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Via Email (Charfes. Mullinsanre.goy) -

Mr. Charles E. Mullins

Office of the General Counsel

U.S. Nuclear Regulatory Commission
11555 Rockville Pike

Rockville, MD 20852

Re: Swagelok - Nuclear Regulatory Inspection Report No. 99901477/2017-201 (the
“Inspection Report”)

Dear Charles:

Following up on our prior discussions and correspondence about the above-referenced Inspection Report,
- I wanted to pass along materials that we obtained from the NRC’s Internet website that should be helpful
to the NRC for its review of Swagelok’s request to withhold supplier identities from public disclosure.

Specifically, attached are documents available at the following link to an NRC website. These documents
reflect a recent instance in which the NRC considered another vendor’s request that supplier identities be
withheld from public disclosure. In that case, the NRC agreed to the redaction of supplier identities.
hitps:/www.nre.gov/reactors/new-reactorsfoversight/guality-assurance/vendor-insp/insp-reports/20 1 6/

ASCO Valve, Inc. was the subject of several nonconformance findings described in an NRC inspection
report. In responding to the findings in September 2016, ASCO identified several of its suppliers in
addition to other supplier-related information. ASCO considered this information to be confidential and
competitively sensitive, so requested that the supplier identities be withheld from public disclosure.
Examples of redactions that ASCO requested include the following:

These 0-rings were procure from [******%x%] who sourced them, from [**###¥kx¥],
The valve disc was procured commercially from [*##*##sksx]
Manufacturer; [ ¥*#¥x ki)

- Supplied by: [lo#sdkski k]

In connection with its request, ASCO provided the following information to support the redaction of
supplier identities from documents that were to be made public:

«...Disclosure of the information sought to be withheld would cause substantial harm to ASCO's
competitive position as there are other competing companies who market or may seek to market
nuclear-qualified O-rings. Competing firms could seek to use the manufacturers and compounds
which ASCO has expended significant resources to qualify without compensating ASCO,

* hereby putting ASCO at a competitive disadvantage. Specifically, ASCO believes that publicly
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identifying the specific compounds used in ASCO's nuclear-qualified O-rings would allow \
potential competitors to avoid the costs that ASCO has incurred to qualify those compounds.

Similarly, identifying the specific manufacturers that ASCO uses to supply those compounds

would allow potential competitors to determine which of the multiple manufacturers of the O-

ring material have the requisite quality programs to supply nuclear-qualified material, thus

avoiding the costs which ASCO has incurred to make those determinations.”

Affidavit of Michael G. Lenio, Paragraph 5. The following week, after reviewing ASCO’s request, the
NRC agreed to the redactions of supplier 1dent1t1es

“We have reviewed your application and the material in accordance with the requirements of 10
CFR 2.390 and, on the basis of the statements in the affidavit, have determined that the
submitted information sought to be withheld contains proprietary commercial information and
should be withheld from public disclosure.” .

October 4,2016 letter to Michaél G. Lenio (Director of Quality, ASCO Valve, Inc.) from Richard P.
Meclntyre (Acting Chief Quality Assurance, Vendor Inspection Branch-2, Division of Construction
Inspection and Operational Programs Office of New Reactors).

Significantly, the grounds successfully asserted by ASCO in its case are the same as those asserted by
Swagelok in this case. In connection with its original request that supplier identities be withheld from
public disclosure, Swagelok submitted an affidavit by its Vice President-Engineering stating as follows:

“In addition, public disclosure of the Confidential Information is likely to cause substantial harm
to the competitive position of Swagelok due to Swagelok’s investment of time and money, and
the extensive process that Swagelok conducts, to identify, qualify, and develop its suppliers.
Disclosing the Confidential Information would allow competitors to free ride on Swagelok’s
expensive and time-consuming efforts to identify, qualify, and develop its roster of suppliers
without the competitors’ incurring similar time and expense. In addition Swagelok’s suppliers
perform specialized operations, including some that utilize Swagelok trade secrets, and releasing
the names of the suppliers to the public would provide information on how Swagelok products
are processed.”

Affidavit of David Peace at paragraph 7 (copy attached to my letter to you of July 7, 2017). Swagelok’s
grounds for maintaining the confidentiality of supplier identities is further discussed in my letters of and
July 7 and July 25, 2017.

We thought it would be important to raise this recent precedent. Based on this precedent, and for the
reasons stated in our prior submissions, discussions, and correspondence, Swagelok requests that the
NRC pubilish only a redacted version of the Inspection Report that blocks out the names of Swagelok’s
suppliers. For your convenience, I am providing such a redacted version by email as a separate
attachment. Again, please let us know if we can provide any further information, if the NRC would like
to have a further discussion, or if it would be useful for us to have a discussion with the Department of

TJustice team that is reviewing this matter. Thank you.
Very t uly yours, :
V /,m_, e

Philip 1. C ino




Gctober 4, 2018

Michael G. Lenio, Diréttor of Quality
ASCO Valve, Inc.

1561 Columbia Hwy N

Aiken, SC 29801

"SUBJECT: NUCLEAR REGULATORY COMMISSION APPROVAL OF ASCO VALVE, INC.
REQUEST FOR WITHHOLDING INFORMATION FROM PUBLIC DISCLOSURE

Dear Mr. Lenio:

By letter dated September 27, 2016, you.subrnittéd an affidavit dated September 1, 2018,
executed by yourself requesting that the informatien contained in the following. document be
withheld from public disclosire pursuant to Title 10 of the Code of Federai Regufatfons

(10 CFR), Part 2, Section 2.390:

REPLY TQ NOTICE OF NONCONFORMANCE ASCQ VALVE, INC., DOCKET
NQ. 89901054 VENDOR: INSPECTION REPORT 99901054/201 6- 201

The-affidavit stated that'the submltted information should be considered exempt from mandatory
public. disclosure for the following reasons:

() Theinformation saught to be withheld from public disclosure:is owned and has been
held in confidence by ASCO.

(i} The information is of a type customary held in confidence by ASCO and not customarily
disclosed to the plblic. ASCO has a rational basis for determmmg the types of N
information customary held in confidence by it and,.in that.connection, utitizes a system
to determine when and the substance:of that system constitute' ASCO policy and prowde
the rational basis required.

(ili) ‘The information is being transmitted to the Commassnon in ¢onfidence, under the
_provisions of 10 CFR 2.390, it is to be received in confidence by the Commission.

{w) This information is notreadily availablé in publit sources.

(v) ‘Public disclosure of this proprietary information Is likely to cause substantial harm to
ASCO's competitive posifion, because it would enhance the ability of competitors to
provide similar equipment withaut the investment made by ASCO to qualify that
equipment at considerable expense to.ASCO and has’ SIgnmcant value.

We have reviewed your application-and the material in. accordance with the requirements of
10 CFR 2.390-and, on the basis of the statemerits in the affidayit, have.determined that the
submitted information sgught to be withheld contains proprietary commerciat information and
should be withheld from public disclosure.

Therefore, Attéichment 1 frorh the dbove meritioned letter, ML16273A278, pages 2-5, marked as
praprietary, will be witbheld from public disclosure pursuant to 1¢ CFR 2 390(b)(5) and

Section 103(b) of the Atoinic Energy Act of 1964, as amended. The public version of the above
mentioned letter will be available under ML1 6273A277




M. Lenio 2.

Withholding from public inspection.shall not affect the right, if any, of persons properly and
directly concerned to inspect the documents. if the need arises, we may send copies of this
information to our consultants warking in this.area. We will, of course, ensure that the
consultants. have signed the appropriate agreements for handling proprietary information.

If the: basis for withholding this information from. public inspection should change in the future
such that the information could then be.made available for public inspection, you should
promptiy notify the Nuclear Regulatory Commission (NRC). You also should understand that
the NRC may have cause to review this determination:in the future, for example, if the scope of
a Freedom of Information Act request includes your information. In all review situations, if the
‘NRC makes a determination adverse to the above, you will be nofified in advance of any public
disclosure.

1f you have any guestions regarding this matter, |'may be reached at 301-415-3215..

Sincerely,

RA/

Richard P. Mcintyre; Acting Chief
Quality Assurance Vendor Inspection Branch-2
Division of Construction Inspection
and Operational Programs
Office of New Reactors

Docket No:* 89901054




M. Lenio -2-

Withholding from public inspection shall net-affect the right, if any, of persons properly and
directly concerned. to inspett the documents. If the need arises, weé may sehd copies of this
information to-our consultants working in this aréa. We will, of course, ensure that'the
consultants have signed the appropriate agreements for handling proprietary information,

If the basis for withholding this information from public inspection should change i in the future
such-that the information could then be made available for public inspection, you should
promptly notify the Nuclear Regulatory Commission (NRC). You also should understand that
the NRC may.have cause to review this determination in the future, for example, if the scope of
a Freedom of Infarmation Act requeést includes-your information. In all review situations;, if the
NRC makes a determination adverse to the above, you will be notified in advance of any public
disclosure. .

If you have _any'quest'ions.regarding this. matter, | may be reached at 301-415-3215.

Sincerely;

/RA/

Richard P. Mclntyre, Acting Chief
Quality ‘Assurance Vendor Inspection Branch-2
Division of Construction Inspection
and Operational Programs.
Office of New Reactors

Docket No: 99801054
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EMERSON.

Industrial Autermation
ASCO Vvalve, Ing.

1561 Columbiz Highway
Alken, SC 29801 '
UsA

T (803) £41-9300
F (803) 641-9280
www.asconumatics.com

September 27, 2016.

United States Nuclear Regulatory Commission
ATTN: Document Control Desk.
Washington, DC 20555-0001

Subject: REPLY TONOTICE OF NONCONFORMANCE.
ASCO. VALVE, INC., DOCKET NO. 99501054 ’
VENDOR H\T.S.PECTION REPORT 99901054/2016-201

References: 1.) NRC Notice of Nornconformance 99901054/2016-201-01
2.) NRC Vendor Inspection Report No..99901054/2016-201-

ASCO Valve, Inc. (ASCO) provides in the Attachment 1 identified as hereto the written statement or
explanation requested in the Noftice of Nonconformance (Reference 1) dated April 15, 2016. Attachment
1 eontains irformation that. ASCO considers fo be proprietary. Attachment 2 hereto is ASCO’s Reply
‘with the propnetary information redacted. Attacliment 3 hereto is in response. to the letter from M.,
Richard MeIntyre dated July 5, 2016 Attachment 3 replaces the affidavit transmitted by niy letter dated
June 9, 2016, which includes ASCO’s affidavit supporting its requést for proprietary treatment of the-
redacted information. The Nonconformiance was identified during the Nuclear Regulatory i
Comxmssmn s (NRC) inspection of ASCO’s Aiken SC facility- (Reference 2) conducted February 8%-
12th 2016 by Edgardo Torres (Inspection Leader), Lanra Micewski, Raju Patel, and Louis Dymont.

Please contact me at (803) 641-9205 if you hiave questions of néed to discuss this matter firther.
ASCO Sglf-identiﬁed that the letter needed to be corrected to. include the proprietary legend that was
inadverténtly left off the pages of attachment 1.

Sincerely,

M) 3 1oni>

Michael G. Lenio
Director of Quality’
ASCO Valve, Inc.

cc; Chwf Quality Vendor Inspectlon Branch-2
Division of Congtruction Inspection and Operational Programs
Office-of New Reactors, USNRC

ASCB | WD




Attachmeit 3

AFFIDAVIT
Re: Request for Withholding from Public Disclosure-per 10 C.ER. 2.390

STATE OF SOUTH CAROLINA. )

COUNTY: OF AIKEN )

) ss

I, Michael G. Lenio, being duly sworn, hereby say and depose:

1.

1 am Director of Quality, ASCO Valve, Inc. (“ASCO”) and a8 such T have beeri spemf oally
delegated the function of 1eV1swmg company proprietary information sought to be withheld from

public disclosure in connection with the nuclear safety-related qualification of certain-c-rings and

am authorized to apply for its withholding on behalf of ASCO.

The information sought to be withheld is contained iit the. ASCO’s Reply to Nonce of

Nonconformance 99901054/2016-201.

The document contains information considered to be- pxopnetary (Aftachmaent 1). Propiietary
mhateiial in the enclosed doéument is indicated by brackets [ ]'or other similar markings as:
required by 10 C.E.R. 2.390(6)(1){)(B)- A non-proprietary vetsion of the document with
specific proprietary information deleted (Attachment 2) is also bemg provxded as indicated in -
the transmittal letter..

The information considered to-be. proprletaly consists of information (compound numbcrs)
identifying the materials nsed in o-rifgs that are referenced in the cited Notice of
Nonconformance as well as the manufacturers supplying those eompounds to. ASCO.

. [ am rhaking this affidavit in conformance with the provisions: of 10 GF.R. § 2.390 of the

Cornrrission’s regulations and in conjonction with ASCO’s appfication for withholding
accompanying this Affidavit.

1 have pigrsonal knowledge of the criteria and procedures utilized by ASCO in designating
information as @ trade secrét, privileged, or as.confidential commereial or financial information.
Some examples of categories of information which fit into the definition of proprietary
information are:

a)- Information which discloses process, methad, orapparatus; including sup porting data and
analyses, where prevention of its use by ASCO’s competitors without license or contract
from ASCQO ccmstxtutes a competitive economic advantage over other companies in the:
industry.

b) Information, which if used by a compentm would reduce his expenditure. of resources or
Improve his competitive position in. the design, manufacture, shipment, mstallatmn
assurance of quality, or licensing of a similarproduact.

¢)- Information which reveals.cost or price itformation, production capacities, bidget levels,
or commercial strategies of ASCO, ifs customers, its partners; or its suppliers.

17




.d) Information which reveals dspects of past, present, or futiire ASCO customer-funded
development plans or programs, of potential commercial valueto ASCO,

¢) Information which discloses patentable subject matter for which it iay be desirable to
‘obtain patent protection.

f) Infomiation obtained through ASCO actmns which could reveal additional insights into
nuclear safety-related egnipment quahﬁcatlon processes and 1eaulatory proceedings, and
which are not otherwise readtly. obtainable by & compeutm

. Information sought to be withhield is considéred to be proprietary based on the reasons sef forth
in paragraphs 4(a),(b) and (£} above.

. Disclosure of the information sought t¢ be withheld wotuld cause substantial harm to ASCO’s
competitive position as there are other competing companies who merket or may seek fo market
nuclear-qualified o-rings. Competing  firms could seck to use the manufacturers and compounds
which ASCO has expended significant resotrces to qualify without compenséting ASCO,
thereby putting ASCO at a competitive disadvantage. Specificatly, ASCO believes that publicly
identifying the specific compounds used in ASCO’s nuclear-qualified o-rings would allow
potential competitors:to avoid the costs that ASCO has incuired 10 qualify those compounds.
- Similarly, idesitifying thie speific manufacturers that ASCO uses to supply those compounds
-would &llow potential competitors to determine which.of the multiple manufacturers of the o-
‘ring material have the requisite quality programs to sipply nuclear-qualified material, thug
avoiding the costs whlch ASCO has mcumad to make those determinations. A

. Pursiiant to the provisions of paragraph (b)) of Section 2,390 of the Commission’stegulations,
the following is furnished for consideration by the Commtission in determnining whether the
information sought to be withheld from public disclosure should be withheld,
(i)  The information soughf'to be withheld from public disclosure is owned and has beent held

‘ in confidence by ASCO.

@)  The information is of a type. customarily held in tonfidenée.by ASEO and not
customdrily disclosed to the public. ASCO hasa rational basis for determining the types
of information customarily held in confidence by it and, in that copnection, utilizesa.
system to deterrninie when and whether to hold cettsin types of information in confidence.
The apphcauon of that system and the substance of that system constitute ASCO policy
and provide the rational basis required..

(i) The information is being fransmitted to the Comtmssmn in confidence and, under the
provisions 6f 10 C.F.R. §2,390; it is to be received in confidence ty the Commission.

{iv)  This information is notreadily available:in-public sources.

(v) Public disclosure of this proprietary information is likely to citise substant1a1 harm to
ASCO’s competitive position, because it would enhance the ability of competitors to
provide similar equipment without the investment made by ASCO to qualify that
equipment at-considerable expense to ASCO and has significant value.

18




7. The foregeing statemerifs are true and correct to the best:of my knowledge, mformatlon, and
‘belief.

Michael G. Lemo
Dn‘cctm of Quahty
ASCO Valve; Inc.

X Sworn to.:and subscnbed before.me

'im:\\‘?‘-‘{@

=5 Heather B ‘?‘§
NotasyPubﬂoSol?I‘g%;nm CAR \’@‘s?
Mycommmam v6-18:2025 ’ﬂlllmnm\\\\‘\\
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Nonegnformance Iem 2:
Nonconformance Item 2 states the following:

2. ASCO failed to verify the Jollowing identified critical characteristics: markings, inner .

diameter, outer diameter, length, turns, lead length, resistance, and the leads of a coil kit for

- Work Order A339448 (PO 1015038212), Part # G027502-001-K, Coil MXX Nuclear as
required by the commerczal—grade dedication tésting acceptance plan. In addition, 4SCO
failed to verify the material zdentzﬁcatzon -critical characteristic for an Ourmg for Work
Order 797668-15, Part # 022525-007-90, by perforining either a Fourier transform infrared
spectroscopy (FTIR) or burn test, as required by the CGD réceipt inspection acceptance
plan

ASCO’s Response to ftem 2:

The Quality System provides the mspector with three-options to record the result: 1.) Pass, 2.) Skip, and-
3.) Fail. The “Skip” seléctionis cotmonly used to docurhent irispected items that were previously
dedicated. However, this selection does not facilitate an explicit reference to notes regarding the prior
dedication inspection. Iri addmon, when the inspection record is printed, as is the case during audits and
inspections, the reference to the prior dedication is not inctuded in the printed information. During the
NRC inspection, the printed docuinent was reviewed and the hotes regarding prior, dedication were
missed as a result.. ~ _ .

Regarding example one (PO 1015038212, Paxt # G027502-001-K): A notation of prior.dedication.
inspection was included on the inspection record, but was not observed or noted during the NRG
Inspection, The critical characteristics including markings, inner diameter, outer dlameter, length, tuins,
lead letigth, resistance, and the leads were inspected-at the dedication inspection and the material was
putinto stock in the fuclear sfock toom, This inspection dedicates the coil. Therefore, when pulled for a
specific order, an additional 1n3pcct10n is not required.

When a previously dedlcated component is selected for a work order; the dedication inspector
decuments the original inspection number that dedicated the. component, and then selects one of the
three avdilable options. In this example, the previous inspection record was referenced, and the “skip”
option was selected. ASCO has verified the inspéetion record does include a réference to the original
dedication inspection but was not neted or observed during the NRC Inspection.

The review of the elements of example one in Jtem 2 described above indicates that ASCO performed.
receipt inspection and dedication inspections consistent with our procédures. Therefore; ASCO takes
exception to the finding ifi this example. However, ASCO understands the concerns expressed by the
NRC during the inspection and-is implementing corrective actions as.described below to address those -
specific concerns. '




Regarding example two (Work Order 797668-],5 Part # 022525-007-90): Parts Were inspected as
commercial product Material verification was not pérformed at receipt inspection, There are
inistructions in the Operations Sheet to perform a material verification at receipt inspection. However, for
this particylar ¢rder, instructions given by the Quality Manager were nusmterpreted to omiit this step at
receipt inspection. This instruction was provided.on 10/1/15 to inspectors via e-mail. It should be noted
that ASCO"s MRP (Maieria]l Resource Planuiing) system designates all parts used in Nuclear products as.
“MP-I-094” parts. ‘Once a part carries this designation, the désignation canndt be.removed, even if the
part is no longer used for Nuclear products. This maintains the record integrity for legacy: products.
‘Operations Sheets are updated for parts that are no longer used in Nuclear products. Inspeétor”s must use
-the Operations: Sheets to: ensure proper inspection dnd dedicatior is performed. Ther¢ is a provision in
ASCO Procedure MP-T-026 — “Sampling Plan jor Product Acceptance”to allow for exceptions from the
Operationg Sheet if authorized by the Quality Manager of designee.

Correetive Actions: v

* ASCO Procedure QC-ER-096 ~ “Commercial Grade Dedication of Nuclear Valveés, dctuators dnd -
Pressure / Temperature Switches, and Calibration Services”, has béen révised to eliminate the
practice of selecting “Skzp” for nuclear jtems. Going forward the items will be inspected and
reference to the previous dedication inspection- -will be prommently noted.

s ASCO reviewed the extent of condition for all parts listed on o-ring drawings to ensure that the
inspection Operations.Sheets reflect the current revision level and all nuclear items are properly
identified.

s ASCO determined that the instruction to the inspectors fo skip certain parts inspections was.
given on 10/1/15. ASCO reviewed the extent of condition for dedication records frorn 10/1/14 to
2/26/16. The ﬁndmgs concluded that rio-parts designated for 1se in Nuclear products were
inspected as commercial jtems-from 10/1/14 to '10/1/15. After the instruction by the Quality
.Ms.nager had been issued, in the period from 10/1/15 to 2/26/16, ten lots of parts designated for
use.in Nuclear products, including the part in example two, were inspected as commercial
product, Parts from nine of these lots were still available. ASCO has sanipled the stock from
these nine lots and verified the correct material in accordance with ASCO Procedure GC-ER-008
— “Material Verification”, Tt was deterrined that none-of the:material from the terith 1ot was:
used in the production of a Nucleat product.




NRC Noncortformanée Item 3:
Nonconformance Ttem 3 states the following:

3. ASCO failed to provide a documented technical basis fbr selection and use of sampling plans.

Jor CGD of commercial elastorsers for the éritical characteristic material identification by
destructive lesting as part of their acceptance. method plan, when lot/baich control was rot
established ihrough a commerczal-grade survey. ASCO inspecits only one item, independent
of lot size, wheri performing destructive lestingto verify material critical characteristics-of
the elastomers mentioned above, which is not in accordance with ASCO’s procedure MP-I-
026, "Samplmg Plan for Product: deceptance,” NRC regulatory guidarice and. Electric
Power Research Institute (EPRI) industry standards. , .

ASCO’s Response to Item .3;

The material verification of elastomeric.components is destructive. ASCO Procedure EDP-177 -
“Determination of Critical Characteristics for Dedication Inspection (Nuclear-Valves)” did not properly
Idenufy sampling plans for parts requiring destructive festing to-ensure a [ot is hemogenous per EPRI
mdusu'y standards. In addition, ASCO Prodedure MP-1026 — “Sampling Plan for Product Acceptance”
does not address sample size to be-used for destructive testing. The practice has been to use one sample
from the lot received for material verification. ASCO did not define a sampling plan as defined i EPRI
5652 Commercial Grade Dedication section D.2.9; Referencing EPRI report. TR-017218-R1 sampling
plans for destiuctive and non-destructive itispection methods,

Corrective Actions: _
» ASCQ Procedure EDP-177 - “Defermination of Critical Characteristics for Dedication
Inspection ﬂv'uclear Valves)” section 4.A & 4.B has beenrevised to reference destructlve and

non-destiuctive testing as follows:

a. Deéstructive type testmg .
Material verification is typically a. destructlve testing feature that is critical when listed as
such in the FMEA document, theréfore dedication inspection needs to verify that
receiving inspection performed sufficient destructive type testing on the lot/batch being
dedicated based on the-criteria bélow:
1. For custom parts direct from the manufacturer, a sampling plan of one-piete pet
lot is-allowed per EPRI teport TR-017218-R1 section 2.4.4.1 as the lot is
traceable to the production fot number.
2. For O-rings; U-cups, @nd other coromercially available parts tracedble to a
single mamfacturer, verify that the sampling plan set forth under section 2.4.4.2
of EPRI répor( TR 017218-R1 is followed,




b. Non-destructive testing where the sample: inspected during receipt inspection would
show consistent results throughout the entire lot and/or batch, Where features and
criteria can be expected 1o have similar consistent results, a sampling plan lower than
100% based on Section 2.3.4.1 of EPRY report TR-017218-R1 can be selected add
approved s specified on the Operatmns Shegt:

e MP-1-026 — “Sampling Plan for Product Acceptance’ Wwill be revmed to inelude Samplmg Plan
for both destructive and non-destrrictive testing. Corrective action completion date is ‘August 10,
2016. .

-~

End of Attachment 1




Attachment 2

‘This Attachment sets forth ASCO Valve Inc.’s (ASCO’s) written statement or explanation in fesponse to
the Notice of Nonconformance 99901054/2016-201-01, dated April 15, 2016 (the "Nonconformance"y.

Nonconformance Item 1:
Nonconformance Item 1 ~st§tcs the following:

1. For commercial-grade dedication (CGD) of elastomers, ASCO failed to adequately transiate
identified critical characteristics foan acceptance inethod plan and therefore they were not.
verified. ASCO’s commercial-grade surveys focused on general programmatic controls at
the supplier, rather than.on'the control of critical characteristics for the elastomers being
procired. Therefore, ASCO failed to identify and verify material critical characteristics in
the commercial-grade surveys for the following examples:

« PO 101504876 for four SBI 14KR pressure switches and four TN10B42R pressire fransducers
called for Part #G039619-050-V1 (fuclear O-ring), which is made of Viton 4 type material. This
material type is required for-components that will be in-Service in a harsh environment,

including exposure to radiation. These O-rifngs were procured from [*****&%%%%] \who sourced
them ﬁom [*1\'9‘*******]

(ASCO NOTE: The comect PO referenced in the bullet point above is 1 015045876)

« PO 1015054413 for twenty-three NP 8316 3-way solenoid valves for.4reva, a distributor for
domestic nuclear plants, called for O-rings, Part # G089834-005-HT (O-ri ing nuclear), Pars #
G031325-002-HT (O-ring nuclew), and Pari # G039619-005-HT (nuclear O-ring). All are made

of ethylene propylene: These O-rings were procured from [*¥#¥¥&#%3] ywho sourced thém from
[***‘E“.‘****":]

s PO 4500834520 with PSEG Nuiclear for an NPX8223G131 solenoid valve for Hope Creek
called for a rubber disc, Part # GO64355-007 (Disc nuclear). The valve disc was procured
commercially from [Hidsrtsek]
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ASCO’s Response to Item 1:

Based oni ASCO’s procedure for conducting commerclal grade dedication,- ASCO Procedure QC-ER-
096 — “Coimmercial Grade Dedication of Nuclear Valves, Actuators and Pressure / Temperature
Switches, and Calibration Services”, critical characteristics are identified and translated-into inspection
criteria and verified during receipt and dedication jnspection. ASCO relies on material verification in-the
form of sampling and destructive testing at receipt inspection, not durinig commercial grade surveys, to
verify critical characteristics. In’ doing so, ASCOis able-to maintain traceability to compound number,
cure date, lot and batch codes, and puirchase order number.

Regarding exaimple one (PO 1015045876, Pait # G039619-050-VI): The referenced o-rings were
verified to be Viton in accordance with ASCO Procedure QC-ER~008 — “Material Verification™ at
receipt inspgction: In accerdance with ASCO Procedure, QC-ER-096 — “Commercial Grade Dedication.
of Nuclear Valves, Actuators and Pressure / Temperature Switches, and-Calibration. Services”, material
verification was perfonned and docurriented at receipt inspection. Then the batch/lot number and cure
date were recorded in the dedication inspection record for traceability back to the receipt inspection
record containing matérial verification. Notes from the recéiving record and dedication record for the
part in this example are summarized below:

Receiving Record INS-1€494574-01
= Part #: 039619-050-VI
Cure Date: 1Q15
Componnd #; [*#ssiirimis]
Batch/Lot #: UF207000/60219
Manufacturer [****k****.*]
Material Verification Test Result; FEM (Viton), self extinguishing, specific
gravity=1.88, performed on 08/06/15

Dedication Record INT-FN425! 924-01

= Part #: G039619-050-V1
Suppher. [**********I
Purchase Order #: 592526
Batch/Lot #: UF207000/60219
~Compound # Ik*l.**-’e****]
Cure Date: 1Q135.

Regarding example two (PO 1015054413, Part # G089834-005-HT, G031325-002-HT, and
G039619-005-HT):. The referenced o-rings were verified to be ethylerie propylene in-accordance with
ASCO Procedute QC-ER-008 — “Materiol Vei‘y"c'anon" at.receipt inspection.. Elastomeric materials are.
not verified at dedication inspection since this requires a destructive test. Therefore, in accordance with

ASCO-Proceduie QC-ER-096 ~ “Commeicial Grade Dedication of Nuclear Valves, Actuators and
Pressure / Temperature Switches, and Calibration Services”; the cure date, compoind nurnber, lot. and
‘bateh, and ASCO purchése order are recorded into the dedlcatxon inspection record to maintain
traceability.

ASCO reviewed the receipt inspection records for these parts to verify that material testing was

performed-at receipt inspection. Notes from the receiving record for the patts-in this example are
summarized below:
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ASCO Order #606405; Work Order # 425656

o Part #: GO89834-005-HT

Supphed ‘by [* k-‘-**‘k*’:\-**]

Purchase Order #; 552291

Batch/Lot #: 201109080/50399

Compound #: [¥¥##iikses)

‘Cure Date: 3Q11

Materfal Vesification. Test Result EP (ethylene propylene) - Burns readily, Black
Coarse Ash and subtle odot; does not swell in MEK (Methyl Ethyl Ketone), test
perforimed on 3/23/15

o Part#: G031325-002-HT -

Supphed by: [ -x-*********}

Purchase Order #; 592889 N

Batch/Lot #: 021407050163/60963.

Conipound #: [ #* &k

Cure Date: 3Q14

Materidl Verification Test Resuit - has very subtle.odor, bumns readily

s Part# G039619-005-HT-

:Sgpplied by' -[*9;_’**.*****1:]

Batch/Lot #: 021405100224/57573

Compbund #: [**********}

Cure Date:. 2Q14

Material Verification Test Result - FTIR (Fourler Transform Tnfrared Spectroscopy)
test performed 9/18/15 Sample @ MP-I-026 S5 Plan

Regarding example three (PO 4500834520, Part # G064355-007): The referenced o-ring was
purchased-direct from the manufacturer, [ *%#s*¥%%¥]  The inspection record did include ASCO
purchase order, material received, lot and batch numbes, compound nummber, and cure date. ASCO-
performed a commercial-grade survey at [**’“***“***] However, the critical characteristics in the
survey-of [*#*#%#x¥*¥] did not include 4 review of fheir vérification of raw material (resin)-and
validation of materials. Material Identification was-identified as a critical chamctenstw but was not
adequately verified dunng the commercial grade survey.
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ASCO reviewed the receipt inspéction records for these parts to venfy that material testing was
performed-at receipt inspection. Notes from the recewmg record for the parts in this example are
summarized below:

ASCO Order# 420397, Work Order # 193419
o Part#: G064355-007
@ S_uppl.ied. by [**********]
¢ Purchaie Order #: 533736
»  Batch/Lot#: 201213520065
n Compound H [******.****]
= Cure Date: 2Q12
»  Material Verificatiori Test Result: buna., combustible, swells in MEK. specific
grav1ty=1 297, test performed on 12/09/14
° Purchase Order #: 542607
Batch/Lot #: 201502120272
Compéund #: [**********]
Cure Date: 1Q15
Material Verification Test Result: NITRILE/NBR, Combustible, Black Coarse
Ash-and high'cyanogenic odor, Swells in MEK, test: performed on 3/18/15
Sampled @ MP-1-026 S5 Plan

The review of the elemetits of Itém 1 described above indicates that ASCQ performed receipt
inspéctions and dedication inspections consistent with our procedures-which we believe are adequate.
Therefore, ASCO takes exception to the finding in these examples. However, ASCO understands the
concerns expressed by the NRC inspectors. during the inspection and is implementihg the following
corrective actions to address those specific congerns:

Corrective actions:

e Commercial-grade surveys have been revised to include critical characteristics 4s acceptance
criteria for all elastomers at both distributots and suppliers.

o The verification of raw materials has been added to the criti¢al characteristics for the survey of
elastomeric manufacturers. .

». ASCO perfornmed an extent of condifion review of [ ¥##%*#%&&3].and 1dent1ﬁed 1 15 elastomeric
pérts used in fiucledr products that are sourced from three manufacturers that supply elastomeric
products to [#*#¥E*&kE¥EASCO-plans to perform suiveys at each of these suppliers using the -
revised survey that 1ncludes raw material verification by August 10, 2016,

o- The extent of condition review also identified additionsl distributors. of parts used for nuclear
products. - ASCO will review all items provided by supplzers through.disttibution, and will
perform an evaluation as-to the part’s potential efféct on the safety function of the basic
comiponent.- .Corrective: -dction-completion date is August 10, 2016.
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Noncanformance Item 2:
Nonconformance Item 2 states the following:

2. ASCO failed to:verify the following identified critical characteristics: markings, inner
diameter, outer diameter, length, turns, lead length, resistance, and.the leads of a coil it for
Work Order 4339448 (PO 1015038212), Part # G027502-001-K, Coil MXX Nuclear as
required by the commercial-grade dedication testing acceptance Dplan. In addition, 45C0
Jailed to verify the material identification critical chardacteristic for an O-ring for Work
Order 797668-15; Part #022525-007-90, by performing either a Fourier transform infrared
speciroscopy (FTIR).or burn tést, as vequired by the CGD receipt inspection acceptance :
plan.

ASCO’s Respb'ﬂéeto Ttem 2:

The Quality System provides the inspectoi with three options to record the résult: ] ;) Pass, 2.) Sk1p, and
3.) Fail, The “Skip” selection is commonly used to document: inspected items that were previously
dedicated. However, this sélection does not facilitate an explicit reference to:notes regarding the prior
dedication inspection, In addi_t_i_on,-.when the inspection record is pxinted, as is the-case during audits and
inspectiofis, the reference to the prior dedication. is not included in the printed information. During the
NRC inspection, the printed document was reviewed and the notes regarding. pnor dedication were
tiissed as'a result..

Regardmg example one (PO 1015038212, Part # G027502-001-X): A notation of prior dedication
ingpection was included on thé inspection record; but was not observed or noted during the NRC
Inspection. The critical characteristics including markings, inner diameter, outer diameter, length, turns,
lead length, resistance, and the leads weré inspected at the dedication inspection and the material was
piit into stock in'the nuclear stock room. This inspection dedicates the coil. Therefore, when pu]led fora
specific order, an:additional inspection is not required.

‘When a previously dedicated component is selected for a work order, the dedication inspector -
documients the original inspection number that dedicated the ‘component, and then selects one of the
threg available options. In this-example, the previous inspection record was referenced, and the “skip”
option was selected. ASCO has verified the inspection record does include a reference fo the original
dedication inspection but was-uct noted: or observed during the NRC Inspection.

The review of the elements of example one in Item 2 described above indicates that ASCQ performed
Teceipt. inspection arid dedication inspections consistent with our procedures. Therefore, ASCO takes.
exception to the: ﬁndmg in this example. However, ASCO understands the concerns expressed by the
NRC during the inspection and s implementing corrective actions as described below to address those
specific concerns,
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Regarding example two (Work Order 797668-15, Part # 022525-007-90): Parts were inspected as
comuiercial product. ‘Material verification was not performed at receipt inspection. There are
instructions in the Operations Sheet to perform a-material verification at receipt inspection. However, for
this particular ordet; inistructicns given by the Quality Manager weie nusmterpreted to omit this step at
rece}pt inspection. This instruction was providedon 10/1/13 to inspectors via e-mail. It should be noted

that ASCO’s MRP (Matenal Resource Plarining) systein designates all parts. uséd in Nuclear produets as.

“MP-1-094” parts. Once a part carries this designation, the desighation cannot be removed, even if the
part is no longerused. for Nuclear- -products. This maintains the record integrity for legacy products.
Operations Sheets. are updated for parts that-are no longer used in Nuclear products. Inspectors st use
the Operations Sheets to eisure proper inspection and dedication is performed. There is a provxsmn in
ASCO Procedure MP-1-026 — “Sampling Plan for Prodiict Acceptanice” to allow for exeeptions from the
Operations Sheet if authorized by the Quality Manager or designee.

Correchve Actions:

e ASCO Procedure QC-ER-096 ~ “Commercial Grade Dedication.of Nuclear: . Valves Actuator's and
Pressure / Temperature Switches, and Calibration Services”, has been revised to eliminate the:
practice of selecting “Sklp” for nuclear items. Gomg forward the items will be inspected and
referefice to the previous dedication inspection 'will be prominently nofed..

s ASCO reviewed the extent of condition for all parts listed 61 o-ring drawings to ensure that the
inspection Operations Sheets reflect the current revision level and all nuclear items are properly
identified.

s . ASCO determined that the instruction'to the inspectors to skip certain parts inspections was
given.on 10/1/15. ASCO reviewed the extent of condition for dedication records from 10/1/14 to
2/26/16. The: findings concluded that noparts designated for use in Nuclear products were.
inspected as commercial items from 16/1/14 to 10/1/15.-After the instruction by the Quality
Managel had been issued, in the period from 10/1/15 fo 2/26/16, ten Igts of parts designated for

- nsein Nuclear produq:ts, mcludmg the part in example two, were inspected as commercial
“product. Parts from nine of these:lots were still available. ASCO has sampled the stock from
these nine lots.and verified the correct material in-accordance with ASCO Procedure QC-ER-008
— “Material Verification”. 1t Was detérmined that none of the material from the tenth lot was
.used in the production of a Nuclear product.
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NRC Nonconformance Itein 3:
Nonconformance Item 3 states the following:

3. ASCO failed to provide a documented-technical basis for selection and use.of. sampling plans’
Jor CGD of commercial elastomers for the critical characteristic material identification by
. destructive testing as part of their acceptance method plan, when lot/batch control was not
established through a commercial-grade survey. ASCO inspects only-one item, indepéndent -
of lot size, when performing destructive testing fo verify material critical characteristics of
- the élastomiers mentioned above, which is not in-accordance with ASCO’s procedire MP-1-
026, “Sampling Plan for Product Acceptance,” NRC. regulatory guidance and Electric
Power Reseqrch Institute (EPRI) industry standards.

ASCO’s Response to Item 3:.

The material verification of elastomeric components is destructive, ASCO Procedure EDP-177 —
“Determination of Critical Characteristics for Dedication Inspection (Nucléar Valves)™” did not properly
1dent1fy samipling plans for parts requiring destructive testing to-ensure 2 lot.is homogenous per EPRI
industry standards. In addition, - ASCO Procedure MP-1-026— “Sampling Plan for Prodiict Acceptance”
dies not address sample size to be used for destructive testing, The practice has been'to use one sample
from the lot xeceived for material verification. ASCO did not define a ampling plan.4s defined in EPRI
5652 Commeéicial Grade Dedication section D.2.9, Referencing EPRI’ report TR-017218-R1 sampling
plans for destructive and non-destructive irspection methods.

Corrective Actio_ns:
‘e ASCO.Procedure EDP-177 —“Determination of Critical Characteristics for Dedication
Inspection (Nuclear Valves)’ section4.A & 4.B has been revised to reference destructive.and
non-destructive tésting as follows:

a, Deéstructive type testmg '
‘Material verification istypically a destructive testmg featute that:is critical when listed as:
such in the FMEA document, therefore dedication inspection needs to verify that
receiving inSpection perfornmed sufficierit destructive type testing on the [ot/batch being
dedicated based on the criteria below:
1. For custom parts direct from the manufacturer, a sampling plan of one piece per
Totis allowed per EPRI report TR-017218-R1 section 2.4.4.1 asthe lot is
traceable to the production lot number.
2. For O-rings, U-cups,-and other commerclally available: parts traceable to a
. single manufacturer, verify that the sampling plan set forth under section2.4.4.2.
’ of EPRI repost TR-017218-R1 is followed. '
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b. Non-destructive testing where the sample inspected during receipt inspection-would
show consistent results throughout the étitire ot and/ot batch. Where featutes and
criteria ¢an be expected to havé similar consistent results, a sampling plan lower than
100% based on Section 2.3.4.1 of EPRI report TR-017218-R1 can be'selected and
approved as specified on ther Operattons Sheet:

o  MP-1-026 — “Sampling Plan for Product dcceptance” will be revised to mclude Samphng Plan
for both destructive and non-deéstructive testmg Corrective action completion date is. Angust 10,
2016.

End of Attachment 2
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