge
undetected, as-anutmeost

impeortantgoal..."

We suggest to try to avoid
unrealistic goals, in general,
and specifically when and
where the control of the
Regulatory Body on those
goals is limited.

ENISS A56 3.202. Fheregtlatory bodyshould- The regulatory
ensture-that an-effective system- body should
fer—th%feedb&eleef—epemﬁeﬁal— ensure that an
safety-experienceis-in-place- effective system
that no safety related event for the feedback
will go-undetected and-that of operational
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corrective-measures-witl-be-

adepted-to-prevent-the-
recurrence-of safetyrelated

events- If the severity of the
event warrants it, the
regulatory body may conduct
or arrange for an independent
investigation, usually by a
team with appropriately
selected areas of expertise, to
confirm that the event was
adequately investigated, the
root causes were correctly
identified, and the corrective
and remedial actions taken
were adequate. The regulatory
body’s review should cover the
identification of lessons to be
learned and the sharing of
safety related information.

Operational-safety

safety
experience,
including
adverse events,
is in place. If the
severity of the
event warrants
it, the regulatory
body may
conduct or
arrange for an
independent
investigation,
usually by a
team with
appropriately
selected areas of
expertise, to
confirm that the
event was
adequately
investigated, the
root causes were
correctly
identified, and
the corrective

and remedial
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aectivitiesfrom-which lessons- actions taken

may-belearnt: were adequate.
The regulatory

body’s review
should cover the
identification of
lessons to be
learned and the
sharing of safety
related
information.
Operational
experience
feedback should
not be restricted
to considering
the facility or
activity itself
but should
consider a wide
range of both
radiation and
non-radiation
based facilities
and activities
from which
lessons may be
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learnt.

ENISS AS57 3.203. A-well-engineered-facilityor- | First sentence is not needed, all Y 3.100 (now 3.101) is
aectivity may-not-achieve the- others are covered by 3.85 and about what
requiredtevelof satety-iitis- | 3.100 information should
net-operated-er-managed-wel- be submitted and not
Review-and-assessment-by-the- what the regulatory
regtlatery-bedy-sheuld- body should review.
ot the-authorized party’s-
oerganization,-management;-
procedures-and-safety-eulture-

Hofwhich-may-affeet the-
avtherized party-shewld-be-
required-to-demonstrate by-
decumentary-means-that-there-
is-an-effeetive-safety
managementsystem--place-

ENISS A58 3.204 All topics mentioned there Y This text fits better
should be placed in the in review and
regulations and guides section assessment and not
— this is not something one in regulations and
expects in the review section. guides section.

ISRAEL 51 3.204(5) "...(5) Whether the authorized | See text in bold Y The regulatory body
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party has-systems-inplace-te- has to look at the
i i system of the
retains adequate-capability authorised party.
within its organization-to
understand the nature,
substance and detail of the
advice given to it by
contractors and is able to judge
the soundness of that
advice...."
This requirement seems to be
too general and probably not
realistic to be set as a goal
for the Regulatory Body and
therefore it is recommended
to consider to present it in a
limited scope.

ENISS A59 3.205. Fhereview-and-assessmentby- | Content fully covered by Y Par 3.100 (now
theregulatory-bedy-sheuld- 3.100. 3.101) does not
eoverall-aspeets-of-the- cover the content of
avtherized-party s-managerial- 3.205 (now 3.194).
and-organizational procedures- The regulatory body
and-systems-which-havea- has to look at the
bearing-on-safety;such-as:- management system
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

feedback-of-operationalsafety- and organisational
experienee;-the-development procedures of the
of-operational-limitsand- authorised party. See
conditions;-the-planningand- comment ENISS
menitoring of maintenance, A57 on 3.203.
et L revisi :
safety-documentation;and-the-
control-of contractors{see-
Fheregulatory body-should-
alsereview-and-assess-the-
. ,
partysproceaure
FHSHH]
e : ized
partys-manag
g hicl i "

ENISS A60 3.206. The-assessment-of routine- Content fully covered by 3.24 Y Paras 3.24 (now
operation-is-directed-towards- | and 3.100 3.27) and 3.100
the-determination-of- (now 3.101) do not
oceupational radiation-deses- cover 3.206 (now
andradioactive-discharges 3}~ 3.195). See comment
These-consequences-will-be- ENISS A57 on 3.203
compared-with-these-safety- and ENISS A59 on
objectives; Fequirements and- 3.205 above.
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limits-approved-by-the-
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exposture-takeninto-account-

ENISS A61 3.207. Ir-considering these-items;the- | Content fully covered by 3.24 Y Paras 3.24 (now
regilatory-bedy-sheuld-satisfy- | and 3.100 3.27) and 3.100
itselfthatradiation-deseste- (now 3.101) do not

workers-and-the public-and- cover 3.207 (now
radioactive releases-to-the- 3.196). See comment
envirenment-are-aceeptable— ENISS A57 on
Specifically,reviewand- 3.203, ENISS A59
assessment-should-ensure-that— on 3.205 and ENISS

H-The-operational-limits- A60 on 3.206 above.
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procedures)ywhieh-

ENISS A62 3.208. Theregulatory bodyshould-at- | Para misplaced in the review Y This doesn’t relate to

alltimes-require reasonably- section, should be placed in the R&G
achievable-improvementsto-be | regulations and guides section.

ENISS A63 3.209. The-consideration-of abnermal- | Shorten para, as explanation is Y
and-acetdent-conditions- already stated in other sections

strongly-influences-the-design- | of the guide.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —

REVIEW AND ASSESSMENT OF FACILITIES AND

ACTIVITIES (3.149-3.212)

conditions-may-be-much-more-
severe-thantheseinroutine
operation—For-thisreasen; the
major part of the review and
assessment effort should be
directed to the safety analysis
of the abnormal and accident
conditions provided by the
authorized party. It should be
performed in accordance with
the potential magnitude and
nature of the risks associated
with the particular facility or
activity.

JAPAN 27 3.210/3 A comprehensive eemplete list | Amendment for a more Y
of features, events and appropriate description. (See
processes should be para.5.40 of SSG-23)
developed...
FINLAND 16 Chapter Add a sub-chapter: The regulatory body collects, Y This topic is
“REVIE receives, stores, handles, already addressed
W AND | Information security of transmits, archives and in DS472 in
ASSESS | review and assessment disposes of information from Chapter 5, Section
MENT all licensees. It becomes a « :
OF The regulatory body should significant depository of tl[lz Ol(i\l/llglfntatlon of
FACILITI | establish measures to ensure information, some of which is . o
ES AND | information security of the classified and some of which is specifically in
ACTIVIT | licensees’ information subject | important for accident paras 5.68-5.70.
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IES”, e.g.
after
3.212

to review and assessment. It
should have appropriate
information security processes,
procedures, instructions and
training in place for its staff
considering the entire life
cycle of information. Graded
approach to security measures
should be applied according to
the classification and level of
sensitivity and criticality of
information. IAEA NSS
Implementation Guide Security
of Nuclear Information, 23-G
should be consulted for
guidance on classification
schemes and information
security measures.

management. Thus
management of information
security (confidentiality,
integrity, availability of
information) by the regulatory
body is essential for national
nuclear security and safety.

Note that DS473
and DS472 are
complementary
safety guides and
should be read
together.
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ENISS A64 3.214. Iraeccordance-with-thegraded- | No need to repeat content here, The regulatory
approach;forfaetitiesand- fully included in 3.23c and body should
aetivities-with-a-stgnificant- 3.38ff — move para 3.219 also verify the
risk-theregulatory body- forward to 3.214 and delete contents of the
should-also-verify-the-contents- | 3.214 documents
of the-documents-submitted-by- submitted by the
theapplicantby-means-of applicant by
inspeetion-of the faeilityand- means of
aetivity-where radiation- inspection of the
seurees-are-to-beinstalled-or- facility and
used—These-inspeetions-will- activity where
also-allow-the regtlatory body- radiation
to-supplement-the-information sources are to be
and-dataneededforreview-and installed or
assessment: used. These
inspections will
also allow the
regulatory body
to supplement
the information
and data needed
for review and
assessment.
ISRAEL 52 3.217 "3.217...These inspections See text in bold Y
may include, withinreasen;
unannounced inspections...."
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It is suggested not to restrict
the option to perform
unannounced inspections.

ENISS 31 3.217. GSR Part 1 (Rev.1), para4.52 | For clarification that Y Already covered in
[2] requires that the regulatory | inspections should not be the existing text.
inspections cover all areas of contrary to safety.
responsibility of the regulatory
body, and the regulatory body
has the authority to carry out
independent inspections. It is
also required that regulatory
inspectors have free access to
any facility or activity at any
time, within the constraints of
ensuring operational safety at
all times and other constraints
associated with the potential
for harmful consequences.
These inspections may include,
within reason, unannounced
inspections. Inspections should
at no point have the potential
to compromise the safety of a
facility or activity or its safe

operation.
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USA 20 p. 67 Consider adding in the Inspection programs fostering Y In line with Req. 27
3.222 Inspection Section that efforts | a questioning attitude and of GSR Part 1, the
Inspection | should be made in prevention | forward thinking, as well as purpose of the
Objective | of non-compliances or attention to detail for current inspection is to
] performance degradation or past non-concurrences are verify compliance
(‘look ahead’) rather than expected to lead to better with the
identification of non- overall safety results. requirements.
compliances or degradation
that has already occurred and
imposing consequences
(reactionary).
USA 21 p. 68 The authorized party has in Completeness Y A corrective action
3.222 (b) | place an effective management programme is a part
system, a corrective action of the management
program, and a strong safety system.
culture and self-assessment
systems for ensuring the safety
of the facility or activity and
the radiation protection of
people and the environment;
ENISS 32 3.222. Regulatory inspection is Regulatory inspections are not Y The text as it stands

performed to make an
independent check on the
authorized party and the state
of the facility or activity, and
to provide a high level of
confidence that authorized

done to ensure compliance
with safety objectives, but to
ensure, that the party does
complies with laws,
regulations, licence conditions
and other regulatory

includes useful
details that should be
included in a safety
guide.
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parties are in compliance with | requirements (also state in
the safety-objeetives- 3.230). Futhermore the other
preseribed-or-approved-by-the- | detailed points are stated in
regtlatery-bedy—Thisshewld- | other para and stating them

beachteved-by-eonfirming again, does not add guidance.
that- They are also included in the

(@)-Ad-applicable laws, first sentence.
regulations, and license
conditions and other
regulatory requirements
as well as allrelevant
codes, guides and ,
specifications and-

practicesare-complied
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D-Any-othersafetyisstue-

ENISS

A65

3.223.

Specific responsibilities of the
regulatory body with respect to
inspection should include:

— conducting planned
inspections at all stages
of the authorization
process;

— carrying out reactive
inspections, if
appropriate, in response
to events, incidents or
accidents;

— identifying and

The deleted parts are named
before and are not part of
“Organization of Regulatory
Inspection Function”, which is
the title of the chapter.

The last two points can be
deleted as well, as they are
covered by the guidance
chapter and enforcement
chapter

Furthermore it is unclear, why

Specific
responsibilities
of the regulatory
body with
respect to
inspection
should include:
— conducting
planned
inspections
at all stages
of the
authorizati
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recommending necessary
changes to the
requirements approved by
the regulatory body,
specified in the
authorization or
contained in the
regulations;

— preparing reports to
document its inspection
activities and their
findings;

— verifying the-authorized-

this section is needed, as
guidance is made in 3.38ff
regarding inspections.

on process;

— carrying out
reactive
inspections
, if
appropriate
,In
response to
events,
incidents
or
accidents;

— identifying
and
recommen
ding
necessary
changes to
the
requiremen
ts approved
by the
regulatory
body,
specified in
the
authorizati
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up-to-date;- on or
—tracking reeurrent- contained
problems-and-nen- in the
compliance: regulations
— developing procedures-and- 5
direetives-as-neeessary- — preparing
for-the-effectiveconduet reports to
and-administration-of the- document
nspectionprogramme;r its
—determining-and- inspection
recommending suitable- activities
enforecment-actions- and their
whennen-conformanee- findings;
with-requirementsis- — ensuring that
eneotntered— the
authorized
party has
adequate,
comprehen
sive and up
to date
informatio
n on the
status of
the facility
or activity
and
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informatio
n for
demonstrat
ing its
safety, and
a
procedure
to maintain
this
informatio
nup to
date;

— tracking
recurrent
problems
and non-
compliance

— developing
procedures
and
directives
as
necessary
for the
effective
conduct
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and
administrat
ion of the
inspection
programme

— determining

and

recommending

suitable

enforcement

actions when

non-

conformance

with

requirements is

encountered-

ENISS A66 3.227. Regulatery-inspeetion Covered already by 3.38ff and Y The details provided
programmes-should-be- other paras of the guide — are not covered in
comprehensive-and-consisteat- | added value not seen. 3.38 (now 3.41)
with-the-overall regulatory- which is about
strategy—The-inspeetion procedures for
programmes-should-be- inspectors.
thereugh-enoughto-ensure-that
theregulatory-ebjeetives-and-
requirements-are-met-thereby-

i ] | bod
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with-ahighdevel-of confidenee

ENISS

A67

3.228.

Stated in many para before,
e.g 3.223

The details provided
are not covered in
3.223 (now 3.212).
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On-site inspection is the one
element of the regulatory
regime closest to actual
operations, and a significant
proportion of the regulatory
body’s resources should be
allocated to this task.

ENISS

33

3.229.

The regulatory inspection
programme should give due
consideration to technology,
human as well as
organizational (leadership and
management system) factors.
Accordingly, the inspectors’
training and qualification
program should also be
tailored to develop
competencies of regulatory
inspectors in these areas.

The appointment of specialists
should be also mentioned in
the guide, as it is common, that
some inspections are done by
other staff then regulatory
staff.
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Independent specialists (e.g.

TSOs) might be also engaged
for inspections as appropriate
and allowed by the regulatory

system.

ENISS 34 3.230. In addition to verifying To stick to common Y
compliance with all applicable | understood terms and a more
regulatory requirements, the positive wording.

regulatory body’s inspection

programme should be such as

to provide a general sense of-

th E ‘—:‘Efftil, Ef 3]8 ?,Fﬂﬂ. EHS.

Perspeetives-ensatety-in-

general-should-be-atded -by-the-

use-of indicators-of the-

potentialfor-degraded safcty

performance. The more

common indicators ef-

degraded for safety

performance include, but not

limited to:

* poeer housekeeping;

* poer financial stability;

» insuffieient staffing
situation;

*  high turnover of staff;

» poer record retrieval
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systems;
* laek-ef set investigation
levels;

* laekefprocedures to be
followed in the event that
investigation levels are
exceeded;

* inadegquate training
situation, including -
+—laek-ofretraining of staff;-

*  higherthanaverage
occupational exposures for
the type of facility or
activity;

*  Repetitive failures of
important facility
equipment (reliability);

*  FErequent unavailability of
the facility;

* Inereasing frequency of

safety allegations or other

enforcement actions.

ISRAEL 53 3.234 "3.234. The authorized party Wider definition Y
should be required to keep the
regulatory body informed of its
schedules for carrying out
activities and tests of
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regulatory interest and should
submit or make available to
the regulatory body in a timely
manner the procedures for
these activities. To facilitate
this process, the regulatory
body should specify well in
advance to the authorized party
the activities and tests of
which it wishes to be informed
and possibly also to participate
on-site..."

ENISS

A68

3.237.

Covered by 3.223

In this section the
types of inspections
are described.

ENISS

A69

3.239.

Stated before, e.g. 3.29 and
others. No added guidance
here.

In this section the
types of inspections
are described.
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prearranged-or—baseline Second deletion, as stated in
nspeetionprogramme- 3.242

preeess- Planned inspections
differ from reactive
inspections in that they are
scheduled in advance by the
regulatory body and-are-net-
unexpected-cireumstanees.
Planned inspections provide an
opportunity for the
examination of the authorized
party’s activities in order to
confirm the authorized party’s
performance and to identify
potential problems at an early

stage.

SPAIN 6 3.239 Planned inspections, either Y Prefer to use
announced or unannounced, authorization
are carried out in fulfilment of, process.
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and in conformity with, a
structured and largely
prearranged or ‘baseline’
inspection programme
developed by the regulatory
body. They may be linked to
authorized party schedules for
the performance or completion
of certain activities at all

stages of the autherization-
proeess lifecycle

ENISS

A70

3.243.

Reactive-inspeetions; by

All deleted parts are logically
fully included in 3.242 and
don’t need further guidance.

3.243 (now 3.233)
provides the
explanation when to
conduct the
inspections that is
not covered in 3.242
(now3.232).
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made-inresponse-to-a-generie-

simplest-of-eases-only-one-
i A
pre-established graded
approach in responding to
special circumstances will
assist in determining the
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appropriate level of resources
for use in inspections.

ENISS ATl 3.244 This is general guidance for Y
inspection and should not be
place in the chapter “Reactive
inspections” — we suggest
moving to first part of chapter

“INSPECTION OF
FACILITIES AND
ACTIVITIES”
ISRAEL 54 3.245(1) | "Determination of the root- focusing Yes The existence
reasons why..." phrasing is broader
and includes the
root-reasons.
ENISS AT72 3.245. The-inspeetionprogramme-of | Deleted parts covered by 3.232 Y
theregulatery-bedy-sheuld-
: P e
i .
. 793 50
; F .  ons.

sueh; for more serious
accidents or potentially serious
accidents, or when operational
parameters (e.g. doses) exceed
regulatory limits or are
significantly elevated, an
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independent investigation
should be conducted by the
regulatory body and in some
cases by other governmental
bodies, in addition to the
investigation to be conducted
by the authorized party. There
are usually two main
objectives in an investigation
of a serious accident by the
authorities, which are not
completely separable but
which need to be
distinguished:

(1) Determination of the
reasons why the
accident happened so
as to take measures
to prevent its
recurrence;

(2) Consideration of the legal
aspects concerning

liability for the
accident.
ISRAEL 55 3.249 "3.249...However, the Comprehen-sive statement Y The first sentence
regulatory body should be already mentions
sensitive to activities on-going that unannounced
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at the site and to the potential
consequences of unreasonable
frequency of performing
unannounced inspections."

inspections may take
place only when
feasible.

SPAIN

3.251

Please, check underlined text
for possible mistake:

Different approaches should be
used in planning team
inspections. Some team
inspections may be broad in
focus and cover a wide subject
area (‘horizontal slice’) in the
programme area of interest.
For example, during a team of
inspectors may assess the
performance

... during

operation a team

of ...

ENISS

A73

3.253.

Fhepartictlaraspeets-that

All topics covered by 3.220

and 3.231

Section 3.231 (now
3.220) doesn’t cover
all the aspects which
are considered in
determining the
frequency of an
inspection.
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theissues:
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regulatory body;-

ENISS AT74 3.254. Fo-facilitate- management-of Covered fully by 3.226 and Y Inspection plan is
theallecation-ofresoureesfor- | 3.227 one element of an

nspections;-theregulatory- inspection
bedy-sheuld-developspeetfie- programme.

ENISS A75 3.258. The regulatory body should Covered by 3.226 Y
have an overall plan for the
programme of inspections that
it is to undertake at a facility or
during an activity. Fhe-plans-
E']"i pec bt
i ed i tod
approach:

ENISS A76 3.259. Inspections by thereglatery- | Covered by 3.226 and other Y
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paras — not need for

duplication.

USA

22

3.260. The regulatory body’s
attention to major inspection
areas does not begin and end in
a single stage but continues
with varying degrees of
emphasis throughout the
lifetime lifecycle of the facility
or activity.

Change lifetime to lifecycle
because Lifecycle has been
defined and used throughout

this document.

ENISS

AT

3.260.

Deleted parts are covered by
3.224 and other paras.

Accepted
deletion of first
part of sentence.

“This Safety
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emphasis-threugheout-the-

lifetime-of the facility or
aetivity: This Safety Guide
covers a wide range of types of
facilities and activities, and it
is not possible to provide for
each type details of specific
areas that would be subject to
inspection at each lifecycle
stage. Fhe-degree-to-whichthe-
areas-showld-be-considered-will
depend-on-thenature-of the-
asseetated-with-it- Major
inspection areas for nuclear
facilities are listed in Appendix
4.

Guide covers a
wide range of
types of
facilities and
activities, and it
is not possible to
provide for each
type details of
specific areas
that would be
subject to
inspection at
each lifecycle
stage. The
degree to which
the areas should
be considered
will depend on
the nature of the
facility or
activity and the
risks associated
with it. Major
inspection areas
for nuclear
facilities are
listed in
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Appendix 4.”

ENISS

35

3.261. Inspection should not be For clarification, as only safety Y
limited to the facility or relevant function can be of
activity itself and should cover | concern.

any safety relevant central
services which may be
supplied at an authorized
party’s headquarters or other
offices such as safety
assessment development,
outage planning or training.

ENISS

36

3.262. Whenever the authorized party | For clarification, as only safety ...safety related
makes use of the safety relevant function can be of
relevant services or products of | concern.

a contractor, the regulatory
body should include the
contractor’s activities in its
inspection programme in all
lifecycle stages of the
authorization process. This
may comprise inspection of the
design and manufacturing of
components, including, where
appropriate, activities
performed in other States.
Inspection of the authorized
party’s contractors should only
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be performed in connection
with the authorized party so
that the authorized party is not
relieved from the prime
responsibility for safety.

GERMANY |39 3.265 Last sentence: Completion. Y
“Preparation may include a
review of the following:

— regulatory requirements
relating to the authorized
facility or activity, and
conditions on the authorization
issued to the authorized party;
— experience feedback relating
to the inspection area;

— findings of previous
inspections and enforcement
actions relating to the
inspection area, and any
unresolved issues from
previous inspections;

— the analysis of incidents and
accidents in the past;

— past correspondence between
the regulatory body and the
authorized party relating to the
inspection area;
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— the safety documentation
and operational limits and
conditions;

— documentation on operation
and design for the facility or
activity;

— the authorized party’s
management system.”

GERMANY |40 3.265a Preparation includes the Please add a para dealing the Y
identification of necessary equipment of the inspector.
equipment for the inspection.
Depending on the particular
circumstances and the nature
of the facility or activity this
may include:

— relevant inspection
procedures and checklists as
well as other relevant
documents;

— personal dosimeters;

— the accreditation of the
inspector;

— appropriate survey meters or
other necessary measuring
equipment;

— safety flashes, safety shoes,
hard-hat etc.;
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— a camera for documentation.

ENISS A78 3.265. Before an inspection is carried | Deleted parts are covered by Y The preparation for
out, the inspection personnel 3.222 and 3.231 as well as the inspection is not
should be thoroughly prepared | other paras. covered elsewhere.

for the task. The type of
preparation will depend on the
type (planned, reactive,
announce or unannounced, and
team) and method (see para
3.267) of inspection.

P . nelud
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inspectionarea;and-

USA 23 p- 77 Monitoring is particularly Change lifetime to lifecycle Y
3.269 useful during the because Lifecycle has been
commissioning stage, or as a defined and used throughout
means of verifying corrective | this document.

action at any stage over the
lifetime lifecycle of the facility
or

ENISS A79 3.270. Fheregtlatory-tnspeetion Fully covered by 3.230 — Y Not covered in 3.230
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pregramme-showld-provide-

added value not given.

(now 3.219).

ENISS

37

3.272.

The authorized party’s
personnel should be kept
appropriately informed of
inspection activities. These
considerations can be partly
satisfied by means of
discussions and interviews.

7
Interviews with workers, the
facility or activity manager
and, as appropriate, with other

For clarification, that
inspection should be based
generally on MTO aspects and
not on individual guilt (see
also 3.289 and statement for
naming individuals).

The authorized
party’s
personnel
should be kept
appropriately
informed of
inspection
activities. These
considerations
can be partly
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senior managers should be
standard features of most
inspection visits. In interacting
with the authorized party’s
staff, the inspector should
exercise mature judgment
concerning the prerogatives
and responsibilities of the
facility’s management.
Generally the focus of
interviews should be to gain
insides about technical, human
or organizational topics and
processes and not to be able to
blame individuals.

satisfied by
means of
discussions and
interviews.

Interviews7 with
workers, the
facility or
activity manager
and, as
appropriate,
with other
senior managers
should be
standard
features of most
inspection visits.
In interacting
with the
authorized
party’s staff, the
inspector should
exercise mature
judgment
concerning the
prerogatives and
responsibilities
of the facility’s
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management.
Generally the
focus of
interviews
should be to
gain insights
about technical,

human or
organizational
topics and
processes.
ENISS A80 3.273. The-authorized partyshould-be | Fully covered by 3.35, 3.100, Y
required-to-recordallaetivities; | 3.112/113
| i  derati
impertant-to-satety-atal-
lifeevel S ihe facili
GERMANY | 41 3.274 Documentation examined by Completion. Y

regulatory inspectors may
include:

— procedures and schedules for
maintenance and testing;

— quality assurance records;

— test results and data;

— operational and maintenance
records;

— records of deficiencies and

Shift schedules can provide
important information for the
inspector about the adequacy

of the staff.
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incidents;

— modification records
including modifications to
management and operating
procedures;

— training records;

— shift schedules;

— dose records.

ENISS

A81

3.274.

Examination of the authorized
party’s documentation
contributes to the regulatory
body’s verification of the
authorized party’s compliance
without unduly disrupting
work schedules or interfering
with the authorized party’s
primary responsibility for
safety during all lifecycle
stages. Decumentation
examined-by-reglatory-

Details fully covered by 3.35,
3.100, 3.112/113

For completeness the
examples are
needed.

220




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES

RESOLUTION

Member State

Comment
No.

Para/Line
No.

Proposed new text

Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

3. MAIN REGULATORY FUNCTIONS AND PROCESSES — INSPECTION OF FACILITIES AND ACTIVITIES (3.213-3.295)

—records-of deficiencies-and-

—doserecords—

ISRAEL

56

3.275

"3.275. The regulatory body
should examine samples-of the
authorized party’s
documentation in a manner
sufficient to satisfy itself that
the authorized..."

No need to be so specific by
saying "samples". It is
suggested to let to the
decision of the Regulatory
Body to select sampling, as a
selected process.

See text in bold

ENISS

A82

3.275.

3.274 covers sufficiently the
content 3.275, no further
guidance necessary.

3.275 (now 3.263)
concerns the purpose
of the examination
and not the content
as 1s the case in
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party-isfulfiling the- 3.274 (now 3.262).

adequately-addressed:

ISRAEL 57 3.278 "3.278...The regulatory Wider definition Y
confirmatory test should not
place the facility in an unsafe
condition nor contribute to a
potential risk of any kind...."

ENISS A83 3.278. Insome-States;the-inspeetion~ | Deleted part covered by 3.277 Y
staffof the regulatory-body-
conductconfirmatory-tests-and-
meastrements-as-part-of the-
nspeetionprogramme—1 ests

of components and systems of
the facility should only be
undertaken after consultation
with the facility’s
management. In most
instances, these confirmatory
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tests and measurements
replicate and serve as an
independent verification of
tests and measurements
performed by the authorized
party. The conduct of these
confirmatory tests and
measurements by the
regulatory body shall not
relieve the authorized party of
its prime responsibility for
safety. The regulatory
confirmatory test should not
place the facility in an unsafe
condition.

SPAIN 8 3.282 It is suggested to add the Y
underlined text:

Inspectors should note down
their observations while
conducting the inspections.
Upon completion of the
inspection, the inspectors
should conduct an exit briefing
with authorized party’s senior
management

ENISS Ag4 3.285. The purposes of inspection Deleted parts covered by the Y We should give the
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reports are to:

— record the results of all
inspection activities
relating to safety or
of regulatory
significance;

— document and record an
assessment of the
authorized party’s
activities in relation
to safety;

— record discussions held
with authorized
party’s staff,
management and
other concerned
persons;

— provide a basis for
informing the
authorized party of
the findings of the
inspection and-efany

? %
regulatory-
requirements;and-te-
provide-areeord-of
any-enforecement

first bullet, further details are
provided also in para 3.286

complete picture of
the purpose of
inspection reports in
accordance with
GSR Part 1 para
4.51.
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actions-taken:

— inform other members of
the regulatory body;

— contribute to maintaining
an organizational
memory.

ENISS

A85

3.287.

Inspection reports should be
distributed, or made available
electronically, according to
established procedures in order
to provide for the following:
—a-basisforfuture-

Deleted parts redundant and
covered by the other bullets or
3.288

We should give the
complete picture of
the utilisation of
inspection reports.
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— a contribution to

maintenance of the
regulatory history by
i L of

— information to regulatory

staff responsible for
review and
assessment;

— information to regulatory

staff responsible for
reporting incidents;

— information to regulatory

staff responsible for
regulations and
guides;

226




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES

RESOLUTION

Member State

Comment
No.

Para/Line
No.

Proposed new text

Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

3. MAIN REGULATORY FUNCTIONS AND PROCESSES — INSPECTION OF FACILITIES AND ACTIVITIES (3.213-3.295)

— a basis for periodic reviews
of inspection
findings, including
trends and root
causes;

—infermationto-regulatory-

— a means of passing
information to
interested parties or
governmental bodies;

elf ities,

SPAIN 9 3.287 It is suggested to add the Y It is already covered

underlined text: in several bullets of
3.287 (now 3.275).

Inspection reports should be
distributed to the regulatory
body staff, or made available
electronically,

ENISS A86 3.290. Deoecuments-that-are-made- Fully covered by 3.285 and Y 3.285 (now 3.273)
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available to-the-inspeetor by

procedures:

3.286

provides for the
purpose of
inspections report
and 3.286 (now
3.274( provides for
the content of the
report.

SPAIN

10

3.290

It is suggested to add the
underlined text:

... Inspection reports and
copies of relevant documents
received in connection with the
inspection should be stored

ENISS

38

3.295.

A programme to monitor and
follow up inspection findings
should also be in place—Fhe-

pregramme-showld-inelude-
pre i g.” I »
fellowup-aetions to verify that

the applicant or authorized

Periodic review of inspection
findings does not take place, as
they are normally closed after
completion (included in last
sentence). We suggest to
combine the first and the
second sentence.

The text provides for
the follow up actions
after the inspection.
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party is taking necessary
actions in response to
inspection findings. Upon
satisfactory completion of the
actions, the inspection findings
should be closed in writing and
necessary documents and
records maintained.
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ES — ENFORCEMENT OF REGULATORY REQUIREMENTS

(3.296-3.322)

USA 24 p. 84 The principal objectives of Change lifetime to lifecycle Y
3.301 enforcement should be to because Lifecycle has been

provide a high level of defined and used throughout
assurance that the authorized this document.
party at all stages of the
authorization process and all
stages during the lifetime
lifecycle of a facility

ENISS A87 3.302. Regulatory enforcement First deleted part covered by Regulatory Retained 1% sentence
actions-are-actionstaken-by-the | 3.297. enforcement to provide the
regwlatory-bedy-to-address- actions are objective of
nen-comphanee by-the- actions taken by enforcement, i.e. to
avtherizedparty-with-speeified the regulatory address non-
conditions-and requirements— body to address compliances and
TFhese-actions should be taken non-compliance suggested deletions
to ensure that the authorized by the accepted.
party modifies or corrects any authorized party

aspect of its procedures and
practices, or of a facility or

Second deleted part covered by
“procedures and practices” of

with specified
conditions and

activity’s structures, systems the same sentence. requirements.
and components, er-managerial These actions
or-operational proeeduresand- | Last part covered by 3.298 should be taken
proeesses; that are necessary to to ensure that
ensure safety. Enforcement the authorized
aetions-should-also-ineludethe- party modifies
impesttion-or recommendation or corrects any

230




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)
&
JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION
Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows
3. MAIN REGULATORY FUNCTIONS AND PROCESSES — ENFORCEMENT OF REGULATORY REQUIREMENTS (3.296-3.322)

ofetvil-penalties-and-other aspect of its

sanections;as-appropriate, procedures and

depending-ennational- practices, or of a

legislation: facility or
activity’s
structures,

systems and
components, of
managerial-or-
operational-
precedures-and-

proecesses; that
are necessary to

ensure safety.

ENISS A88 3.303. As-the-mainpurpeseof Introduction not needed and Y It is correct that the
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IN REGULATORY FUNCTIONS AND PROCESSES — ENFORCEMENT OF REGULATORY REQUIREMENTS

(3.296-3.322)

enforcement-is-to-ensure-safety | content fully included in paras
by-deterring noncompliance- 3.296 to 3.298 and 3.301ff.

paragraphs cited do
cover the content;

and-encouraging prompt however, the
identification-and-correction;- introductory text
enforeement-actions—should-be- helps the document
chosente-achieve thisend— flow and notes that
Heowever-the-method-chesen- factors affecting the
should-also-be-appropriate-to- choice of method are
theseverity-of the-violationor addressed below.
nen-conformanee—Thenext
paragraphs-deseribe some-of
the-main-enforeement-metheds-
follewed by-a-diseussion-of the
; focting the cho c
methed:

GERMANY | 42 3.309 In case of criminal acts it may | Completion. Y Paragraph 3.316
be necessary to inform the law | Please add a sentence about (now 3.304) notes
enforcement authorities. informing law enforcement that procedures

authorities.

should stipulate
which other
governmental
bodies, if any,
should be informed
in the event of
enforcement actions
being made. The
text in para 3.316
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(now 3.304) is more
general and includes
reference to other
governmental bodies
as well as law

enforcement.

ENISS A89 3.314. Fheregtlatory bodyshould- First part fully covered by Y First sentence of
adeptelear-administrative 3.411ff para 3.314 (now
procedures-governing the- 3.302) not deleted as
takingof enforcement actions- suggested.
which-sheuwld-be-documented- Paragraph 3.41 (now
in-internal suidance—All 3.44) notes that
inspectors and other staff of guides (i.e.,
the regulatory body should be documents that
trained in, and knowledgeable advise the authorized
about, the administrative parties) should state
procedures. the policy for the use

of regulatory and
enforcement

measures, while
paragraph 3.314
(now 3.302) is
specific to
procedures used by

the regulatory body.
ENISS 39 3.315. If there is no immediate risk to | Term “seriousness” is not an The time period Used the phrase “the
safety, the regulatory body established term and also other should reflect safety significance”
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(3.296-3.322)

should allow the authorized
party a reasonable period of
time in which to complete a
corrective action. The time
period should reflect the
seriotusness-importance of the
issue for safety and the
complexity of the corrective
action required as well as other
topics (e.g. energy supply
situation). However, in an
integrated approach to safety,
the contribution of each
deficiency requiring a
corrective action to the total
risk for the facility or activity
should be considered.

factors might be important
(commercial factors, energy

supply, etc.)

the safety
significance of
the issue and the
complexity of
the corrective
action required
as well as other
topics (e.g. the
proximity to a
maintenance
outage).

to be consistent with
use in the document.

ENISS

A6

3.316.

Same content as 3.42

Paragraph 3.42
(Now 3.45) notes
that guides (i.e.,
documents that
advise the authorized
parties) should
indicate which other
governmental
organizations should
be informed of
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(3.296-3.322)

enforcement actions,
while paragraph
3.316 (3.304) is
specific to
procedures used by
the regulatory body.

USA 25 p- 87 Consider clearly stating that Due to safety considerations Y It is not necessary to
3.317 the public does not participate | and time-critical protective make such a

in regulatory body actions, public participation is statement as the para

enforcement actions. not warranted; however, clearly states that the
documents associated with public is only
enforcement should be public informed of about
to the extent practical. the enforcement

process.

ENISS A90 3.317. Fo-informthe-public-and- Move to chapter on regulations Y
interested-parties-about-the- and guides following para 3.42
enforeement-processatormal-
enforeementpoliey-statement-
fronrthe regtlatory body-
sheuld-be-developed-and - made-

ENISS A91 3.318. Regulatory-procedures-should- | Fully included in 3.295 — ifa Regulatory Par 3.295 (now
state-the-circumstaneesunder | special para is needed for procedures 3.283) is
whichitis-apprepriatete-earry- | enforcements, work with a should state the concerned with
eu{—fufﬂaer—mspeeﬁeﬁs—t&. reference to the above para. 01rcumstapce§ . checking on
cheek-whether theautherized- under whlch it is inspection
party-hasrespended-to- appropriate to
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regulatory-and-enforcement- carry out further findings, par 3.318
meastres—The-purpese-of inspections to (now 3.305) is
theseinspeetions—shotld-beto:- check whether concerned with
(a)y-Ceonfirm-thatthe- the authorized checking on
authorized party has- party has enforcement
complied-with-the- responded to .
enforeement-measures- regulatory and actions.
withinthe pertods-of- enforcement
tirne-speeified:- measures. The
b)y-Cheekthat correetive- purpose of these
aetions-inresponsete- inspections
enforeement-measures- should be to
intended-to-proteet-the- confirm that the
people, patients-and-the- authorized party
ehvirenment-against-an- has complied
imminent radielegical with the
hazard-have beentaken- enforcement
by-the-authorized-party- measures within
even-theughthe- the periods of
avtherizedparty-may- time specified.
. ;
be decisi Pt » g
regulatory body—
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

ENISS

41

3.324. Paragraph 4.13 of GSR Part 7 | Security plans are not the only Minor

[11], states that: “The ones to be concerned. modification to
regulatory body shall require improve clarity.
that arrangements for
preparedness and response for
a nuclear or radiological
emergency be in place for the
on-site area for any regulated
facility or activity that could
necessitate emergency
response actions.” These
arrangements should address
coordination and integration of
on-site emergency
arrangements with other
relevant plans (such as those of
other response organizations or

the-nuelear-seeurity plans of
the authorized party).

The original text
provided examples
which did not infer
that security was the
only plans to be
considered.

IAEA CC-
IEC

3.313 The functions and processes
(VS5), was | for which the regulatory body
3.326 will have a role can be

(V3) considered under the following
four general headings:

O Ensuring on-site
emergency arrangements are in
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place;

O Ensuring coordination
with off-site response
organizations;

O Establishing and
maintaining internal
arrangements;

O Discharging its
assigned responsibilities in
emergency response.

Much of this is carried out
through the functions and
processes described in earlier
sections but they may also
require considering additional
processes with the integrated
management system [4].

ENISS

40

3.327.

Whilst much of the efforts by
the regulatory body and
authorized parties in
preparedness and response for
nuclear and radiological
emergencies will be devoted to
incidents and accidents at
facilities and activities within
the State, some nuclear and
radiological emergencies in

Normally a reg. body is not
doing hazard assessment for
facilities on foreign counties,
but taking into account
possible impacts.

True: Proposed
change to read
I Such
impacts should
be considered in
the hazard
assessment
carried out for
these facilities
and activities by

To improve clarity.

Note, text also
modified due to
comments by the

IAEA Coordination

Committee.
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other States may have an the authorized

impact on these facilities and party and should

activities. Such impacts should be addressed, as

be considered in-the-hazard- appropriate, in

assessment-carried-outfor the emergency

thesefaeilitiesand-aetivities arrangements.”

and should be addressed, as
appropriate, in the response

planning.
IAEA CC- 7 3.314 .....Such impacts should be
I[EC (VS5), was | considered in the risk hazard
3.327 assessment carried out for
(V3) these facilities and activities by
the authorized party and
should be addressed, as
appropriate, in the respense-
planning emergency
arrangements.
IAEA CC- 8 Title Ensuring on-site emergency
IEC between arrangements are in place
3.314-
3.3151in
(V5), was
3327&
3.328 in
(V3)
IAEA CC- 9 3.315 The Regulatory body should
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IEC (VS5), was | have the responsibility for
3.328 ensuring that the authorized
(V3) party has adequate on-site
arrangements to prepare for
and respond to a nuclear or
radiological emergency_in
relation to the facility or the
activity under its responsibility
consistently with GSR Part 7
[11].
USA 26 p- 89 “The regulations and IAEA GSR Part 1, requirement Accepted need to Emergency
3.330 guides.....assessment...timely | 8, notes that provisions must add reference to classification system
notification and be in place for a “timely and ‘Timely”. not necessary as part
activation.....use of an effective response”. Most if of this document but
emergency classification level | not all existing member state is covered in GSR
system for classifying regulations require a timely Part 7.
emergency conditions, ...” (e.g. within 15 minutes)
emergency declaration and
notification to offsite
authorities, and require the use
of an approved emergency
classification level system for
classifying emergency events
in a graded manner.
ENISS A92 3.330. Theregulationsand-guidesin- | No need for detailed guidance Y Agree with the
emergeney preparednessand- | here, as link to the much more principle, but judge
response-should-cover comprehensive GRS Part 7 is it is necessary to
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3. MAIN REGULATORY FUNCTIONS AND PROCE

SSES — EMERGENCY PRE
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previstons-for—performinga-

given.

retain this brief
overview.

This paragraph
summarises the
major features of
such a system. Note
this SG is about the
RB whereas GSR
Part 7 is more
general on
Emergencies.

See next comment
from the EC which
is to keep the

paragraph.

EC

3 3.330

The whole paragraph should
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be bulleted for better reading.

IAEA CC-
IEC

10

3.317
(V5), was
3.330
(V3)

The regulations and guides
should cover, but are not
limited to:

. performing a risk
hazard assessment;

. timely notification of a
nuclear or radiation emergency
to appropriate bedies
authorities;

. timely activation of
necessary emergency response
actions on-site and, as relevant,
off-site;

. provisions for
obtaining off-site support and
coordination with off-site
authorities;

. timelyaetivationof
Reeessary-emergeney-respense-
aetions-on-site-andasrelevant;
otf-siter

protecting emergency workers
(including fer health
surveillance, medical follow
up, monitoring and controlling
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their exposure during the
response);

. analysis of an
emergency and emergency
response;

. provisions for
terminating the emergency;
and

. provisions for
establishing and maintaining
adequate infrastructure to
support the performance of
emergency response actions
(e.g. plans, procedures,
training and exercise
programmes, staffing,
equipment, tools, facilities,
quality management
programme and records

keeping).

ENISS A93 3.331. The regulatory body should Duplication of information Y The retained text
review and assess the on-site should be avoided — explains the purpose
emergency arrangements comprehensive work done in of the regulatory

developed by the authorized GRS Part 7.
party to verify compliance
with its requirements. For
details see GRS Part 7 (e.g.

body’s review and
assessment. On-site
emergency response
is a specific area of
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para 4.25) Fhisreviewand-

regulatory body
responsibility.

IAEA CC-
IEC

11 3318 | ... or radiological
(V5), was | emergencies, including those
3.331 of very low probability {94

(V3) (1]

ENISS

A9%4 3.332. Fhereview-and-assessment- Duplication of information Y
sheuld-considerthatthe-en-site | should be avoided —
efergeRey-arrangements: comprehensive work done in
=Are-based-on-a-hazard GRS Part 7 — link given in
assessment-thatidentiftes- | 3.331

For reasons above,
see ENISS A93.
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funetions-in-emergeney-
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avatlableatall timesto-

IAEA CC-
IEC

12 3.319 The review and assessment
(V5), was | should consider, inter alia, that
3.332 the on-site emergency

(V3) arrangements:

O Are based on a risk
hazard assessment that
identifies all postulated
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nuclear or radiological
emergencies that might occur
in relation to the facility or
activity, including those of
very low probability;

0 Include emergency
arrangements for managing the
on-site emergency response
and for coordination with off-
site response;

0 Inelade Address, as
applicable, the operability and
habitability of emergency......

ENISS

A95

3.333.

As part of its inspection plan,
the regulatory body should
inspect the on-site emergency
arrangements, including
observing emergency exercises
(see also GSR Part 7,
paragraph 6.30 [11]), to ensure
that they are effective and are
in compliance with the
regulatory body requirements.

Hisrequired-that-the-
regtlatory-bedy-evaluateseme-
of the-emergeney-exereises;
(GSRPart 7 paragraph-630-

Move link to GRS Part 7 up.
Changes made for clarification
of the role of the reg. body and
the established requirements of
GRS Part 7.

As part of its
inspection plan,
the regulatory
body should
inspect and
evaluate the on-
site emergency
arrangements
against pre-
determined
criteria and
checklists. In
addition, it is

To improve clarity
and logic.

Note, text also
modified due to
comments by the
IAEA Coordination
Committee — IEC,
see comment below.

248




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

TAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES

RESOLUTION

Comment Para/Line
No. No.

Member State

Proposed new text

Reason

Accepted Accepted, but
modified as

follows

Rejected

Reason for
modification/rejection

3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

1. To do so, the regulatory
body should takepartin be
knowledgeable about the
exercise- scenario resulting
from preparation, take part at
conduction eendueting and

obtain the results of the

evaluations of evaluating some
of the exercises and-should-
developnecessary-evaluation
guides-and-cheeklists. When

appropriate, this evaluation
should assess the adequacy of
coordination and integration of
the on-site emergency
arrangements with those off-
site.

required that the
regulatory body
evaluates some
of the
emergency
exercises
carried out by
the authorized
party (GSR Part
7, paragraph
6.30 [11]). To
do so, the
regulatory body
should develop
necessary
evaluation
guidelines and
checklists.
When
appropriate, this
evaluation
should assess
the adequacy of
coordination

and integration
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of the on-site
emergency
arrangements
with those off-
site.

SPAIN 11 3.333 It is suggested to reconsider See 3.346 Accepted , see Text in 3.333 (now
underlined text, in order to “The prime responsibility for new text from 3.320) is referring to
avoid confusions. safety remains with the ENISS A95 exercises, however,

authorized party during the text in 3.346
As part of its inspection plan, | nuclear or radiological (now 3.333) is
the regulatory body should emergencies confined to the during an actual
inspect the on-site emergency | site of the facility or where the emergency.
arrangements, including activity is taking place. The
observing emergency role of the regulatory body
exercises, to ensure that they should observe the actions the
are effective and are in authorized party takes.”
compliance with the regulatory
body requirements. It is
required that the regulatory
body evaluate some of the
emergency exercises, (GSR
Part 7, paragraph 6.30 [11]).
To do so, the regulatory body
should take part in preparation,
conducting and evaluating. ..
TIAEA CC- 13 3.320 As part of its inspection plan,
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

IEC

(V5), was | the regulatory body should
3.333 inspect and evaluate the on-site
(V3) emergency arrangements
against pre-determined criteria
and checklists. Fo-do-so In
addition, theregtlatory-bedy-
et I i i] paring
some-of the-exereiseplans-
emergeney-exereises— it 1s
required that the regulatory
body evaluates some of the
emergency exercises carried
out by the authorized party,
(GSR Part 7, paragraph 6.30
[11]), to-ensure-thatthey-are-
with-the regtlatory-body-
requirements. To do so, the
regulatory body and should
develop necessary evaluation
guidelines and checklists.

ENISS

A96

3.334 Fheregulatory body-should- Fully included in GRS Part 7 Y
ensture-that the-authorized- Para 4.13/4.14 and

party-demeonstratesthe- 6.21. —no need to restate here.
cFoeti » .

Cross referencing
GSR Part 7 is
insufficient on its
own as there is a

251




RESOLUTION OF

MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)

&

JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES

RESOLUTION

Member State

Comment
No.

Para/Line
No.

Proposed new text

Reason

Accepted

Accepted, but
modified as

follows

Rejected

Reason for
modification/rejection

3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

need to place
emphasis on the
regulatory body’s
role and
responsibilities.
Therefore the text is
being retained.

ENISS

A97

3.336.

Links provided just 13 paras
before in 3.323 — delete
repetition here.

Accepted in part
and all specific

references
removed.

To avoid repetition.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

emergeney-are-elearhy
Fiod nndassi Lo

IAEA CC-
IEC

14

3,323
(V5), was
3.336
(V3)

As noted above, in paras 3.310
and 3.312, the various........

ISRAEL

58

3.337

"3.337. The regulatory body is
part of the coordinating
mechanism that is required to
be established by the
Government in accordance
with GSR Part 7, paragraph
410 [11]...."

In accordance with GSR
Part 7, paragraph 4.10 [11]
the regulatory body is
supposed to be part of the
coordinating mechanism that
is required to be established
by the Government. "

Consistency

To maintain
consistency with
GSR Part 7

ENISS

A98

3.337.

The regulatory body is part of
the coordinating mechanism
that is required to be
established by the Government

Req. 22 of GSR Part 7 would
be the better link and more
could be deleted by that.

Accepted
comment on
reference to
Requirement 2,

Deleted text
provides useful
information for the
regulatory body.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

in accordance with GSR Part However, not
7, paragraph 4.10 and deleted proposed
requirement 22 [11]. Fhe- text.

Linat hani

berders—In its capacity, the
regulatory body should ensure
that the authorized party
provides the information
necessary for establishing and
maintaining adequate and
coordinated off-site emergency
arrangements at all levels, as

appropriate.
IAEA CC- 15 3.325 It is usual,4n-mestMember-
IEC (VS5), was | States, that the regulatory body
3.338 will be either a source of
(V3) advice during the preparation

of the national radiation
emergency response plan or a
lead organization for its
preparation.

254




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)
&
JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION

Member State

Comment
No.

Para/Line Reason

No.

Proposed new text Accepted Accepted, but
modified as

follows

Rejected

Reason for
modification/rejection

3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

ENISS

A99

3.342.

Theregulatory-body;-withinits- | No added guidance to 3.337 Y

This paragraph is
about the internal
arrangements within
the RB: para 3.337
(now 3.324) is about
external
arrangements.

ENISS

A100

3.345. superfluous Y

and-off-site below:

Need an
introduction.

SPAIN

12

It is suggested to check Y
underlined text for possible
mistake:

3.346 should be to

observe

The role of the regulatory body
should observe the actions the
authorized party takes.

EC

3.346 The role of the regulatory body
should be to observe the
actions the authorized party

takes.

Language. The 'role' cannot Y
observe.

IAEA CC-
IEC

16

3.333
(V5), was

The prime responsibility for
safety remains with the
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES —- EMERGENCY PREPARDENESS AND RESPONSE (3.323-3.349)
3.346 authorized party during
(V3) nuclear or radiological

emergencies confined to the
site of the facility or where the
activity is taking place. The
role of the regulatory body
should be to observe the
actions the authorized party
takes; however, such a role
should not impede the taking
of necessary pre-planned
emergency response actions
on-site in a timely manner by
the authorized parties (see
para. 4.15 and 5.23 of GSR

Part 7 [11]).

ENISS

Al01

3.348. Fheregulatory body’s- Superfluous, as stated clearly Y

responsibilitiessheuld-have- in GSR Part 7 and repetition of
been-set-out-inthe- para 3.338

3.338 (now 3.325)
is about
preparation and
3.348 (now 3.335)
about doing.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — EMERGENCY PRE

PARDENESS AND RESPONSE (3.323-3.349)

situations-in-some-States;-the-
regtlatery-bedy-may provide
L

IAEA CC-
IEC

17

3.335
(V5), was
3.348
(V3)

The regulatory body’
responsibilities should have
been set out in the
government’s provisions for
dealing with nuclear or
radiological emergencies. It is
required that in preparing a
radiation emergency response

UK

5. ONR

2.24

In preparing an emergency
response plan and in the event
of an emergency, the
regulatory body shall advise
the government and competent
authorities, and shall provide
expert services (e.g. services
for radiation monitoring and
risk assessment for actual and
expected

Thus, there is a requirement on
regulatory bodies buried in
amongst government
requirements. In GSR 1. It
would therefore seem
appropriate to include some
reference to this in the
guidance for completeness. |
therefore do not fully support
the comments

Not able to find para
2.24 in DS473.
However, the role of
the regulatory body
is covered in the
section “Emergency
Preparedness and
Response”. Para
3.325 covers
providing advice to
government and the
provision of
services, as
appropriate.
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3. MAIN REGULATORY FUNCTIONS AND PROCESSES — COMMUNICATION AND CONSULTATION WITH INTERESTED PARTIES
(3.350-3.352)

ENISS A102 3.352. The regulatory body should Superfluous. Y
develop and implement a
communication and
consultation strategy and a
culture of transparency and
openness, and to involve
interested parties in order to
establish and maintain trust in
its independence, competence,
integrity and impartiality.

Fhreughout-this-Safety-Guide;-

GSRPart HRev 2 }-for
example: Recommendations
and guidance covering the
communication and
consultation with interested
parties are covered in [13].
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APPENDIX 1 SUPPLY OF CONSUMER PRODUCTS
GERMANY | 43 App. 1, Note: Y It is covered by
Al.2 With regard to contents, an Al.1(b)
analogous but more
comprehensive list is provided
in Para 3.22 of the Safety
Guide SSG-36 “Radiation
Safety for Consumer
Products” (previous DS458;
currently in SPESS Step 14).
To align SSG-36 with DS473,
the following changes in A1.2 | Bullet (b):
are proposed.: According to Para 3.22 (b) of
SSG-36, the activity of the
Bullet (b): radionuclide(s) to be used in
“The activity and the chemical | the consumer product should
and physical forms of the also be specified.
radionuclide(s) contained in
the product;”
GERMANY | 44 App. 1, Bullet (g): SSG-36 explicitly recommends Y
Al.2 “Safety Pese assessments, a safety assessment; see Paras

including individual doses and,
if appropriate, collective doses
arising from normal use,
possible misuse and accidental
damage and disposal and, if
applicable, servicing and

3.20, 3.22 (i) and 3.30 to 3.35
of SSG-36.
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APPENDIX 1 SUPPLY OF CONSUMER PRODUCTS
repair;”
GERMANY |45 App. 1, Bullet (i): According to Para 3.22 (n) of Partially
Al.2 “Information about any advice | SSG-36, any provisions for

to be provided to customers on
the correct use, installation,
maintenance, servicing, and
repair and-dispesal of the

product;”

Please include a new bullet
after (i):

“The provisions foreseen for
recycling or disposal of the
product at the end of its useful
lifetime;”

recycling or disposal of a
consumer product should be
addressed in a separate bullet
(see our related proposal at the
left). Many States place
restrictions on the available
disposal options for certain
types of consumer product, in
order to minimize the amount
of radionuclides present in the
environment and not under
proper control, to encourage
recycling or in response to
other regulatory controls (see
Paras 4.39 to 4.43 of SSG-36).
If, after the end of its useful
lifetime, a consumer product is
to be collected for disposal, it
may need to be treated as
radioactive waste. In such
circumstances, the Safety
Requirements GSR Part 5 and
SSR-5 will apply. If disused
consumer products are to be

accepted with
modification of
the text in
Al1.2(1)
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APPENDIX 1 SUPPLY OF CONSUMER PRODUCTS

recycled, this should be
considered a practice and
should be regulated
accordingly.

GERMANY | 46 App. 1, Bullet (j): The proposed amendment for Y

Al.2 “An analysis to demonstrate clarification purposes is

that the product is inherently
safe (i.e. it will not give rise to

significant doses to individuals

in the event of foreseeable

accidents);”

consistent with Para 3.22 (1) of
SSG-36.
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APPENDIX 2 AUTHORIZATION CONDITIONS RELEVANT TO CERTAIN STAGES OF THE AUTHORIZATION PROCESS FOR
COMPLEX FACILITIES AND ACTIVITIES
SPAIN 13 A2.5 Penultimate sentence: Application of graded Y Does not require the
approach. graded approach to
“- Only changes given prior be explicitly
approval by the regulatory mentioned as this is
body should be made to the covered in Chapter
approved arrangements, 2.
schedules, procedures and
rules;”
Should be reworded: only
changes important to safety are
to be approved by regulatory
body
ENISS Al103 A2.6. Decommissioning. Ia- Compliance should always be Y This is an important
authorizing the-activity-of in the focus of the reg. body — aspect of the
decommisstoning-ofafaelity;- | no need to state this here. authorization. Minor
theregulatory-bedy-sheuld- Furthermore shutting down modification in the
takepartiewlareare-in- work or revoking the license text in A2.6
speeifying requirementsto- must be effective, otherwise
ensture-complianee;sineethe- | there would be a problem in
sanection-of shutting downthe- | the legal system. We suggest
faetlity-or revekine the- to delete this part.
i i . The
regulatory body should
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APPENDIX 2 AU

THORIZA

TION CONDITIONS RELEVANT TO CERTAIN STAGES OF THE AUTHORIZATION PROCESS FOR
COMPLEX FACILITIES AND ACTIVITIES

examine a final radiological
survey conducted by the
authorized party. The
radiological survey should be
conducted after the completion
of decommissioning activities
to ensure that regulatory
requirements are met prior to
terminating the authorization
and releasing the site.

GERMANY

47

App. 2,
A2.7

“Closure. Following the
closure of a waste disposal
facility, continuing
institutional control, including
environmental monitoring,
may be necessary. ...”

Ensuring consistency with the
terminology used in the Safety
Requirements SSR-5 and all
associated Safety Guides
(GSG-1, SSG-14, SSG-23,
SSG-29 and SSG-31).

SPAIN

14

Closure. Following the closure
of a waste-dispesal facility,
continuing control, including
environmental monitoring,
may be necessary. Depending
on national legislation,
requirements may be specified
in a post-closure authorization
held by the authorized party or
responsibilities may be taken

Sentence applies to any
complex facility

Closure is specific
for waste disposal.
See IAEA Safety
Glossary.

264




RESOLUTION OF
MEMBER STATES COMMENTS on DS473 Version 3 (STEP 8)
&
JAEA COORDINATION COMMITTEE COMMENTS on DS473 Version 5 (STEP 10)

COMMENTS BY MEMBER STATES RESOLUTION
Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows

APPENDIX 2 AUTHORIZATION CONDITIONS RELEVANT TO CERTAIN STAGES OF THE AUTHORIZATION PROCESS FOR
COMPLEX FACILITIES AND ACTIVITIES

by a relevant national authority
prior to agreeing to closure of
the facility.
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APPENDIX 3 TOPICS TO BE COVERED BY REVIEW AND ASS

ESSMENT

ENISS

Al04

Appendix
3

We suggest deletion of
Appendix 3, as all topics are
mentioned in other [AEA
safety series documents and
the lists are not exhaustive
anyway. We do not see any
added value in this guide,
compared to the information
stated in other TAEA
documents, like SSR2/1, SSR
2/2, guides on Site evaluation,
safety analysis, management
systems and so on.

The safety guide
should be self-
explanatory and
complete.

GERMANY

48

App. 3,
A3.3

“Throughout the lifetime of
any facility or activity, the
authorized party will have to
propose and implement
arrangements for waste
management. The regulatory
body should review and assess
proposals for on-site
processing (i.e. pretreatment,
treatment and conditioning)
and storage of radioactive
waste to ensure that the
characteristics of the processed

According to the IAEA Safety
Glossary (2007 Edition), the
term ‘processing’ is more
comprehensive and includes
‘pretreatment’, ‘treatment’ and
‘conditioning’ of radioactive
waste.
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APPENDIX 3 TOPICS TO BE COVERED BY REVIEW AND ASSESSMENT
waste and the waste packages
are compatible with the
national strategy for
radioactive waste
management, ...”
JAPAN 28 A.3.3/3 proposals for on-site treatment, | Making the description ....proposals for
(p-101) conditioning and storage of consistent with GSR part5. on-site
radioactive waste in the safety | (See A.4.29.) processing (i.e.
case to ensure that. .. pre-treatment,
treatment and
conditioning)
and storage of
radioactive
waste in the
safety case to
ensure that...
JAPAN 29 A.3.3/3"" | Can be retrieved for further Clarification. Y
hyphen steps in predispesal radioactive
(p.101) waste management. ..
GERMANY | 49 App. 3, Bullet (e): Please introduce abbreviations Y
A3.5 “Postulated initiating events before using them for the first
(PIEs) for the safety analyses: | time in the document.
GERMANY [ 50 App. 3, Bullet (2): Completion. Y
A3.8 “A demonstration of the

adequacy of resources in terms
of sufficient and appropriately
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APPENDIX 3 TOPICS TO BE COVERED BY REVIEW AND ASSESSMENT
trained and experienced staff,
ensuring in-house expertise;”
SPAIN 15 A3.8(7) | Amyprepesals Provisions for Y
the use of contractors.
GERMANY | 51 A3.10 Bullet (m): Completion. “Sufficient and
“Sufficient Qqualified staff qualified  staff
available and on duty at all available and on
times;” duty at all
times;”
EC 5 A3.10, (q) The authorized party is (qQ) Programmes

required to demonstrate a long
list of procedures and activities
but in relation to feedback of
operational experience this is
limited to failures in human
performance. Why?

for the feedback
of  operational
experience;
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APPENDIX 4 INSPECTION AREAS FOR NUCLEAR FACILITIES
ENISS A105 Appendix Appendix 4 contains a lot of Y The safety guide
4 information already stated in should be self-
the guide — we suggest explanatory and
deletion of these parts, only complete.
stating areas not paraphrased
in other parts of the guide.
Also we questions the added
value of this appendix, as other
more comprehensive
documents exist in the IAEA
Safety Series (see also
comments to App. 3) . E.g.
A4.38, which is stated in the
guide as well as in GSR Part 7.
GERMANY | 52 App. 4, 2" sentence: According to the IAEA Safety Y
A4.24 “The area of radioactive waste | Glossary (2007 Edition), the
management should cover term ‘processing’ is more
processing (1.e. pretreatment, comprehensive and includes
treatment and conditioning), ‘pretreatment’, ‘treatment’ and
storage and transport of waste, | ‘conditioning’ of radioactive
the release of effluents and the | waste.
environmental monitoring
programme [15].”
USA 27 p- 114 Add a period after “public editorial Y
A4.24, [14]”
line 2
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APPENDIX 4 INSPECTION AREAS FOR NUCLEAR FACILITIES

JAPAN 30 A.4.29/1 | Radioactive wWaste Making the description Y

management. consistent with the title of this

subsection.
GERMANY | 53 App. 4, “Whenever unpackaged waste | Although defined in the IAEA Y
A4.30 is stored or waste packages are | Safety Glossary, the term

stored or have been placed in a | ‘repository’ is meanwhile

waste disposal facility considered as outdated and

repesitery pending a decision | should be replaced by

on closure of the facility, ‘disposal facility’. The Safety

degradation of the waste with | Requirements SSR-5 and all

time may occur. The storage associated Safety Guides

conditions for the waste and (GSG-1, SSG-14, SSG-23,

the waste packages should be | SSG-29 and SSG-31) solely

inspected at appropriate refer to disposal facilities.

intervals to provide confidence

that the waste remains suitable | The unpackaged waste needs

for treatment/conditioning or to remain suitable for further

that the waste packages will be | treatment and/or conditioning

suitable for retrieval, transport | prior to disposal, depending on

and further steps in radioactive | the preceding steps that have

waste management, as already been performed in

necessary.” predisposal management of

this waste.
JAPAN 31 A.4.44/1* | conformance with the overall Clarification. Y
bullet radioactive waste inventory
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REFERENCES

USA 28 p- 120, EUROPEAN ATOMIC Recognize all of the sponsors, Y
reference | ENERGY COMMUNITY, and consistency with other
[1] FOOD AND AGRICULTURE | safety guides.
ORGANIZATION OF THE
UNITED NATIONS,
INTERNATIONAL ATOMIC
ENERGY AGENCY,
INTERNATIONAL LABOUR
ORGANIZATION,
INTERNATIONAL
MARITIME
ORGANIZATION, OECD
NUCLEAR ENERGY
AGENCY, PAN AMERICAN
HEALTH ORGANIZATION,
UNITED NATIONS
ENVIRONMENT
PROGRAMME, WORLD
HEALTH ORGANIZATION,
Fundamental Safety Principles,
IAEA Safety Standards Series
No. SF-1, IAEA, Vienna
(2006).

USA 29 p- 120, | EUROPEAN COMMISSION, Y
reference | FOOD AND AGRICULTURE
[3] ORGANIZATION OF THE
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REFERENCES

UNITED NATIONS,
INTERNATIONAL ATOMIC
ENERGY AGENCY,
INTERNATIONAL LABOUR
ORGANIZATION, OECD
NUCLEAR ENERGY
AGENCY, PAN AMERICAN
HEALTH ORGANIZATION,
UNITED NATIONS
ENVIRONMENT
PROGRAMME, WORLD
HEALTH ORGANIZATION,
Radiation Protection and
Safety of Radiation Sources:
International Basic Safety
Standards, IAEA Safety
Standards Series No. GSR Part
3, IAEA, Vienna (2014).

GERMANY | 54 Ref. [8] “INTERNATIONAL Citation of the full title of Y
ATOMIC ENERGY SSG-25.
AGENCY, Periodic Safety
Review for Nuclear Power
Plants, SSG-25 (2013).”

IAEA CC- 18 Ref. [11] | FOOD AND AGRICULTURE
IEC in (V5), ORGANIZATION OF THE
was also UNITED NATIONS,

Ref. [11] | INTERNATIONAL ATOMIC
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COMMENTS BY MEMBER STATES RESOLUTION

Member State | Comment | Para/Line Proposed new text Reason Accepted Accepted, but Rejected Reason for
No. No. modified as modification/rejection
follows

REFERENCES

in (V3). ENERGY AGENCY,
INTERNATIONAL CIVIL
AVIATION
ORGANIZATION,
INTERNATIONAL LABOUR
ORGANIZATION,
INTERNATIONAL
MARITIME
ORGANIZATION,
INTERPOL, OECD
NUCLEAR ENERGY
AGENCY, PAN AMERICAN
HEALTH ORGANIZATION,
PREPARATORY
COMMISSION FOR THE
COMPREHENSIVE
NUCLEAR-TEST-BAN
TREATY ORGANIZATION,
UNITED NATIONS
ENVIRONMENT
PROGRAMME, UNITED
NATIONS OFFICE FOR THE
CO—ORDINATION OF
HUMANITARIAN AFFAIRS,
WORLD HEALTH
ORGANIZATION, WORLD
METEOROLOGICAL
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&
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COMMENTS BY MEMBER STATES

RESOLUTION

Member State

Comment
No.

Para/Line
No.

Proposed new text

Reason

Accepted

Accepted, but
modified as
follows

Rejected

Reason for
modification/rejection

REFERENCES

ORGANIZATION,
Preparedness and Response for
a Nuclear or Radiological
Emergency, IAEA Safety
Standards Series No. GSR Part
7. IAEA, Vienna

(2015). INTERNATIONAL-
ATOMIC ENERGY-
AGENCY Preparednessand-
Respensefor-aNuelearor
Radiolosical B _Gst
Part 7-2015)

GERMANY

55

Ref. [30]

“INTERNATIONAL
ATOMIC ENERGY
AGENCY, Modification to
Nuclear Power Plants, NS-G-
2.3 (2001) ewill-bereplaced by
DS485).”

Misleading revision notice.
DS485 will supersede and
replace NS-G-2.12 “Ageing
Management for Nuclear
Power Plants”.
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