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The Director’s Cut

In fiscal year 2017, the U.S. Nuclear Regulatory Commission’s (NRC) vendor
inspection program (VIP) conducted routine, reactive, design verification and
qualification testing inspections of 26 vendors that provide components, parts,
structural and mechanical modules, and services to nuclear power plants un-
der construction and to operating nuclear power plants. At these inspections,
the NRC evaluates vendor compliance with Title 10 of the Code of Federal
Regulations (10 CFR) Part 21, “Reporting of Defects and Noncompliance,” and
Appendix B, “Quality Assurance Criteria for Nuclear Power Plants and Fuel
Reprocessing Plants,” to 10 CFR Part 50, “Domestic Licensing of Production
and Utilization Facilities.” Over the past year, the NRC vendor inspection staff
also supported: aircraft impact assessment inspections; joint international in-
spections under the Multinational Design Evaluation Program; Nuclear Pro-
curement Issues Committee observations; Inspections, Test, Analysis, and
Acceptance Criteria inspections of the AP1000 construction activities; quality
assurance implementation inspections; investigations by the NRC’s Office of
Investigation; and Region Il inspections at vendor facilities.

The Vendor Inspection Program continued to meet our safety and program
objectives. We continued to verify the effective implementation of the vendor
Quality Assurance programs, and to verify that design requirements contained
in the licensing documents are correctly implemented into engineering, pro-
curement, fabrication, and testing activities. We checked that licensees are
providing effective oversight of their supply chain, and that the quality of mate-
rials, equipment and services supplied by vendors are consistent with the reg-
ulations. Compliance to these regulatory requirements is an essential part of
the NRC’s mission to protect public health and safety.

The vendor inspection staff will continue to communicate issues of importance
with nuclear supply chain stakeholders. One method for discussing issues of
importance with the stakeholders is through the Vendor Workshop, which is
scheduled for June 14, 2018 in Cleveland, OH. You should know that Vendor
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regulatory obligations with respect to providing ef- Criterion IV

fective oversight of the supply chain. It accom- { 2%
plishes this through a number of activities, includ-
ing: performing vendor inspections that will verify
the effective implementation of the vendor’s quality
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assurance program, establishing a strategy for Criterion IX
vendor identification and selection criteria, and en- 4%
suring vendor inspectors obtain the necessary 10 CFR 50.150

knowledge and skills to perform inspections. In %

addition, the VIP addresses interactions with nu-
clear consensus standards organizations, industry
and external stakeholders, and international con-
stituents.

From October 1, 2016 to September 30, 2017, the
vendor inspection staff completed a total of 37 in-
spections, including 26 vendor inspections, one
Office of Investigation assist, two Region Il assists,

two Aircraft Impact Assessment inspections, three . . -
_ Figure 1. Vendor Inspection Finding

Nuclear Procurement Issues Committee (NUPIC)

Observations, two Quality Assurance Implementa-

tion Inspections, and one Multinational Design Evaluation Program inspection. These inspections assessed vendor
compliance to Appendix B to Title 10 of the Code of Federal Regulations (10 CFR) Part 50, “Quality Assurance Cri-
teria for Nuclear Power Plants and Fuel Reprocessing Plants,” and 10 CFR Part 21, “Reporting of Defects and Non-
compliance.” From these inspections, the NRC identified 47 findings, including Notices of Violations (NOVs) and

Notices of Nonconformance (NONs), and analyzed the findings to identify issues that can be acted upon by ven-
dors, NRC licensees, and the NRC (see Figure 1).

NRC'’s vendor inspectors observed mixed vendor performance in the implementation of their quality assurance pro-
grams. While almost half of the inspections did not result in findings, there was a significant increase in the quantity
of NONs in the area of Criterion VII, “Control of Purchased Material, Equipment, and Services” in Appendix B to 10
CFR Part 50. In these cases, the staff noted a lack of adequate review and verification in the control and oversight
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2016 Vendor Workshop

2018 Vendor Workshop

The Division of Construction Inspection and Opera-
tional Programs (DCIP), Office or New Reactors
(NRO), is planning their 2018 Vendor Workshop
scheduled for June 14, 2018 in Cleveland,
Ohio. Since 2008, the vendor branches have facili-
tated biennial public workshops related to vendor
oversight. These vendor workshops generate an
audience of approximately 550 individuals, com-
prised of industry representatives, licensees, ven-
dors, and members of the public. The past five
vendor workshops have been held in conjunction
with the Nuclear Procurement Issues Committee
(NUPIC) Vendor Conference, in order to generate
the maximum attendance, since both meetings
share the same large target audience. Some of
the proposed topics for the 2018 vendor workshop
include international vendor inspections; reverse
engineering; counterfeit, fraudulent and suspect
items; Appendix B to 10 CFR Part 50 and quality
standards; commercial grade dedication issues;
and additive manufacturing for nuclear facilities.
For more information visit https://www.nrc.gov/

reactors/new-reactors/oversight/quality-assurance/

Inspections

The NRC staff is currently developing a regulatory is-
sue summary (RIS) to inform our stakeholders of re-
cent NRC inspection findings involving: (1) the inade-
quate oversight of suppliers that provide basic compo-
nents to NRC-licensed facilities; and, (2) not ade-
quately imposing the requirements of Appendix B
“Quality Assurance Program Criteria for Nuclear Pow-
er Plants and Fuel Reprocessing Plants,” to Title 10 of
the Code of Federal Regulations (10 CFR) Part 50,
“‘Domestic Licensing of Production and Utilization Fa-
cilities” quality assurance and 10 CFR Part 21,
“‘Reporting of Defects and Noncompliance,” to their
sub-suppliers in the procurement documents. During
recent NRC inspections at domestic and international
vendor facilities that supply basic components to NRC
-licensed facilities, the NRC staff has identified several
examples where vendors failed to provide adequate
oversight and failed to adequately impose the require-
ments of Appendix B to 10 CFR Part 50 and 10 Part
21 to their sub-suppliers. The RIS will also reinforce
the applicable requirements when procuring basic
components from suppliers implementing quality pro-
grams based on the International Organization for
Standardization (ISO) 9001:2008, "Quality Manage-
ment System — Requirements,” ISO 17025:2005,
“General Requirements for the Competence of Test-
ing and Calibration Laboratories,” Subsection NCA-
3800, “Metallic Organization’s Quality System Pro-
gram,” and Article NCA-4000, “Quality Assurance Re-
quirements,” of Subsection NCA, “General Require-
ments for Division 1 and Division 2,” of Section lll,
“‘Rules for Construction of Nuclear Facility Compo-
nents,” of the American Society of Mechanical Engi-
neers Boiler & Pressure Vessel Code.
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NRC’s industry outreach. The vendor COE staff's communication and out-
reach with these organizations enhances the NRC’s commitment to open-
ness, efficiency, and clarity.

For example, the vendor COE staff interfaces with the Nuclear Procurement
Issues Committee (NUPIC) by routinely observing NUPIC audits. The
NUPIC organization, made up of utilities, serves as a cooperative program
for the evaluation of suppliers furnishing safety-related components and
services and commercial-grade items. The vendor COE staff observes ap-

proximately two NUPIC audits per year to help ensure that the NUPIC audit NS PSP ON ISP R 13 (¢
process remains consistent with the regulations in Appendix B, “Quality

Asssurance Criteria for Nuclear Power Plants and Fuel Reprocessing Plants,” to 10 CFR Part 50, “Domestic
Licensing of Production and Utilization Facilities.” In addition, vendor COE staff participates in NUPIC meet-
ings by providing updates on ongoing NRC vendor inspection activities, including NRC initiatives such as reg-
ulatory guide updates associated with quality assurance standards, commercial-grade dedication, and Part 21,
and shares the results of recent NRC NUPIC audit observations.

Additionally, the vendor COE staff interacts with the Electric Power Research institute (EPRI) by attending the
EPRI-Joint Utility Task Group (JUTG) procurement forum, which provides open communication amongst utili-
ties and suppliers to discuss issues related to procurement engineering. The purpose of vendor COE staff's
participation at this forum is to inform industry stakeholders on current regulatory guidance and rulemaking
with potential impacts on procurement processes. Additionally, vendor COE staff identifies and addresses
issues of concern that need clarification regarding regulatory compliance for implementation of procurement
processes.

Furthermore, the vendor COE staff participates in vendor inspections led by foreign regulatory authorities, as a
part of the Multinational Design Evaluation Program (MDEP), to provide additional insights relative to the effec-
tiveness of licensee (both foreign and domestic) oversight of international vendors. Vendor COE staff also
serve on the Vendor Inspection Cooperation Working Group (VICWG), which is an issue-specific working
group established under the MDEP organization.

Vendor COE staff also interface with the Nuclear Energy Institute (NEI) to discuss mutual items of interest (i.e.,
commercial-grade dedication, Part 21 implementation, procurement, software dedication, and vendor over-
sight). These interactions ensure that both the NRC’s and industry’s concerns are addressed during the devel-
opment of vendor and supplier guidance documents. The vendor COE staff has endorsed several NEI docu-
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In order to ensure that vendor related
communications become official NRC
records, they must be entered into the
NRC’s Agencywide Documents Access
and Management System (ADAMS).
Therefore, please continue to address all
vendor related communications and en-
velopes, and mail via the U.S. Postal
Service to:

US Nuclear Regulatory Commission

Document Control Desk (DCD)

Washington, DC 20555-0001
Once the DCD has received your commu-
nication, they will properly profile and add
them to ADAMS so that the lead inspector
or branch chief can prepare an official re-
sponse. No agency response can be pre-
pared prior to ADAMS’ receipt of your let-
ter. Any envelopes or electronic communi-
cations will be considered a courtesy copy
and not an official NRC record.

Independence

Ja? LN

In the summer of 2017, | participat-
ed in a locally funded initiative led
by Work Source Montgomery in col- = :
laboration with Montgomery County
Public Schools and the NRC’s Divi-
sion of Construction Inspection and
Operational Programs; entitled:
“‘Summer R.I.S.E. (Real Interesting
Summer Experience). As an emerg-
ing senior, | was given the oppor-
tunity to learn that vendor inspec-
tions are conducted at vendor e
shops principally to examine wheth- _—
er the vendor has been complying

with Appendix B, “Quality Assurance
Criteria for Nuclear Power Plants and Fuel Reprocessing
Plants,” to 10 CFR Part 50, “Domestic Licensing of Produc-
tion and Utilization Facilities,” as required by procurement
contracts with licensees. Under these regulations, qualified
NRC inspectors review areas such as design control and con-
trol of purchased materials, equipment and services. For ex-
ample, there are acceptance processes they review called
commercial grade dedication. Commercial grade dedication
is performed to provide reasonable assurance that an item or
service will successfully perform its intended safety function.
Over the summer | also had the experienced to work with the
American Society of Mechanical Engi-
neers (ASME) codes, Early Site Permits
reviews; AP1000 construction Inspection
Test, Analysis, and Acceptance Criteria
(ITAAC); and 10 CFR Part 21 Reporting
Defects and Noncompliance. With college
on the horizon; | participated in several
meet and greets with NRC senior staff en-
gineers, health physicists, and materials,
human factors, chemical, mechanical and
electrical engineers. In such a short time |
was exposed to a lot but most importantly;
| learned the important role DCIP contrib-
utes to the NRC’s mission to license and
regulate the Nation's civilian use of radio-
active materials to protect public health

Alaric Fodjo

MDEP AP1000 Working Group
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verse Engineering Techniques In The Procurement Of Safety-Related Components.” In this IN, the NRC dis-
cussed instances where reverse engineering techniques were used to manufacture replacement components,
where the components were supplied without first verifying the supplied components met all safety-related
design requirements, and in some instances, where these components failed in service. Among the concerns
raised in the information notice were examples where licensees and/or vendors had:

. not developed a full understanding of design requirements

- inappropriately assumed that a reverse-engineered component was identical to the original equipment
manufacturer (OEM) component, even though it was not subject to the same design and manufacturing
specifications and processes as the original component

. assessed only the physical attributes of the component without properly evaluating functional design re-
quirements

» not passed on all relevant design requirements to the supplier

- not verified that all safety-related design requirements had been met, either by testing or analysis or a
combination of the two

. not clearly established which organization is responsible for which portion of the reverse engineering pro-
cess.

In response to the concerns identified in IN 2016-09,

reve rse EPRI formed a task group to evaluate and rewrite its

— — existing guidance on reverse engineering which is con-
e n g I n ee rl n g tained in EPRI, TR107372, “Guidelines for Reverse

Engineering at Nuclear Power Plants,” dated July
1998. Over the last year or so the task force has been
meeting and has developed an extensive revision to
but I'm going O ; the existing guidance, focusing specifically on the con-
o find out! (. .2 cerns raised in IN 2016-09. Staff from the NRC’s Qual-
ity and Vendor Inspection Branch have participated on
the task force and have worked with the EPRI mem-
bers to help ensure that the revised guidance fully ad-
dresses the concerns identified. Currently a draft of
the revised guidance has been completed and has
been circulated to select EPRI members for review
with the intent of issuing the revised guidance sometime early in 2018.

I don't knowr,

Would you like to be added to the newsletter distribution? Or suggest topics? We welcome useful and in-
formative feedback on the content of this newsletter. Please contact Nicholas Savwoir, Reactor Operations
Engineer, Quality Assurance Vendor Inspection Branch-1, by telephone at 301-415-0256 or by email at

Nicholas.Savwoir@nrc.gov.
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NQA Outstanding Service Medal and
Dedicated Service Award for ASME

Mr. Richard Mcintyre is a Senior Reactor Opera-
tions Engineer in the Quality Assurance & Vendor
Inspection Branch #2 in the Office of New Reactors
and is responsible for quality assurance and ven-
dor inspection activities related to mechanical sys-
tems and components for the current operating
fleet and new reactor construction.

In 2017, Mr. Mcintyre was awarded the 2017 Nu-
clear Quality Assurance (NQA) Outstanding Ser-
vice Medal and the Dedicated Service Award from
the American Society of Mechanical Engineers
(ASME).

Mr. Mcintyre was awarded the 2017 NQA Out-
standing Service Medal for his extraordinary ser-
vice and technical contributions to the ASME NQA
Standards Committee. As an NRC Representative
to NQA, since 2000, his contribution in the Commit-
tee was crucial in recent revisions to NQA-1. Mr.
Mcintyre worked with NQA-1 leadership to deter-
mine the issues the NRC had with NQA-1, and co-
ordinated resolution of those issues with NRC staff,
which led to a revision to the NRC endorsement of
NQA-1 through Regulatory Guide 1.28, “Quality
Assurance Program Requirements (Design and
Construction),” as well as the Committee’s approv-
al and issuance of NQA-1-2008 and 1a-2009.

Mr. Mcintyre also received the Dedicated Service
Award for his dedicated service of over 20 years to
ASME Conformity Assessment activities. Conform-
ity assessment refers to the system of auditing cer-
tificate holders, authorized nuclear inspection
agencies and their inspectors, and ensuring com-
pliance of these activities to the ASME Code. He
is the only NRC employee to have received this
award for conformity assessment.



