October 30, 2010

MEMORANDUM TO: Stephen D. Dingbaum
Assistant Inspector General for Audits

FROM: Martin J. Virgilio /IRA/
Deputy Executive Director for Reactor
and Preparedness Programs
Office of the Executive Director for Operations

SUBJECT: STAFF RESPONSE TO THE OFFICE OF THE INSPECTOR
GENERAL’S AUDIT OF THE NUCLEAR REGULATORY
COMMISSION’S VENDOR INSPECTION PROGRAM (OIG-10-A-20)

The staff has received the Office of the Inspectors General's (OIG’s) report for Audit
OIG-10-A-20, entitled “Audit of NRC’s Vendor Inspection Program,” dated September 28, 2010.
This memorandum provides the staff’'s responses to the 10 OIG recommendations, including the
staff’s planned actions and target dates for completion. The staff selected target dates for
completion so as to not impact current oversight and outreach activities, recognizing that the
planned actions are primarily enhancements to the vendor inspection program.

Recommendation 1:

Develop an NRO Vendor Inspection Program planning document that:
a. Articulates a clear purpose for the Vendor Inspection Program; and

b. Establishes metrics to evaluate the success of the Vendor Inspection Program.

Response:

The staff agrees with the essence of the recommendation, namely that NRO articulate a clear
purpose and establish metrics.

Inspection Manual Chapter (IMC) 2507 “Construction Inspection Program: Vendor Inspections,”
dated April 27, 2010, describes the purpose and objectives for the vendor inspection program.

It establishes the vendor inspection program for vendors providing safety-related materials,
equipment, and services in support of new reactor construction and provides the requirements
and guidance to the U.S. Nuclear Regulatory Commission (NRC) inspectors for conducting
inspections at vendor facilities. IMC 2507 lists eight objectives, which provide the purpose of
the program and can be used to evaluate its success.
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The vendor inspection program could benefit from updating IMC 2507 to more clearly articulate
the program’s purpose. Based on the updated objectives, the Office of New Reactors (NRO)
will enhance the office-level metrics in its operating plan to evaluate the program’s success.

Planned actions: NRO will update IMC 2507. The current IMC already provides basic guidance
in this area and is suitable for use while the staff is drafting an update.

Target date for completion: October 28, 2011.
The Fiscal Year 2012 Operating Plan will incorporate enhanced metrics.
Target date for completion: Submittal of Fiscal Year 2012 Operating Plan (estimated November

2011).

Recommendation 2:

Develop and document a methodology to identify vendors that supply safety-related parts and
services to the nuclear industry with Appendix B quality assurance programs.

Response:

The staff agrees with the recommendation.

The staff will document and implement a methodology to identify vendors that supply
safety-related parts and services to the nuclear industry, providing the staff with an additional
tool for selecting vendors for routine inspections and for communication and outreach activities.

Planned actions: NRO will coordinate with the Office of Nuclear Reactor Regulation (NRR) and
regional offices to develop a methodology to identify vendors that supply safety-related parts
and services to the nuclear industry. This methodology may include issuing generic
communications to NRC licensees to request copies of licensee approved suppliers lists. The
staff can later consider the need to expand or update the database of safety-related vendors as
appropriate.

Target date for completion: October 28, 2011.

Recommendation 3:

Develop and document a risk-informed methodology to select vendors for inspection.

Response:

The staff agrees with the recommendation to enhance the selection of vendors. The staff
currently uses the criteria in IMC 2507 as a basis for selecting safety significant vendors for
inspection. NRO has targeted a wide array of vendors currently performing activities related to
new reactor construction using this process.
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Planned actions: NRO will coordinate with NRR to revise its IMCs to enhance existing guidance
on the selection of vendors for routine inspections as appropriate. The staff will include
consideration of the risk significance of vendor activities as an element in the guidance.

Target date for completion: October 28, 2011.

Recommendation 4:

Develop and use a vendor outreach/communications plan.

Response:

The staff agrees with the recommendation.

As noted in the OIG report and in SECY-07-0105, “Enhancement to the Vendor Inspection
Program within the Office of New Reactors,” dated June 27, 2007, the staff has increased its
presence at conferences related to new reactor activities and has held two workshops on
vendor oversight for new reactor construction. NRO considers the workshops conducted to
date to be very successful events and excellent examples of NRC outreach. The workshops
were widely attended, and each one generated significant dialogue with the vendor community
about regulatory issues. The staff answered more than 300 questions from workshop
participants and posted formal responses on the NRC Web site. Feedback to the staff in the
form of meeting comment forms has been positive, and stakeholders are requesting additional
workshops. While the staff continues to believe that it is implementing a robust and effective
program of outreach and communications, preparation of a formal plan may provide an
opportunity for more strategic focus and coordination.

Planned actions: NRO will coordinate with NRR to develop a vendor outreach/communications
plan to enhance communications with current and prospective vendors and other stakeholders.
This plan can incorporate the methodology prepared under Recommendation 2 to identify
vendors and expand outreach efforts. This document will model NRO’s current outreach
successes, identify new opportunities as applicable, and map out a strategy going forward.

Target date for completion: April 29, 2011.

Recommendation 5:

Align NRC guidance and regulations to clarify acceptance methods for commercial-grade
dedication.

Response:
The staff agrees with the recommendation.
Since 2007, the staff has recognized the need for clarified regulations and guidance regarding

requirements under Title 10 of the Code of Federal Regulations (10 CFR) Part 21, “Reporting of
Defects and Noncompliance,” which include commercial-grade dedication. The staff has issued
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information notices and initiated vendor outreach efforts such as the NRC vendor workshops.
However, rulemaking would provide a more holistic and effective solution. NRO staff began
preliminary rulemaking activities as noted in an internal memorandum “User Need
Memorandum Requesting Rulemaking to Revise 10 CFR Part 21 and 10 CFR 50.55(¢e)” dated
December 10, 2009 (Agencywide Documents Access and Management System Accession

No. ML093090033). While revising 10 CFR Part 21 as part of the potential rulemaking, the staff
will consider the NRC’s other regulations (e.g., 10 CFR Parts 50, 70, 71, 72) when addressing
basic components and commercial-grade item dedication. When preparing the various
regulatory guidance documents, the staff will consider existing industry guidance and the
appropriateness of its use.

Planned actions: NRO will coordinate with NRR and the Office of Nuclear Material Safety and
Safeguards (NMSS) to author a Commission paper recommending options to clarify the
requirements of 10 CFR Part 21. The paper will address the need and priority for rulemaking,
guidance (i.e., regulatory guide), and outreach efforts.

Target date for completion: September 30, 2011. This action may be adjusted to add insights

from OIG’s ongoing audit of NRR’s implementation of 10 CFR Part 21 as appropriate. In the
interim, the staff will consider the need for agency guidance as appropriate.

Recommendation 6:

Issue regulatory guidance to clarify sampling expectations for commercial-grade dedication.

Response:

The staff agrees with the recommendation.

As noted above for Recommendation 5, the staff recognizes the need for appropriate guidance
for sampling for commercial-grade dedication.

Planned actions: As noted above, NRO will coordinate with NRR and NMSS to author a
Commission paper recommending options to clarify the requirements of 10 CFR Part 21. The
paper will address the need and priority for rulemaking, guidance (i.e., regulatory guide), and
outreach efforts.

Target date for completion: September 30, 2011. This action may be adjusted to add insights

from OIG’s ongoing audit of NRR’s implementation of 10 CFR Part 21 as appropriate. In the
interim, the staff will consider the need for agency guidance as appropriate.

Recommendation 7:

Issue regulatory guidance describing a process that NRC considers acceptable for compliance
with Part 21.
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Response:

The staff agrees with the recommendation.

As noted above for Recommendations 5 and 6, the staff recognizes that 10 CFR Part 21
rulemaking and clear regulatory guidance are necessary.

Planned actions: As noted above, NRO will coordinate with NRR and NMSS to author a
Commission paper recommending options to clarify the requirements of 10 CFR Part 21. The
paper will address the need and priority for rulemaking, guidance (i.e., regulatory guide), and
outreach efforts.

Target date for completion: September 30, 2011. This action may be adjusted to add insights

from OIG’s ongoing audit of NRR’s implementation of 10 CFR Part 21 as appropriate. In the
interim, the staff will consider the need for agency guidance as appropriate.

Recommendation 8:

Clearly indicate via the NRC public Web site how and when Part 21 has changed.

Response:

The staff agrees with the recommendation.

The NRC Web site includes the regulations in 10 CFR. The bottom of each regulation, including
10 CFR Part 21, lists the relevant Federal Register notices through which the NRC published
changes to the regulation. NRO currently maintains a Web site with its inspection reports,

generic communications, presentations given, and other vendor-related information.

Planned actions: NRO will provide a link on its Web site directly to 10 CFR Part 21 and a
statement showing the last date of update.

Target date for completion: February 28, 2011.

Recommendation 9:

Develop guidance that clarifies the requirements for vendors on how to approve accredited
commercial-grade calibration laboratories for safety-related applications.

Response:
The staff agrees with the recommendation.

As noted above for Recommendations 5, 6, and 7, the staff recognizes that 10 CFR Part 21
rulemaking and clear regulatory guidance are necessary.
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Planned actions: As noted above, NRO will coordinate with NRR and NMSS to author a
Commission paper recommending options to clarify the requirements of 10 CFR Part 21. The
paper will address the need and priority for rulemaking, guidance (i.e., regulatory guide), and
outreach efforts.

Target date for completion: September 30, 2011. This action may be adjusted to add insights

from OIG’s ongoing audit of NRR’s implementation of 10 CFR Part 21 as appropriate. In the
interim, the staff will consider the need for agency guidance as appropriate.

Recommendation 10:

Develop and implement a formal agencywide strategy and plan in order to monitor and evaluate
CSFI.

Response:

The staff agrees with the recommendation.

Planned actions: NRO will coordinate with the Office of Investigations, Office of Nuclear
Security and Incident Response, NRR, NMSS, and regional offices to develop a formal
agencywide strategy to monitor and evaluate Counterfeit, Suspect, and Fraudulent ltems
(CSFI).

Target date for completion: October 28, 2011.

cc: Chairman Jaczko
Commissioner Svinicki
Commissioner Apostolakis
Commissioner Magwood
Commissioner Ostendorff
SECY
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Planned actions: As noted above, NRO will coordinate with NRR and NMSS to author a
Commission paper recommending options to clarify the requirements of 10 CFR Part 21. The
paper will address the need and priority for rulemaking, guidance (i.e., regulatory guide), and
outreach efforts.

Target date for completion: September 30, 2011. This action may be adjusted to add insights

from OIG’s ongoing audit of NRR’s implementation of 10 CFR Part 21 as appropriate. In the
interim, the staff will consider the need for agency guidance as appropriate.

Recommendation 10:

Develop and implement a formal agencywide strategy and plan in order to monitor and evaluate
CSFI.

Response:

The staff agrees with the recommendation.

Planned actions: NRO will coordinate with the Office of Investigations, Office of Nuclear
Security and Incident Response, NRR, NMSS, and regional offices to develop a formal
agencywide strategy to monitor and evaluate Counterfeit, Suspect, and Fraudulent Items
(CSFI).

Target date for completion: October 28, 2011.

Chairman Jaczko
Commissioner Svinicki
Commissioner Apostolakis
Commissioner Magwood
Commissioner Ostendorff
SECY
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