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1. Background

The MDEP is a unique 10-nation initiative being eridken by regulators from Canada, China, Finland,
France, Japan, Republic of Korea, the Russian Bgdey South Africa, the United Kingdom, and the
United States with the purposes of cooperatingadety design reviews of new reactors and indemigyi
opportunities to harmonize and converge on safetysing review practices and requirements.

The Vendor Inspection Cooperation Working GroupGWG) is one of the issue-specific working
groups that the MDEP members are undertaking with long term goal of the VICWG being to
maximize the use of the results obtained from ottegulator’s efforts in inspecting vendors. To
accomplish this goal, it is vital that the regutatdearn about each other’'s procedures, proceasés,
regulations. To facilitate the learning process WCWG is coordinating vendor inspections amorgy th
involved regulatory authorities with the purposeeahancing the understanding of each other’s vendor
inspection procedures. This programme is admirgidtby the NEA. Involvement in specific inspections
provides a number of opportunities for member statgilators to witness other regulators’ inspection
methods, gain useful information on the qualitytsys and manufacturing arrangements of specific
vendors and where appropriate, actively participatbe inspection.

Throughout this document, for brevity, member statational nuclear safety regulators are refetoeals
regulators.

2. Purpose and Scope

The purpose of this protocol is to provide guidatecesgulators that wish to carry out vendor insjpes
or participate in or witness other regulators’ vendnhspections. It also provides guidance for the
sponsoring regulator with regard to its interactianith inspecting, withessing or participating rizgors.

3. Poalicy

These arrangements provide regulators with guidasrtehow to witness or participate in vendor
inspections that have been arranged by the spogs@julator.

4. Définitions

The following definitions apply to these arrangetserand are intended to provide clarity of
understanding.

4.1. Host regulator- the regulatory body located in¢bantry in which the inspection is taking place
regardless of whether or not it is actually conthgcthe inspection.

4.2. Joint inspection — an activity in which one regafatonducts an inspection according to its own
regulatory framework with the participation of omemore other regulators’ inspectors.

4.3. Parallel Inspections — inspections that are carigidat the same time on the same vendor by
two or more regulators in accordance with their agmgpection framework and procedures.
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4.4. Participate — to act as an inspection team membdiné with the inspection procedures, or

4.5,

4.6.

4.7.

4.8.

agreed alternatives, of the sponsoring nuclearasgu

Sponsoring regulator — the regulatory body thabgeises the need for the inspection and
formalises this as part of its inspection programme

Training — the aspect of familiarisation with andderstanding of the specific aspects of the
sponsoring regulators’ standards, requirements aydtems of working to enable effective
witnessing or joint participation in the inspection

Witness — to observe how the inspection is condiid¢tetake notes, to attend opening, interim
and closing meetings but not to take part in, cedly influence the outcome of the inspection.

Witnessed inspection — an activity in which a ragpid conducts an inspection according to its
own regulatory framework and one or more regulatdtsesses it.

5. Procedure

5.1.

5.2.

5.3.

5.4.

5.5.

The sponsoring regulator will ascertain from theCWG integrated inspection schedule the
level of interest in witnessing or participating & specific planned inspection. If there is
significant interest the sponsoring regulator widicide, based on need, who will attend and,
where necessary, in what capacity. The effectisenef the inspection should not be
compromised by the desire or attempt to involvetladl regulatory organisations that have
registered an interest.

Organisations invited to witness should be guidggéragraphs 5.8 to 5.12 of this procedure,
whilst those patrticipating in joint inspections ghibbe guided by paragraphs 5.13 to 5.20. The
sponsoring regulator should inform those selecteavitness or participate of the confirmed
dates, location and schedule of the inspectiontiegenith the name and contact details of the
inspection team leader. Due to the timescalesrahging travel and accommodation (especially
international) the sponsoring regulator shouldrimfohe interested parties as early as possible of
their involvement so that arrangements can be matimless otherwise agreed with the
sponsoring regulator, interested parties should emtdeir own travel and accommodation
arrangements.

All due consideration should be given to the nefeitiforming the host regulator (even if a non-
MDEP regulator) of the planned inspection, consisteith the sponsoring regulator’s

established framework. There may be instanceshichwit may not be possible to inform the
host regulatory body in a timely manner but thenspoing regulator should keep in mind that
informing the host regulatory body may facilitatenduct of the inspection.

Prior to any firm arrangements being made the spams regulator will inform the vendor of
the proposed involvement of the interested padie$ where necessary obtain permission for
their presence. Where agreement is not givengbesering regulator will inform the interested
party(ies) and, where provided by the vendor, ijplain the reason for the decision.

The sponsoring regulator will determine in its natrmonsultations with the vendor the language
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in which the inspection will be conducted. In gextdt is expected that the language will be

either the language spoken by the sponsoring regwdad/or the language spoken by the vendor
being inspected. In any case, the sponsoringatguin accordance with its normal procedures,
will determine the translation resources that gdeeto conduct its inspection. The sponsoring
regulator will inform other invited regulatory bedi of the arrangements that it has made with
regard to the language of the inspection and aayslation services. Any other regulatory

bodies that need additional translation sourcesldhdiscuss this with the sponsoring regulator
and should NOT pose any unnecessary burden oretidov.

5.6. Care should be taken not to release any sensttigeoprietary information.

5.7. The participating countries may use the informati@mined during the inspection to increase
their knowledge of the vendor to inform future iaspion activities.

Witnessed I nspections

5.8. For those witnessing the inspection, they showd taeir own notes and, as appropriate, attend
opening, interim and closing meetings and, recaiwpy of the final report. They, however,
should not take part in, or directly influence theécome of the inspection. The control, storage
and disposal of notes should be as specified bggbasoring regulator.

5.9. Witnessing inspectors, using discretion, may aslestians of the vendor to aid their
understanding and can discuss issues with theatispgeam at planned meetings. Additional
involvement by witnessing inspectors can be agraethe time of the inspection with the
agreement of all parties.

5.10. In addition to gaining information about the verndoorganisation and procedures the
witnessing inspector should also take note of ensoring regulator’'s inspection processes,
with the intention of comparing/sharing inspectjmactices.

5.11. Following the inspection, witnessing inspectors wdloprepare a record of their
involvement (one per regulatory body) and sendef the sponsoring regulator and the NEA
MDEP library. Information relating to inspectiomopesses is of particular interest. Care must
be taken not to include in the report informatibattmay be commercially sensitive with respect
to the vendor’s organisation.

5.12. An acknowledgement of the presence of the witngssiapectors will be made in the
sponsoring regulator’s inspection report.

Joint I nspections

5.13. The sponsoring regulator will inform the vendortioé participation of other regulators
and explain to the vendor the latter’'s role, inspecscope and the benefits of participation.
Should the vendor object to the involvement of digalar regulator(s) the sponsoring regulator
will inform the interested party(ies) accordingly.

5.14. Regulators participating in inspections should dwll the sponsoring regulator's
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inspection methodology. These arrangements willegsgitate prior discussions and planning
sessions between the sponsoring regulator andttlee participating regulators. The sponsoring
regulator will supply the other participating regudrs with its inspection arrangements
appropriate to the nature and scope of the ingpeati sufficient time to allow those involved to

study the arrangements.

5.15. The inspection programme, duration and scope vélldeveloped by the sponsoring
regulator and shared with the other participantomingly. The sponsoring regulator will
indicate the control, storage and disposal requeremfor these documents.

5.16. Unless otherwise agreed the sponsoring regulailosizection team leader will manage
the team and act as spokesperson for the team.

WMDEP VICWG-01 Technical Repont

5.17. The participating regulators will carry out themspection duties in a manner consistent
with that of the personnel of the sponsoring retgulaAll findings identified by the participating
regulator will be agreed by the sponsoring regulateam leader.

5.18. Participating regulators will prepare a record leéit involvement in the inspection and
forward contributions for the inspection report tfee sponsoring regulator's team leader.
Participating regulators may be asked to commertherdraft report and will receive a copy of
the final inspection report.

5.19. The responsibility for subsequent monitoring of éh@seout of corrective actions placed
on the vendor will rest with the sponsoring regulatThe sponsoring regulator may inform the
participating regulators periodically of its moniteg of the vendor’s progress to close out the
corrective actions.

5.20. Participating inspectors should comply with theigges and guidelines of the sponsoring
regulatory authority with respect to interactiorifwthe inspected vendor.

5.21. Joint inspections may be witnessed by other MDEEWG regulators as this would be a
very good opportunity for some of the regulatorslieerve the conduct of a joint inspection.

Training
5.22. The extent of required training, or familiarisatiohpersons witnessing or participating
in joint inspections, should be considered on aechg case basis following appropriate
discussions between the sponsoring regulator angelsons witnessing or participating jointly.

In all cases, the sponsoring regulator shall mdiee final decision on the level of training
required.

5.23. The specific requirements of this protocol and aimjormation confidentiality
requirements should be included as part of thaitrgigiven.

6. Records

The sponsoring regulator will ensure that the fdrreaords of the inspection are retained in acawcda
with the sponsoring regulator’s requirements.s lemcouraged that the sponsoring regulator proviaes
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inspection report to the MDEP technical secretasiaff for inclusion in the MDEP library. Those

regulators observing or participating will retainhatever records they require as part of their
arrangements. It is anticipated that the followindl be included in the inspection record of the
sponsoring regulator:

1) Inspection scope and programme;
2) Final inspection report;

3) Corrective Actions (proposals, correspondance éicthe case of joint inspections. (NOTE:
Vendor's responses to the sponsoring regulatordega corrective actions may be considered
for inclusion in the NEA MDEP library but, based tme potentially sensitive nature of the
documents, may not be appropriate for inclusiothin library. The sponsoring regulator will
decide which documents should be placed in the NEPXP library.)

Regarding input and feedback from witnessing regda it is recommended that witnessing regulators
document their observations of the witnessed irti8peas a short report, and provide this for indaosn

the MDEP library. This report should have partic®denphasis on the process of inspection as compared
to that of the witnessing inspector's own orgarmosatThis will assist in the identification of any
significant differences in process and approadhefdifferent regulators.



