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Date: April 27, 2009

To: U.S. Nuclear Regulatory Commission, ATTN: Document Control
Desk, Washington D.C. 20555-0001.

Cc: Director, Division of Engineering, Office of Nuclear Regulation

Subject: Response to NRC Violation 99901380/2009-201-01

Dear Sir or Madam:
Please find attached our response to NRC Violation 99901380/2009-201-01.

Any questions regarding our response can be directed to me. | can be reached
at 724 744-4094 x301.
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President, CoreStar International Corp.
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Reply to a Notice of Violation
‘Violation 99901380/2009-201-01
April 25", 2009

- Text of NRC Violation 99901 380/2009-201 01

10 CFR Part 21, Section 21.21(a)(1), “Notification of fallure to comply or existence of a
. defect and its evaluation,” states in part that, “each individual, corporation,. partnership,
_or other entity subject to 10 CFR Part 21 shall adopt appropriate procedures to evaluate
deviations and failures to oomply associated with substantial safety hazards as soon as
practlcable . .

Contrary to the above, as of February 27, _2009:

CoreStar's 10 CFR Part 21 implementing procedure CIC-104, “Reporting of Defects and
~Noncompliance Pursuant to the Provisions of 10CFR21,” Revision 1, dated July 14,
1997 was not an appropriate procedure to ensure effective evaluation of deviations and
- failures to comply associated with a substantial safety hazard. Specifically, CoreStar's
procedure CIC-104 did not contain any guidance on how to evaluate deviations.

This issue has been identified as Violation 99901380/2009-201-01.

This is a Severity Level IV violation (Supplement VII).

Reason for Violation 99901380/2009-201-01:

The CoreStar 10-CFR Part 21 reporting procedure (CIC-104) has only been revised one time
since its inception. The NRC audit finding referred to as Violation 99901380/2009-201-01 was
the first audit to find our Part 21 procedure insufficient. This includes all of the NUPIC audits of
our facility. We did not realize that simply referencing the contents of Part 21 was not adequate.

* The main reason for this violation is an insufficient knowledge of 10 CFR Part 21 on the part of
CoreStar management.

Correctwe Actlons

.The CoreStar management team has read and become much more familiar with the 10 CFR’ Part
21 reporting requirements.

We are evaluating all safety related purchase orders that we have received since 2006. This date
was suggested by our auditors during the closeout meeting. These purchase orders are being
placed in a separate binder along with all future safety related purchase orders. Each of these
safety related purchase orders will be evaluated for Part 21 violations. When complete, the
results of this evaluation will be sent to the NRC.

| Correctlve Steps from this pomt forward:

Our corrective action procedure (CIC-107) has been d|rectly tied to our 10 CFR Part 21 reportmg
procedure (CIC-104). Also, our CIC-104 has been completely rewritten. In addition, we will make
“sure that we carefully screen each safety related purchase order to make sure that the customer
is, aware and that we are aware of the implications. If we decide to accept the purchase order we
will keep it and all associated documentation separate from other purchase orders. We have also
created a special work order for safety related. orders to ensure that we remain aware of the
lmpllcatlons throughout the manufacturing process.



Reply to a Notice of Violation

Violation 99901380/2009 201-01
April 25 » 2009

When any item is returned to CoreStar, or otherwise reported _défectivé, our first step is to -
determine if it was purchased on a safety related purchase order. ‘CoreStar has created a new
form (attached) to facilitate the tracking of returned items for safety related issues. If thereis a
deviation from a safety related purchase order, our Part 21 process will be set in-motion.
' -Attachmehts: CIC-1.07, CIC-104, Séfety Related Work Order, Receipt'InSpection Form .

Date for full compliance:

May 31%, 2009.
This completion date will give us time to implement er procedures and complete the required
indoctrination. It will also give us time to complete the evaluat|on of the safety related purchase
‘orders from 2006 through 2008.
Sincerely

ard Lo | - - o

President, CoreStar International Corp.
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-CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

1.

Purpose

The purpose of this procedure is to define the process by which CoreStar International
Corporation (CoreStar) resolves issues adverse to quality as defined in the CoreStar Quality
Assurance Program.

Policy and Scope

2.1  Itis the policy of CoreStar to aggressively resolve items or processes that are adverse to -
quality as defined in the CoreStar Quality Assurance Program.

2.2 The scope of this procedure is limited t6 products manufactured by or purchased by
CoreStar, critical processes performéd by CoreStar, and*quality related documents.

Definitions

31  CNR CoreStar Non-

cqﬁféﬁnance Report
3.2 Disposition Definitions:
A disposition that spemﬁgfﬁthe process by which a non-
confor\;mng itei.is mac\ie to conform to a prior specified
requirement by complet1on re-machining, reassembling

or readjusting.

T NIV TN, |
" Repair (RR) \\._,’ / A dlsposmon that provides for restoration of a

( o AN \\ nonconformlng characteristic to a condition such that the
N \ \\\capablhty of the item to function reliably and safely is
\\\ N\ N unimpaired, even though that item may still not conform

“to the original requirements. In the case of a process, this
entails repeating the procedural step(s) necessary to bring

\ \
\\ \)/ the intended results within the acceptance criteria.

A disposition for an item that cannot be economically
repaired or reworked to an acceptable level of
conformance.
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CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

Accept-as-is (AC) A disposition for a non-conformance when it is
established that the discrepancy will result in no adverse
conditions, and that the item under consideration will
continue to meet all of the engineering functional
requirements, including performance, maintainability and

fit.

Return to Vendor (RV) A disposition for.d non“conformance generated by a
i Z
vendor when itfis deemed appropriate to have the vendor
correct the efrot.
N

Hold (HD) A di/sposi/tion for a non- co'n{}rr{lance if it is known that

the part;s not needed to complete an order. Management
N\ N

will review these during the cours\e of the regular

managementreview to ensure that final disposition

occurs. N \‘?\”ng

<

Void (VO)

/
‘ Documentatlon (DC) A d}sposmon cddehsed to document errors in quality
\ documents ‘such as Certificates of Compliance,
Cahbratlon Standard Drawings, Quality Purchase Orders,
J “and TesterCahbratlon Certificates.

An Engineer/Technician assigned to lead a specific
fl\lsnction or their designee in the event that he/she is

“unavailable. This includes shop leads of CoreStar
manufacturing areas, Design Engineers for CoreStar
products, and Department Managers.
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CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

4. Responsibilities

4.2  Cognizant Supervisor

4.2.1 Must ensure that significant conditions adverse to quality as defined by this
procedure are corrected and verified.

4.2.2 Dispositions all CNRs.

4.2.3 Suggests and implements correctiveactions to_eliminate or reduce non-
conformances. <O

4.2.4 Review designs and processes/procedures to 1dent1fy potentlal causes of chronic
non-conformances.

4.2.5 Ensures that all CNRs are evaluated for possible 10 CFR Part 21 reporting
requirements. R

‘ : 4.3 CoreStar’Employee

It is the duty, oﬁall employees to repj"' /
deﬁned 1n thls document N

o T \ \ T

/

Ve

<
4.4. \Qu\alrty Assurance 1\“’Ianage\r
4, 4 1 It is the duty\of the Quality Assurance Manager to ensure that significant
\ conditions adverse to quality are addressed and corrected in accordance with this
procedure /
4.4.2 The Quahty,Assurance Manager must ensure that all CNRs are evaluated for
poss1ble\10 CFR Part 21 reporting requirements.
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CoreStar International Corporation

- | Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

S.

Procedure

5.1 When a nonconforming item or process is identified, the person who identified the
situation shall make an entry in the CNR log This process assigns a unlque number to
the CNR.

5.1.1 A log shall be maintained for CNR’s. The individual reporting the CNR will
update this log. When a CNR is 1ssued -t 1§ass1gned the next CNR number

from the log. CNR’s will be numbered by the following alphanumeric sequence.

YYXXXX

The first two digits designa
_designators starting with 000:

e year and the last four'digits are the serial
d ending with 9999.

-

52  After the CNR is logged; it must be immed ;;te“klly. orted to the Cognizant Supervisor.

5.3 Upon not1ﬁcat10n the Cognlz\a?nt\Superwsor sh linitiate the process of documenting

\
from.a %safety\related purchase order, a 10 CFR Part 21

The Part 21 reporting requirements are contained

E& Part 21 evaluation does not waive the internal
requlrements of addressmg tl?e CNR through this procedure Both processes must
be performed

5.6 Ifthe CNR\IS relatéd tc/> a final product, a subassembly, or a purchased item the non
conforrnlng 1tem 1s/1dent1ﬁed with a Hold Tag and segregated pending the outcome of
the CNR process/

5.7  If the final disposition of the CNR is AC (Accept as is) or RW (rework) the Cognizant
Supervisor must also inform one of the engineers involved in the design of the non
conforming item.

5.8  The Cognizant Supervisor will assign a due date for the dlspos1t1on of the CNR based
on the nature of the nonconformance.
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CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

5.9  Disposition of the CNR

5.9.1 The Cognizant Supervisor will document the resolution of the CNR by filling
out the CoreStar Nonconformance Report and obtain QA review and signature.

5.9.2 If the disposition is to repair or rework, and the disposition was not successfully
implemented, the CNR is to be reviewed by he Cognizant Supervisor for re-
dlsposmon

593 If the CNR has been generated as a’ fe it o of a'vendor manufactured component,
the Cognizant Supervisor deterrfiines the dai?e\by ‘which the vendor must repair,
rework, or replace the parts. /One€ the vendor has"comm1tted to an acceptable
return date, the CNR can be 51g{1ed off.

5.9.3.1 If a vendor replaces parts with pax{s\ which are also , honconforming, a
new CNR is to‘b\e written, re\ferencmg the original CNR number in the
“Ref. CNR”*block\of the form.

‘ 5.9.4 The,CNR form 1nc1udes the 1nforma€x n, below

/ T
/ /
5\9 4\1 \\CI\\IR#
5.94. 2\ Date

== 5.9.4. 3 Name me of. Ind1v1dua1 | Reporting Nonconformance
// - S .9:4, 4 DescrlptlQn of Nonconformance
<o 5.9:4. 5\ \Cagse and Extent of Nonconformance
AN 5.9.456. \\ Action Taken to Correct Nonconformance

h N 5.9.4.7 Actlon\ Taken to Prevent Recurrence of Nonconformance
\ 5.9.4.8

5949

\1 0CFR2 ! Applicability
- Expected Date of Completion
) Actual Date of Completion
-/ Signature of Cognizant Supervisor
Signature of QA Manager

5.9.5 If at any time the CNR is deemed to be in error, perhaps found to bea duplicate,
the disposition field on the form and logbook are to be completed with VO for
void.
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CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

5.10 CNR Filing and Review

5.10.1 CoreStar management and the Quality Assurance Manager will review CNR’s
annually to detect trends and establish corrective actions.

5.10.2 Outstanding CNR forms will be reviewed monthly by the Cognizant Supervisor.
5.10.3 CoreStar management will define corrective actions during the annual CNR

reviews. Quality Assurance will verify corfipletion of corrective actions when
participating in the annual rev1ews/ -

5.10.4 When the CNR d1sp051t10n is comiplete, the Cogn'? ant Superv1sor will file the
documentation in the CNR bmder The binder is tabbedﬁaccordmg to the CNR
number and the CNR log is keptxln the front of the CNR: b1nder -

5.11 Typical Use of CNR’s

™

/’ ‘\\ .
‘ 5<11 5 P If there is s""

< \ w111 place thi

e 511122 \ The “bad? parts bin is inspected by the Cognizant Supervisor on a
. @hly\bams If\lrbhls/her opinion the number of non
“conforming parts>1s greater than normal a CNR will be issued.

‘ art outwof tolerance the assembler or machlnlst
‘ar’t in his segregated bin for “bad” parts.

If an.entire run of parts is bad, a CNR must be reported.

5.11:2 Purchased p‘artg fail receipt inspection.

5.11.3 Incorrect,1nforr41at1on on quality documents such as quality purchase orders,
Certlﬁcatesfof Conformance, Calibration Certifications, Personnel Certification,

and Calibration Standard Drawings.

5.11.4 Used to track and ensure timely response to audit findings.

6. References

6.1.  CoreStar International Corporation, CIC-001, "Quality Assurance Manual"
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‘CoreStar International Corporotion '

Reporting of Defects and Noncompliance Pursuant to the CIC-104, Rev. 2

Provisions of 10CFR21 .

1L

Purpose
This document is intended to meet the 10 CFR Part 21 requirements for defect reporting.
Policy and Scope

This document defines the process used by CoreStar to determine if deviations from safety related
procurement documents are to be classified as defects. It also/contalns details on how this
determination is made, reporting requrrements and requ1red' reportlng times in accordance with 10
CFR Part 21. Document retention issues are covered(a 4 llﬁ'éfThls procedure applies to all
equipment and services provided on purchase orders that’ referen\certhe requirements of 10 CFR Part

Definitions

%
3. 1. Basic component (When applled to nuclear power\reactors) A plant stmctﬁre system,
. cornponent or part thereof necess‘ t0 assure (i) the 1ntegr1ty of the reacto\r\coolant pressure
boundary, (ii) the capability to shut»,k oW 2
condition, or (iii) the capability to* preven
3¢
could result in potent1a1 o\ff site exposures

\ ‘\3;;;- N p
3.2 Baszc component (When applzed to othér fac' / con
~ thereof in which'a defect or. fallure could’ create a substantlal safety hazard

.
/ = )

- 3.3. Basic.component (All Cases) In all\cases ba51c .component includes safety related design,

N
‘analysrsf 1nspect1on test1ng, fahrlcatlon réplacément parts, or consulting services that are
assoc1ated with the. component ha{dware design certification, design approval, or information
in support of an early: s1te\perm1t app\hcatlon under part 52 of 10 CFR 50, whether these

services are performed by the comporﬁnt supplier or others. k

‘\ ) . \
\

3.4. Defect: A devratron or departure from the technical requirements in a basic component.'

/ :

- 3.5. Deviation: A departure from the technical requirements included in a procurement document,

~or specified i in early ¢ site perm1t information, a standard design certlﬁcatlon or standard desrgn
approval. : '

3.6. Discovery: The completion of the documentation first identifying the existence of a deviation
or failure to comply potentially associated with a substantial safety hazard w1th1n the
evaluat1on procedures discussed in 10 CFR Part 21 21

3.7. Evaluation: The process of determining whether a particular deviation could create a
substantial hazard or deterrnlmng whether a failure to comply is associated with a substantial
safety hazard. :




- CoreStar International Corporation

Reportlng of Defects and Noncompliance Pursuant to the CIC-104, Rev. 2 |

. Provisions of 10CFR21

3.8. Notification: The telephonic cornrnunication to the NRC Operations Center or written
transmittal of information to the NRC Document Control Desk.

- 3.9. Procurement document: A contract that defines the requirements which facilities or -basic
components must meet in order- to be considered acceptable by the purchaser. '
3. 10 Responsible officer: The president, vice- pre51dent or o@mdrmdual in the organrzatlon of
a corporation, partnership, or other entity whois Vestedfw1th executive authorlty over
activities subject to this part ' :

3.11. Safety Related Purchase Order: A purchaé{c/)\r\der that refererfces the CoreStar 10 CFR 50
o Appendlx B quality program including the. réquirements for 10 'CFR 21 reporting.

- 3.12. Substantzal safety hazard A loss of safety\functron to’ -the extent tha‘t : ‘Mere isa major .
reduction in the degree of protectlon provided o pubh/c/health and safety for any facility or
activity licensed or otherw1se’ pr ved or regulated by the NRC other than for export under
Sor .

_ 3.13. :
‘ a fac111ty or actrvrty wh1ch ids subJect to\the regulations.i
o N NAA T

4.  Responsibilities N
4.1 // ployee\
IR \
. 4.1.1. Identify.and report all defects and noncomphance issues to his/her Cognizant
\\ \ anager\\\ - > : :

\ \ \ . .
4.1. 2 Shall 1mmed1ate1y report all product returns and customer reports of non
confor{nmg pr/oducts to the Cognizant Manager.
\; v .

42, Cognizant Manager

4.2.1. Holds the prirnary responsibility for ad.dressing defect and non_complia_nce issues
brought to his/her attention by CoreStar personnel pursuant to 10 CFR Part 21.

4.2.2 *Shall evaluate all product returns and custorner reports of non conforming
products brought to his/her attention for non conformance and 10 CFR Part 21
reporting requlrements
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CoreStar International Corporation

Reporting of Defects and Noncomphance Pursuant to the - | CIC-104,Rev. 2

. Provisions of 10CFR21

4.2.3 Shall post 10 CER Part 21 and the Energy Reorganization Act of 1974 in the
primary work area of his/her personnel.

4.2.4 Shall elevate potential 10 CFR 21 reporting: issues to the CoreStar Quality
: Assurance Manager, CoreStar President, and customer, as applicable to the =
reporting requirements of 10 CFR Part 21. This means that the President or one
of the Vice Presidents, which are required by.10 CFR 21.21 to report defects,
must be informed as soon as is practicable/and/within all cases, five days from
when the incident was reported.

4.3.‘, Quality Ass_urance Manager-

4.3.1. Shall assist in the evaluatlon .the deviation, the associated reporting,
evaluation, and corrective ac n 2 '

4.4. President or Vice Presidents (Directors)

_ 4.4.1 If it has been deterrnlh\ed w1tthgreStar thatthe deviation from a safety related‘
o o purchase order is a defect the President or one})f the Vice Presidents of
‘ CoreStar,\wrll\report th1s to the/NRC\m\accordance with the reporting
requ1rements of \10 CFR Part21. 21 \\\)

Y. f\

5. . Procedure:\\\ \/ \\ ‘,
VRN g

\ AN \ . :

S. 1 \If anon conformance\can be Clagsified as a ‘deviation from a safety related purchase order,
it must be evaluated: fon 10 CFR\Part 21 reporting requirements with this procedure. The
CoreStar ‘non conformance procedure (CIC- 107) directs all such non conformances to thls »
procedure for evaluatlon '

NN )
5.2 As soon as the-déviation is reported the discovery process beglns The dlscovery process
' entails writing a description of the deviation. '

583 Evaluation is the next step in the process. Evaluation is the determination if the deviation
~ isareportable defect in accordance with 10 CFR 21.

5.4.1 If the evaluation is to be perfornied by the customer, it must be reported to them
within five days from the initial reporting of the deviation.
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Reporting of Defects and Noncomphance Pursuant to the CIC-104, Rev. 2
. Prov1srons of 10CFR21 ' - : :

2 5.4.2 If the evaluation is performed by CoreStar, and if it is determined that there is a
defect, it must be reported directly to the NRC within 60 days of the beginning of the
evaluation process. The evaluation shall include (i) All available information
regarding the deviation. (ii) An analysis of the cause of the deviation. (iii) An
analysis of the p0551b1e safety impact caused by the dev1at10n :

- NOTE: In most cases CoreStar will report the deyiation to the customer because
they are in a better position to determine the mplications of the deviation. We
will supply the customer with all necessary al information. The items below
indicate the process. by which CoreStar uld-¢valuate a deviation for 10 CFR Part

already been reported to the NR\C by an, e>)<ternal source‘? , ﬁthe answer is
. “YES” then S Part 21 is. not\apphcable '

5.4.2.3 Does the identi

o -. system compon

’ : 5.42:3.1  Necess: .
B . s

= \\boundary, or

i 5.42.
\ B C\\

exposures comparable to those referred to in 10 CFR 100.11?
IF\the Answerto’any of the above questions is “YES” then
contlnue\ to paragraph 5.4.2.4 of this procedure (NEXT questlon)
IF the\answer to all of the above questions is “NO” then STOP.
Part 21 is not apphcable
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Reporting of Defects and Noncomphance Pursuant to the .| CIC-104, Rev. 2
Provisions of 10CFR21 N L

5.4.2.4 The basic component containing the identified problem or noncompliance:

5.4.2.5.5
5.4.2.5.6

5.4.25.7

54258

-Has been delivered to the plant, or
Has been rnstalled ina port1on of the plant offered for acceptance
or ‘

‘ Creates a condition or circumstance that could contrlbute to

exceeding a safety limit as deﬁned in the station Technical
Specifications? - - :
IF the answer to any of the above questrons is “YES” then
continue to paragraph/S 4:2, 5\of this procedure (NEXT question).
“IF the answer to all of the at\fove\questlons is “NO” then STOP..
Part 21 is not applrc\:\able \\' \\

O\

5 4.2.5 Could the identified problem or noncompliance create a substantial safety
hazard by resulting in one or thore of the® consequences ‘described below?

LT

- 5.4.25.1
5.4.25.2

N
g

\ N
54254

\\

\\

AN

N4

5.4.2.5.6

5.4.2.5.7

)

~

Exposure in"excess oﬁthe llmlts in 10 CFR’ 20 2202(a) or

Exposure of any 1nd1v1dua1 in an unrestrlcted area to a total

effectrve dose.in any period-of one calendar yea.r in excess of the

limifs,of, 10\CFR\20 1301\or\

Release of. radroactrve nratenal 1nsrde or outside of the RCA so
“\that had an 1nd1v1dualAbeen\present for 24 hours, the individual

\ /. .

could have\recerved an intake in excess on one occupatronal

annual limit'on intake, or

Farlure of seclmty system equipment such that an unauthonzed

' 1nd1v1dual could\ga151 undetected access to a vital area, or
TN \5 4.2.5. S\Major deﬁmencresqnvolvmg de51gn construction, inspection, test

or, use “Major: deficiency” means a condition or circumstance
wh1ch under normal operating conditions, an anticipated

"\ tran51ent or postulated design basis accident could contribute to

exceedmg a safety limit or cause an accident, or in the event of an
accident due to other causes could, considering an 1ndependent
smgle failure, result in a loss of safety function necessary to
mitigate the consequences of the accident, or

A condition which could seriously compromise the ability of a
confinement system to contain radioactive materials. o
TF the answer to any of the above questions is “YES”'then the

- item is reportable under Part 21. IF the answer to all of the above

questions is “NO” then STOP. Part 21 is not applrcable
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queStar International Corporation

Reportmg of Defects and Noncompliance Pursuant to the CIC-104, Rev. 2

: . Provisions of 10CFR21 -

5.4.3 Initial notification by facsimile to the NRC Operations Center at (301) 816-5151
- or by telephone at (301) 816-5100 within two days following receipt of
information by the director or responsible corporate officer on the 1dent1ﬁcat10n
of a defect or a failure to comply. Verification that the facsimile has been
received should be made by calling the NRC Operations Center. -

5.4.4 Written notification to the NRC at the addr{s\s/speciﬁed in Part 21.5 within 30
days following receipt of information by the{hrector or respons1b1e corporate
officer on the identification of a defect or-a Tfailure to comply.

5.4.5 The written report shall includé,/b\ut not be limitefi\to the following:

1) Name and address of the individual or 1nd1v1dgals 1nform1ng the
Commission. (ii) Ide\ntlﬁcatlon of the facility, the \ﬁcuVlty or the basic
component supplied for'such fa0111ty’)or such actlslty vglthm the United
States which fails to comply <OT € céﬁtams a defect. (111) Identification of .
‘the firm éonstructmg the fac111ty Or. supplymg the basic component

N : _ which fails'to comply or.containsa defect (iv) The nature of the defect

‘ __—orfailure to éor}lply and.the" safety hazta\rd which is created or could be

R ' : / - created by suc}}defect or)fallure to comply (v) The date on which the
‘ / mfomg&tmn of sich'défector f faxlur\e/to comply was obtained. (vi) In the
/\\\case ofia basic compone/nt which contains a defect or fails to comply,
\ the number.and locationof these components in use at, supplied for, or
s \ may be supph\e\dxfor n\lanufactured or being manufactured for one or-
e \\ \ more facilities or\actlvmes) subject to the regulations in Part 21. (vii) The

‘/\ < corre\ctl\\;e action whlchthas been, is being, or will be taken; the name of
BN \the 1nd1V1dual or organization responsible for the action; and the length
AN S oftitne that'has-been or will be taken to complete the-action. (viii) Any
\\\\ ' adv1ce related th the defect or failure to comply about the facility,
\\ AN act1v1ty, or basic component that has been, is being, or will be given to

pl/lréhasers or licensees. (ix) In the case of an early site permit, the
\enti/tie‘s to whom an early site permit was transferred.

P
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' . Prov151ons of 10CFR21

55 Mairitenance and Inspectipn of Records
The following evaluation reéords will be kept:

551  Records on all deviations and failures to comply must be kept for a minimum of
five years after the date of evaluation.

ecord of the purchasers of basic
basic component or device

55.2 Supp_liers of basic components must ret}
" components for 10 years after deli
-associated with a basic component.

e

5.5.3  Each individual, corporatlon partnership, ded1cat1ng ‘entity, or other entity
subject to the regulations in this part shall permit the'Commission the
opportunity to inspect recordS\pertammg t6 basic compo e ts that relate to the

-identification and-evaluation of dev1at10ns,,and the reportm of defects and
AR, PN
failures to comply, in¢ udmg (but not limited to) any advice glven to purchasers
or llcensees on the ;lqﬁ) ement erectlo\lnstallatlon operatlon maintenance,

) . . ) T
‘ S
- SN
N - . \\

6.  References / <

2

6.1.

6.2 CoreSta

o .
Action”
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CoreStar International Corporation : Quality Work Order
1044 Sandy Hill Road - | 10CFR21 Applies

in, PA 15642 :
4) 744-4094 . : DATE | Work Order #

(724) 744-4093 Fax

BILLTO "~ Ship To

Fedex #
P.O.NO. SHIP METHOD SHIP DATE PACKAGE SERVICE
Qry ’ : DESCRIPTION

Procurement Requirements

Coilman
[0 certificate of Conformance
O calibration certificate _ Drawing
- ‘Other : Poly Pulled

&nizant Manager Signature:

CIC-1026-R0




- Material Return Form

Date Returned to CoreStar:

Customer Returning ltem(s):

Receipt Inspected By:

Item/ltem’s Being Returned Serial Number Reason for Return

If there was a purchase order in the box, please attached to this form.

To be completed by Office Manager

VAV VA VA VAV VAV AV AV AV AV A VAN AV AN N A VeV N N N N N N N A N Y N AV A VAV N VN Y VN N AV N Y W VA VAV

Work Order Number ASS|gned
If items are being returned for repair or a problem was identified by customer
research items to see if they were originally purchased on a Safety Related PO.
Were any of these items purchased on a Safety Related Purchase Order?
If Yes, inform Mike Coradi or Ed Lopez to start process of CIC-107

Date Mike or Ed were mformed’?




- NRC Audit Response
NRC Inspection Report NO. 9901380/2009-201

‘ Response to deficiency #

Statement of Defncuency

A Criterion XVI, “Corrective Action,” of Appendix B to 10 CFR Part 50 states in part that,

. * “measures shall be established to assure that conditions adverse to quality, such as
failures, malfunctions, deficiencies, deviations, defective material and equipment, and
nonconformances are promptly identified and corrected.”

Contrary to the above, on February 26, 2009:

1. CoreStar Internati’on'ai Ccrporation Procedure CIC-107, Revision 2, “Non-
- Conformances and Corrective Action Procedure,” dated August 30, 2007 did not
establish measures for the identification of deviations. .

2. CoreStar failed to identify deviations in safety-related purchase orders for eddy
current testing services during outages at three plants between March 2004 and
June 2006. The deviations related to the qualifications of a non-destructive
testing (NDT) Level Il personnel. This issue was identified during a review of
CoreStar Nonconformance Report (CNR) Number 06-0023, dated December 1,
2006, related to the closeout of a Master-Lee Energy Services Audit finding. This

- audit finding identified that a NDT Level li qualification examination was
improperly performed. During CoreStar’s-evaluation of the extent of condition
they identified one individual who was qualified by the improper qualification
examination. However, no deviations were identified for the work the individual
performed for the outages. -

This issue has been identified as Nonconformance 99901380/2009-201-02.

‘ ~ Reason for NonConformance 99901380/2009-201-02

CoreStar did not fully understand the reporting requnrements of 10 CFR Part 21. The issue
mentioned above was addressed as a CNR according to our program, but was not evaluated as
a deviation for this reason. We did not understand what a deviation was and how to evaluate it

« or report it to our customer for evaluation. Our revised CIC-107 and CIC 104 procedures outline
this process. :

\Corrective Actions:

The response to CNR# 06 0023 was technically valid. However, there was no Part 21
evaluation performed.

All data acquired by Chris Belville as a Level |l was reviewed by a certified data analyst. The
raw data is first calibrated by the analyst by rotating the signals from the calibration standard
and normalizing the voltages. If the data was unusable or invalid in any way, it would have
been detected by the certified data analyst immediately. Therefore we do not believe that a
defect as defined by Part 21 could have been created by this error. :

As addltlonal follow up, we WI|| contact the end customers that were affected to ensure’ that they,
are aware of the issue.



NRC Audit Response '
NRC Inspection Report NO. 9901380/2009 201

Corrective Steps from this point forward:

Our nonconformance reporting procedure (CIC-107) and 10 CFR Part 21 reporting procedure
(CIC-104) have been rewritten to establlsh measures for the |dent|f|cat|on and evaluation of
dewatrons ‘ S

Attached -Revised CIC 107 and Cic-104 procedures for non conformance and 10 CFR Part 21
reportlng ' .

Completion Date

May 31,2009 -

The procedures are complete; they will be implemented within two weeks of this letter to allow
time for the required indoctrination. However we strII need to contact aII of the customers

’ mvolved and geta response from them. :
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| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

L Purpose
The purpose of this procedure is to define the process by which CoreStar International
Corporation (CoreStar) resolves issues adverse to quality as defined in the CoreStar Quality
Assurance Program. '

2, Policy and Scope

2.1 Itis the policy of CoreStar to aggressively resolve items or processes that are adverse to
quality as defined in the CoreStar Quality Assurance Program.

2.2 The scope of this procedure is limite%to roducts manufactured by or purchased by
CoreStar, critical processes performe y%oréStar, and*quality related documents.

3. Definitions

3.1 CNR 1formance Report

32 Disposition Definitions:

A disposition that spem
conformlng item.is made to conform to a prior specified
requlrement by completion, re-machining, reassembling
or readju(stmg.

i pqs1t10n that provides for restoration of a

x \“@'

‘/ \ . nonconformmg characteristic to a condition such that the
SN N B capablhty of the item to function reliably and safely is
h \\\\ \\\ AN - un1mpa1red even though that item may still not conform

\\ ' A o' the original requirements. In the case of a process, this
g \ entails repeating the procedural step(s) necessary to bring
\\ : //‘ the intended results within the acceptance criteria.

Scrap (SC) \ / A disposition for an item that cannot be econdmically

repaired or reworked to an acceptable level of
conformance.
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| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

Accept-as-is (AC) A disposition for a non-conformance when it is
established that the discrepancy will result in no adverse
conditions, and that the item under consideration will

“continue to meet all of the engineering functional

requirements, including performance, maintainability and
fit.

Return to Vendor (RV) A disposition ford non“conformance generated by a
/
vendor when jt’is deémed appropriate to have the vendor
correct the er\r?/r

Hold (HD) A disposition for a non-céﬁfppmance if it is known that
the ﬁartlg not needed to com}ilf\:te an order. Management
will feview these during the courseof the regular
managementreview to ensure that ﬁnal dlsposmon

TS

Void (VO) ®d15p051t10n code used for a CNR issued in error.
‘ . Documenﬁtlon DO) \dlsposmon éode used to document errors in quality

documents such as | Cer%lﬁcates of Compliance,
Cahbra\tlon Standard Drawings, Quality Purchase Orders,
“Sand TestQ?Callbratlon Certificates.

An Engineer/Technician assigned to lead a specific
. ‘function or their designee in the event that he/she is
\uﬁavailable. This includes shop leads of CoreStar
manufacturing areas, Design Engineers for CoreStar
products, and Department Managers.
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4. Responsibilities

42  Cognizant Supervisor

4.2.1 Must ensure that significant conditions adverse to quality as defined by this
procedure are corrected and verified.

4.2.2 Dispositions all CNRs. 1_

4.2.3 Suggests and implements correctlve actlons to eliminate or reduce non-

conformances. /// \

4.2.4 Review designs and processes/procedures to 1dent1 fy poténtial causes of chronic

non-conformances.
/f\

4.2.5 Ensures that all CNRs are evaluated for possible 10 CFR Part 21 reporting
requirements. AN

TN
. 4.3 CoreStar’fEmploye&
NN

It is the duty ofall employees to reportmgmﬁcant conditions adverse to quality as
deﬁned 1n thlS document

4. 4\Qua11ty Assuranc\e Manager

\ N
4, 4 1\ It is the d}lty of the Quality Assurance Manager to ensure that significant
\condltlons adverse to quality are addressed and corrected in accordance with this
\procedure ‘
) )
4.42 The Quahty/Assurance Manager must ensure that all CNRs are evaluated for

posmble\lO CFR Part 21 reporting requirements.
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5. Procedure

5.1 When a nonconforming item or process is identified, the person who identified the
situation shall make an entry in the CNR log. This process assigns a unique number to
the CNR.

5.1.1 A log shall be maintained for CNR’s. The/lnd1v1dua1 reporting the CNR will
update this log. When a CNR is 1ssued it 1s/a551gned the next CNR number
from the log. CNR’s will be numbered by the following alphanumeric sequence.

YYXXXX

The first two digits deagne\l\te the year and the last four digits are the serial
designators starting with 0001‘ d ending w\z)th 9999.

5.2 After the CNR is logged; it must be imm d_lgte "}';orted to the Cognizant Supervisor.

5.3  Upon notification, the Cogmzant\Supergsor shall lmtlate the process of documenting
and describing the issue related\to the- 1tem«§ the ENR log.

T T
. 54  The Cognlzant Supekmor shall report/the CNI@the QA Manager or his/her designee

as soon as possible. In all cases thls shall be within-three days.

5.5 tion from-a safety related purchase order, a 10 CFR Part 21

s < evaluatlz)ﬁ*must beg1 f’r;;medlately\The Part 21 reporting requirements are contained
< in CoreStar\procedure CIC 104\>
\ N
NN N Y
\N OTE: Performmg al0 CF R Part 21 evaluation does not waive the internal
. requlrements of addressing'the CNR through this procedure. Both processes must

be performed

\

5.6  If the CNR.isrelated 10 a final product, a subassembly, or a purchased item the non
conforming ite@ i/sfidentiﬁed with a Hold Tag and segregated pending the outcome of
the CNR process?

5.7  If the final disposition of the CNR is AC (Accept as is) or RW (rework) the Cognizant
Supervisor must also inform one of the engineers involved in the design of the non
conforming item.

5.8  The Cognizant Supervisor will assign a due date for the disposition of the CNR based
on the nature of the nonconformance.

[ Issue Date: 06/20/97 | Revision Date: 04/24/09 Page 5 of 7




CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

5.9  Disposition of the CNR

5.9.1

5.9.2

5.9.3

5.9.4

5.9.5

The Cognizant Supervisor will document the resolution of the CNR by filling
out the CoreStar Nonconformance Report and obtain QA review and signature.

If the disposition is to repair or rework, and the disposition was not successfully
implemented, the CNR is to be reviewed by the Cognizant Supervisor for re-
disposition.

[f the CNR has been generated as & \r\e/sult of a'vendor manufactured component,
the Cognizant Supervisor deterrines the date\by Wthh the vendor must repair,
rework, or replace the parts. /Ong¢ the vendor has?g mmitted to an acceptable
return date, the CNR can b/e signed off.

5.9.3.1 If a vendor replaces parts with paré\ which are also \nonconformlng,
new CNR is: to\}z\e written, referencmg the original CNR number in the
“Ref. CNR”fblock\ofthe forth,

3.9:4 4 J\)/ealptlo\n of Nonconformance
53;4{5\ . Cause and Extent of Nonconformance
5.9.4.6\\ ACthl‘l\ Taken to Correct Nonconformance -
ACthl\’l Taken to Prevent Recurrence of Nonconformance

S \// Name of\Indlwdééil Reporting Nonconformance

\ 5.9.4.8 \ \10CFR21 Applicability

Expected Date of Completion

5 9 4 10 Actual Date of Completion

5.9: 4 1\1 // / /Signature of Cognizant Supervisor
5.9.4. 12 / Signature of QA Manager '

If at any time the CNR is deemed to be in error, perhaps found to be a duplicate,
the disposition field on the form and logbook are to be completed with VO for
void.
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5.10 CNR Filing and Review

5.10.1 CoreStar management and the Quality Assurance Manager will review CNR’s
annually to detect trends and establish corrective actions.

5.10.2 Outstanding CNR forms will be reviewed monthly by the Cognizant Supervisor.

5.10.3 CoreStar management will define correctiv/gac ions during the annual CNR
reviews. Quality Assurance will verify completion of corrective actions when
participating in the annual reviews</ D :

5.10.4 When the CNR dlSpOSltlon/lS comiplete, the Cognl%mt Supervisor will file the

documentation in the CNR b1nder The binder is tabb\e\d accordlng to the CNR
number and the CNR log is kept\m the front of the CNR b1nder

5.11 Typical Use of CNR’s

meet tolerance.

/

. 5/11 11 ™ HKthereis \iﬁ le ‘ﬂ« ar , olerance the assembler or machinist
\ < \wﬂl place thi _ _art in his segregated bin for “bad” parts.
- 5 11.1.2 V The “bad? parts b1n is inspected by the Cognizant Supervisor on a
O
S \ monthly\bas1s \If\m his/her opinion the number of non
S conformn%partsns greater than normal a CNR will be issued.
\

/

\ 5.11.1 x N If>n\ent~ire run of parts is bad, a CNR must be reported.
\ | N
5.11}2\\Purchased p}/arts_ fail receipt inspection.
5.11.3 Incorrec\t/n{formatlon on quality documents such as quality purchase orders,
Certificates 6f Conformance, Calibration Certifications, Personnel Certification,

and Calibfation Standard Drawings.

5.11.4 Used to track and ensure timely response to audit ﬁhdings.

6. References

6.1.  CoreStar International Corporation, CIC-001, "Quality Assurance Manual"
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CoreStar International Corporation

Reporting of Defects and Noncompliance Pursuant to the
Provisions of 10CFR21

CIC-104, Rev. 2

1. . Purpose

This document is intended to meet the 10 CFR Part 21 requirements for defect reporting.
Policy and Scope

This document defines the process used by CoreStar to deterrn/lne if deviations from safety related
procurement documents are to be classified as defects. It also ‘conitains details on how this
A
determination is made, reporting requirements, and requiréd reportmg times in accordance with 10
CFR Part 21. Document retention issues are covered(as ‘well, Thg procedure applies to all.
equipment and services provided on purchase orders that’referencetthe requirements of 10 CFR Part
21. > :

Definitions N

N
3.1. Basic component (When applzed to nuclear power'reactors): A plant structure system,
component or part thereof necessary 10 assure (i) the intégrity of the reactor"oolant pressure
boundary, (ii) the capability to shut\down\tne reactor-and. r{lalntaln it in a safe shutdown
condition, or (iii) the capability to* prevent or mitigate the consequences of accidents which

\
could result in potential off site expesures \ ™.

3.2. Basic component (When applzed to other: faczlttzes)/ A\component structure, system, or part

thereof in which a defect or fjulu}.re could create a substantial safety hazard.
\ L \

3.3. Basic component (All Cases) In. all cases bas1c component includes safety related design,

: analys1s inspection,, testing, falbncatron replacement parts, or consulting services that are
assocrated with the: component ha\r\dware design certification, design approval, or information
in support of an early: site.permit apphcatlon under part 52 of 10 CFR 50, whether these
serv1ces\are performed b’.}"fﬂé he compg\njnt supplier or others.

,
\\. ., 2 \

3.4. Defect: A devratlon or departure from the technical requirements in a basic component.
\ \ // . f.
3.5. Deviation: A depart\ﬁre from the technical requirements included in a procurement document
or specified in early Sit¢ permit information, a standard design certification or standard design
approval.

3.6. Discovery: The completion of the documentation first identifying the existence of a deviation
or failure to comply potentially associated with a substantial safety hazard within the
evaluation procedures discussed in 10 CFR Part 21.21.

3.7. Evaluation: The process of determining whether a particular deviation could create a
substantial hazard or determining whether a failure to comply is associated with a substantial
safety hazard.
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Provisions of 10CFR21

3.8. Notification: The telephonic communication to the NRC Operations Center or written

transmittal of information to the NRC Document Control Desk.

3.9. Procurement document: A contract that defines the requirements which facilities or basic

3.10.

3.11.

3.12,

3.13.

\ \
4. Responsnbllmes \ / :
/ \\\ \
, 4.1.-”

components must meet in order to be considered acceptable by the purchaser. -

o~

Responsible officer: The president, vice-president, or,cther’individual in the organization of
a corporation, partnership, or other entity who is Vested Avith executive authority over
activities subject to this part. N

Safety Related Purchase Order: A purcha@der that references the CoreStar 10 CFR 50
Appendix B quality program including -the réquirements for IOQ R 21 reporting.

Substantial safety hazard: A loss of safety-fuhction to’ the extent th\attthere is a major
reduction in the degree of protection provided to°public-health and safety for any facility or
activity licensed or otherwise approved or regulated bs// the NRC, other than for export, under
parts 30, 40, 50, 52, 60, 61, 63 70\71,€or 72 of 10°'CFR 50.

Supplying or supplzes \Contractually\responsrble\for a basic'component used or to be used in
N Vs . N )
a facility or actrvrty whrch 1S subj ectt\o\t{lireg/u/latrons An this-part.

;.

.
Employee \ \

4 1.1 Identrfy arr\d report a11 defects and noncompliance issues to his/her Cognizant

N \ Manager\ \ ‘

\\ \

4.1.2\ Shall 1mmed1ater report all product returns and customer reports of non
conforrnlng products to the Cognizant Manager.

\\/

4.2. Cognizant Managef

4.2.1. Holds the primary responsibility for addressing defect and noncompliance issues
brought to his/her attention by CoreStar personnel pursuant to 10 CFR Part 21.

4.2.2 Shall evaluate all product returns and customer reports of non conforming
products brought to his/her attention for non conformance and 10 CFR Part 21
reporting requirements.
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‘ Provisions of 10CFR21

4.2.3 Shall post 10 CFR Part 21 and the Energy Reorganization Act of 1974 in the
primary work area of his/her personnel.

4.2.4 Shall elevate potential 10 CFR 21 reporting issues to the CoreStar Quality
Assurance Manager, CoreStar President, and customer, as applicable to the
reporting requirements of 10 CFR Part 21. This means that the President or one
of the Vice Presidents, which are required by-10 CFR 21.21 to report defects,
must be informed as soon as is practicable’and-within all cases, five days from
when the incident was reported.

4.3. Quality Assurance Manager

4.3.1. Shall assist in the evaluatlon\oﬁhe deviation, the associated reporting,
evaluation, and corrective actio; i

4.4. President or Vice Presidents (Directors)

4.4.1 Ifithas been determi{lec\l within CQreStar tti{at\t\{le deviation from a safety related
‘ purchase order is a defect, the President or one of the Vice Presidents of
CoreStar,\wﬂl\report this to the NRC in Accordande with the reporting

>
r’e/qulr/éments 010 CFR PartZ1 217

N
AN
N
I
/ /
//
s

51> I{ a.non conforr}an(\:\e can be\,«clasmﬁed as a deviation from a safety related purchase order,
it must be evaluated\\for 10 CFR\I}’/art 21 reporting requirements with this procedure. The
CoreStar\non conformance procedure (CIC-107) directs all such non conformances to this

procedure for evaluation. ;
/

N
5.2 Assoon as the. dev1at10n is reported, the discovery process begins. The dlscovery process
entails writing a descrlptlon of the deviation.

5.3 Evaluation is the next step in the process. Evaluation is the determination if the deviation
is a reportable defect in accordance with 10 CFR 21.

5.4.1 If the evaluation is to be performed by the customer, it must be reported to them
within five days from the initial reporting of the deviation.
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5.4.2 If the evaluation is performed by CoreStar, and if it is determined that there is a
defect, it must be reported directly to the NRC within 60 days of the beginning of the
evaluation process. The evaluation shall include (i) All available information
regarding the deviation. (ii) An analysis of the cause of the deviation. (iii) An
analysis of the possible safety impact caused by the deviation.

NOTE: In most cases CoreStar will report the deviation to the customer because
they are in a better position to determine the safety, implications of the deviation. We
. . S r
will supply the customer with all necessary-technical information. The items below
indicate the process by which CoreStar would\ebaluate a deviation for 10 CFR Part
21 reporting. \;«' ‘\\\
5.4.2.1 Is the identified problem applicable to component hardware or software? If
the answer is “NO” the}l\STOP Part 21 is not appl1cable
5.4.2.2 Does written documentation ex1\st 1nc}10at1ng that the 1d\ent1ﬁed problem has
already been reported to the NR\C\by an external source‘?\If\the answer is
“YES” then STOF‘Part 21is not\apphcable
5.4.2.3 Does the 1dent1ﬁed problem concern.a basic component (plant structure,
system component, Qor part. thergef
‘ 5.4.2.3.1_ Necessary\zo assurethe integrity of the reactor coolant pressure
L~ \boundary,\or A /\\\\ N
\5.4.2.3.2\Necessary to assure the capability of shutting down the reactor

N,

N \\ and malntaini{l’g it in a safe shutdown condition, or

o 5.4.2. 3 3 /Necessary to assure the capability of preventing or mitigating the
. “\, AN gonsequences of: acmdents which could result in potential offsite

pa ' “ exposures- comparable to those referred to in 10 CFR 100.11?

NN 5.4;2\33 4 IF the Answeite’any of the above questions is “YES” then -
\ ‘ csnn\ﬁue to paragraph 5.4.2.4 of this procedure (NEXT question).
\M\\ \ \ IF the- answer to all of the above questions is “NO” then STOP.
RN Part 21'is not applicable.

\\/' )
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5.4.2.4 The basic component containing the identified problem or noncompliance:
5.4.2.5.5 Has been delivered to the plant, or
5.4.2.5.6 Has been installed in a portion of the plant offered for acceptance,
©or

5.4.2.5.7 Creates a condition or circumstance that could contribute to
exceeding a safety limit as deﬁned in the station Technical
Specifications? -

5.4.2.5.8 IF the answer to any (3(f/the above questions is “YES” then
continue to paragraph 5. 412 5*of this procedure (NEXT question).
IF the answer to all of,the above”questlons 1s “NO” then STOP.
Part 21 is not apphc\able

5.4.2.5 Could the identified problem or noncompliance cfeateka substantial safety
N
hazard by resulting in one or more ot; the> consequences descrlbed below?
5.4.2.5.1 Exposure in excess ofithe l1m1ts in 10 CFR’ 20 2202(a) or
5.4.2.5.2 Expo\sure of any 1nd1v1dua1 in an unrestricted atea to a total
effectlve dose.in any period-of one calendar year in excess of the
limits of, 10°CFR20.1301, 0r \_

. 5.4.2:5.3  Release of rad?&act&e\matenal inside or outside of the RCA, so
// . \that had } an 1r\1d1/\/1dualﬂbe%n\p{esent for 24 hours, the individual
”\ < ~ could have\{ecel\;ed an intake in excess on one occupational
" annual limit on intake, or

qre of securlty system equipment such that an unauthorized

“Ma}B“r deﬁ01ency means a cond1t10n or c1rcumstance
\%under normal operating conditions, an anticipated
trans1ent;;0r postulated design basis accident could contribute to
exceedmg a safety limit or cause an accident, or in the event of an
acc1dent due to other causes could, considering an independent
single failure, result in a loss of safety function necessary to
. mitigate the consequences of the accident, or
5.4.2.5.6 A condition which could seriously compromise the ability of a
confinement system to contain radioactive materials.

5.4.2.5.7 IF the answer to any of the above questions-is “YES” then the
item is reportable under Part 21. IF the answer to all of the above
questions is “NO” then STOP. Part 21 is not applicable.
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 CoreStar International Corporation

Reporting of Defects and Noncempliance Pursuant to the -CIC-104, Rev. 2.

‘ Provisions of 10CFR21

5.4.3 Initial notlﬁcatlon by facs1m11e to the NRC Operatrons Center at (301) 816-5151
: or by telephone at (301) 816-5100 within two-days following receipt of
information by the director or responsible corporate officer on the identification
of a defect or a failure to comply. Verification that the facsimile has been
received should be made by calling the NRC Operations Center.

5.4.4 Written notification to the NRC at the addr{s}speerﬁed in Part 21.5 within 30 -
days following receipt of information b§ thedlrector or responsible corporate
- officer on the identification of a defect or-a fa1lure to comply. -

-5.4.5 The written report shall includéb\ut not be limited‘to the fol-lowing:
. /
") Name and address of the individual or 1nd1v1duals informing the
Commission. (i1) Identification ofthe facility, ‘the activity, or the basic
component supplied for such facrhty’)or such aCtl\\llty within the United
States which falls to comply\or contains a defect. (111) Identification of -
the firm co\nst\ructlng the facility or. .supplying the basic component
_ _ which fails to comply Or contamS\a defect (iv) The nature of the defect
‘ ~or\f311ure to comply and-the" safety hazard which is created or could be
: . " created by suchdéfect or fajlureto coﬁlply ((v) The date on which the
- ( e information of such'defect or failure to comply was obtained. (vi) In the-
' ‘ \ 7 o~
case of a l!)asn: componént which contains a defect or fails to comply,
\ the number an locationof these components in use at, supplied for, or
o \\ may be supplred\for manufactured, or being manufactured-for one or
T N more facilities or. act1v1t1es) subject to the regulations in Part 21. (vii) The
L < ' N \corre\ctrv\e action which-has been, is being, or will be taken; the name of
N \-\ N\ the rndrk?rdual or organization responsible for the action; and the length
NN of time that-hasbeen or will be taken to complete the action. (viii) Any
\\\ . advrce\related\ 6 the defect or failure to comply about the facility,
N activity, or basic component that has been, is being, or will be given to’
purchasers or licensees. (ix) In the case of an early site permit, the

Qr/ltltle/s to whom an early site permit was transferred.
s : .
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Provisions of 10CFR21 :

5.5‘ Maintenance and Inspeétion of Records

_ Th_e fbllowing evaluation records will be kept:

) .
5.5.1

'5.5.2

- associated with a basic component.“*

5.5.3

five years after the date of evaluatlon

Records on all dev1at10ns and failures to comply must be kept for a minimum of -

Suppliers of basic corhponents must‘ retainia record of the purchasers of basic
components for 10 years after delivery ofthé:basic component or device

L

Each individual, corporation, partnershlp, ded1cat1

tity, or other entity _
subject to the regulations in this part shall permit the

ommission the

- opportunity to inspect records-pertaining to basic compo’né}’ [ t% that relate to the

identification and aluatlon of dev1at10ns,,and the reportln f defects and

[Revision Date: 04/22/09 Page 8 of 8




NRC Audit Response
NRC Inspection Report NO. 9901380/2009-201 .

Response to deficiency #2

Statement of Deficiency:

B.

Criterion XVIil, “Audits,’;of Appendix B to 10 CFR Part 50, states in part that; “a
comprehensive system of planned and periodic audits shall be caried out to verify .
compliance with all aspects of the quality assurance program and to determine the

. effectiveness of the program. The audits shall be performed in accordance with written
_procedures or check lists by appropriately trained personnel not having direct

responsibilities in the areas being audited. Audit results shall be documented and
.reviewed by management having responsibility i in the area audited. Followup action,
including reaudit of deficient areas, shall be taken where indicated.”

CoreStar Quality Assurance Manual CIC-001, Revision 1, dated May 5, 2006, Section
21, "Audits,” paragraph 21.2, states in part that, “a written report documenting the audit

~ results and required corrective action shall be prepared and distributed to appropriate

management. The report shall require the audited organization to reply withina

specified time penod and to identify planned corrective actions and a schedule for
implementation when corrective action is required.”

CoreStar Procedure CIC-002, “Audit Procedure" Revision 4, dated October 1, 2008,
paragraph 5.4.1, states in part that, “the disposition of all audit findings and designated
observations shall be documented...” Section 3, “Definitions,” of CIC-002 states in part
that, “a finding is an audit result supported by objective evidence which reflects a
violation of procedures or the QA program...” “An observation is an audit result

“supported by objective evidence, which while not a direct violation of procedures 6r

standards, may potentially affect the quality of CoreStar’s services or products, if not
monitored or addressed. Observations do not require a wntten response unless SO
directed by the auditor.” ‘

Contrary to the above, on October 27, 2009

The mspectors identified several examples of observations that met the- definition of a
finding. -CoreStar failed to identify and perform any associated corrective actions. Some
examples included:

1.) The “2006 Internal Audit Report,” dated December 11, 2006, had an observation on
CIC-114, “Indoctrination, Training, & Qualification of Personnel to Quality Control (QC)
Inspector Status,” in paragraph 4.1, that stated the QA manager is solely responsible for
the indoctrination, training and qualification of QC personnel. There was an individual in
the probe shop performing QC1 checks for calibration standards that had not been
designated by the QA manager. Another observation was on CIC-112, “Document
Control,” that required applicable records to have a hard copy kept in place at CoreStar’s -
facility and an electronic copy kept offsite. The auditor did not find copies for training, .
certifications, or audits kept offsite electronically. . -

2.) The “Audit Report for CoreStar International #£08,” dated December 6, 2007, had an
observation on an outside agency (Wiltec) that was used for non-destructive
examination (NDE) instruction. - There was no evidence that CoreStar evaluated or
audited the agency and that the instructor was qualified to provide this service. Another
observation noted that four procedures that had been revised were not in the controlled
Quality Assurance Manual (QAM) provided to the audit team.

This issue has been identified as Nonconformance 89901380/2009-201-03;



“ NRC Audit Response
NRC Inspection Report NO. 9901380/2009-201

Reason for NonConformance 99901380/2009-201-03:

_ Since 2005 CoreStar has outsourced its internal audits to a corhpany called Maintenance and

Inspection Services(MIS). The Lead Auditor opted to call what he viewed as non major issues

. observations in the audit report. They were findings according to our definition of a finding, not

observations. As observations, no reporting is required unless requested by th_e'auditor-.

‘Corrective Actions: -

We will review all internal audit observations from the 2006 internal audit to the present. We wiill
ensure that all observations are classified correctly. If they should be findings we will
investigate to see if they have been responded to. If not, we will invoke our new non
conformance procedure (CIC-107) to. make sure that we respond correctly.

A Corrective Steps from this point forward:-

We will ensure that all lead audltors for our internal and external audits are properly
indoctrinated on the requirements of our audit procedure (CIC-002). We will also create a letter

-to file stating that all members of the audit team have been made fully aware of the

requirements of our CIC-002 procedure before performing any audits for CoreStar.

Completion Date:

May 31%,2009

" The review of internal audlt observations from 2006, 2007, and 2008, and closure thereof will be

completed by May 31%, 2009.



NRC Audrt Response
NRC Inspection Report NO 9901380/2009-201

. ~ Response to deficiency #3

Statement of Deficiency:

C. Criterion VI, “Control of Purchased Material, Equipment, and Services” of Appendix B to
: . 10 CFR Part 50, states in part that, “measures shall be established to assure that
purchased material, equipment and services, whether purchased directly or through - -
contractors and subcontractors, conform to the procurement documents. These
measures shall include provisions, as appropriate, for source evaluation and selection, .
objective evidence of quality furnished by the contractor or subcontractor, inspection at
the contractor or subcontractor source, and examination of products upon delivery.”

Contrary to the above, as of February 26, 2009:

'CoreStar failed to establish measures to assure that Certificates of Conformance
provided by CoreStar conform to procurement documents. Specifically, CoreStar's
implementing procedure did not describe a certiﬁcation system for safety-related

"products or services provided by CoreStar. CoreStar failed to provide Certifcates of

Conformance to Master-Lee Energy Services for:

1) Safety-related standards and software as required in purchase order 5571 (CoreStar
work order 3563), dated February 22, 2008, and; .

2) Safety-related standards as requnred in purchase order 5589 (CoreStar work order
3641), dated March 24, 2008.

| This issue has been identified as Nonconformance 99901.380/2009-201-04.

‘ Reas0n for NonConformanCe 99901 380/2009-201-04:

“An oversight by the employee responsible for creating a Certificate of Conformance and on the
part of the QA manager for not exercising proper overS|ght on safety related purchases

Correctlve Actlons.

. The above items are isolated incidents. The Offlce Manager will contact the end customer and
-will i issue Certificates of Conformance. :

o

- Corrective Steps from this/point forward:

A procedure has been written to control our generation and use of_\Certificates of Conformance.
It has been attached to this response. We have created a special work order to track safety _
" related purchases. This work order contains a checkbox to help insure that all QA requirements
. are met. :

Attachments: New procedure controlling the issuance of Certificates of Conformance.
Completion Date:

May 31, 2009
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Purpose

The purpose of this procedure is to define the guidelines in which
CoreStar International Corporation issues Certificate of Conformances. -

Pollcy and Scope

: 2.1 It is the policy of CoreStar to folIow apphcable codes in the creatlon '

of Certificates of Conformance.
- 2.2  This document applies to purchase orders that request a certificate
~of conformance _ o

' ‘Definitions

31

Respon5|b|I|t|es - /\'

4.1  The Office Manager is \responsrblef I
management aspects of-this' p@cy

J,_.,\

\
4.2 The/PreS|dent or QA Manager/\ls responsnble Yor the quahty ’
‘ assurance aspects of th|s pollcy/ \\> :

. \\
Procedure\ ) a
SNV

~. /-«

i 51 When a Certlflcate of- (Sonformance is requested in a procurement

/" ' document the foIIowrng\ stepsvmust be foIIowed to issue the
certlflcate\of conformance : '

NN N VN x\

1.1 The certrfrcate shall identify the customer and purchase
N order number :

N, / '

5.1:2 \The’ certrfrcate shall identify the purchased material or
&qmpment anng with their approprlate serial number(s).

' 5.1.3 The certificate shall state that the rtems in the procurement
document have been met.

5.1 4 The certificate shall identify any procurement requirements
* that have not been met, together with an explanatlon and the
means for resolving the nonconformance ‘ :



515

516

~ The certificate shall be signed or otherwise authenticated by

a person who is responsible for quality assurance.

Once complete, the certificate number should be displayed
in the footer. The numbering scheme is COC followed by
the month, day, and year. If there is more than one
certificate completed on that date, then the certificate _
number will be COC followed by the month, day, year, and a
hyphen and the next number, for example: the second
certificate of conformance performed on January 2, 2009,
should be numbers as such: COCO1022009 2. Thisis also
how the file name should be- stored on the quality assurance

' hard drive.

5.1.7

6.0 References

61 CIC:00

‘order.

The certificate Sh0u|d§§é%00pled twice, T, he orlgmal will be
filed with the Qua!' y:-Assurance documths\ One copy will
be given to the cust mer which will be pIaced with the items
to be shipped, and othenwill be filed with the\mv0|ce :

packing slip, work order |ginal customer: purchase



NRC Audlt Response
NRC Inspect|on Report NO. 9901380/2009-201

" ~ Response to deflclency #4

- Statement of Deficiency:

D.  Criterion XVI, “Comective Action” of Appendlx B to 10 CFR Part 50, states in part that,
“measures shall be established to assure that conditions adverse to quality, such as
failures, malfunctions, deficiencies, deviations, defective material and eqmpment and
ncnconformances are promptly identified and corrected ”

CIC Quality Assurance Manual CIC-001, Revision 1, dated May 5, 2006 Section 19,
“Corrective Actions,” paragraph 19.1, states in part that, “the need for corrective action is
identified from sources such as nonconformances, failures, malfunctions, audits,
inspections, and surveillance. Quality Assurance participates in verifying that o
‘appropnate correctxve action is implemented.”

CoreStar. prooedure clC- 107 Revision 2, dated August 30, 2007, “Non-conformance
and Corrective Action Procedure,” states in part that, “CoreStar management will define
corrective actions during the periodic CNR reviews. Quality Assurance wnll verify
completion of corrective actions when participating in the annual reviews.”

_Contrary to the above, as of February 26, 2009: ‘

) CoreStar failed to perform the corrective actlon identified in CNR 06-0022 CNR 060022
identified the following corrective action: revision of the CoreStar finding form by addition
ofa “followup section. CoreStar failed to add this “followup” section to their finding form
during the last revision of this form on October 10, 2008.

l'his issue has been identified as Noncontormance 99901.380/2009-201 -05.
Reason for NonConformance 99901380/2009-201-05:
. There were two contributing factors.

1.) Our current non conformance reporting process is very complex. This was noted in our
2009 Anatec Audit and in our response to this audit. The CIC-107 procedure rewrite
simplifies the non conformance reporting process and includes an expl|C|t test to link the
non conformance to our 10 CFR Part 21 reportlng procedure.

2.) The Iack of a QA manager. Since 2004 we have had three different QA Managers with |
the President serving as interim QA manager between each of them. This change of
hands in the QA department has allowed some issues to go unaddressed.

, Corrective;Actions: - | S l
vCoreStar will complete the CNR 06 0022 by May 31,
Correctlve Steps from thls point forward:

Our non conformance reporting procedure (CIC-107) has been rewritten to greatly srmpllfy the
reporting process We are also in the process of hlrlng aQA Manager

Attachments: Revised CIC-107 and associated form and Iog file. _

Completion Date:

@  May3r® 2009
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CoreStar International Corporation

| Noﬁ-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

1.

Purpose

The purpose of this procedure is to define the process by which CoreStar International
Corporation (CoreStar) resolves issues adverse to quality as defined in the CoreStar Quallty
Assurance Program.

Policy and Scope

2.1 It is the policy of CoreStar to aggressively resolve items or processes that are adverse to
quality as defined in the CoreStar Quality AssuranCe Program.

2.2 The scope of this procedure is limited to products manufactured by or purchased by
CoreStar, critical processes performed by CoreStar, and' quality related documents.

Definitions
31 CNR 4

3.2  Disposition Definitions:

Rework (RW) . ™
AT

A dlsposmon that spec1ﬁg/spthe process by which a non-
conformmg itei-is made fo conform to a prior specified
N \ requlrement by completion, re-machining, reassembling
\\ / or rez}dj usting.

N NS ™ \

Repalr (RR) \\; c 7N dlsposmon that provides for restoration of a
N \ N nonconformmg characteristic to a condition such that the

\ \ \ % capablhty of the item to function reliably and safely is

\\\ % vi,unlmpalred even though that item may still not conform
\
\\ \) \\ entails repeating the procedural step(s) necessary to bring

to the original requirements. In the case of a process, this
\\\ / /i the intended results within the acceptance criteria.
.

. /
Scrap (SC)\\ // A disposition for an item that cannot be economically
) repaired or reworked to an acceptable level of-
conformance.

[ Issue Date: 06/20/97 | Revision Date: 04/24/09 Page 2 of 7




CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

Accept-as-is (AC) A disposition for a non-conformance when it is
established that the discrepancy will result in no adverse
conditions, and that the item under consideration will
continue to meet all of the engineering functional

requirements, including performance, maintainability and

fit. ’

Return to Vendor (RV) A disposition fo;,a non;conformance generated by a

Hold (HD) A dl/spom/tlon for a non- conformance if it is known that
the part:is not needed to complete an order. Management
\
will review these during the courss of the regular
management\r\e/wew to ensure that ﬁnal dlsposmon

Void (VO) A‘aiSposili\on code used for a CNR issued in error.
. Documenétioii’ (DC) \iclisposition ‘Code used to document errors in quality

v
documents such as Certificates of Compliance,

Calibration Standard Drawings, Quality Purchase Orders,

jp—— ~ and Te\s‘te}\ Calibration Certificates.

function or their designee in the event that he/she is
unavailable. This includes shop leads of CoreStar
manufacturing areas, Design Engineers for CoreStar
products, and Department Managers.

3. 3\ \Cogmzant Su \e‘rvm(}\An Engineer/Technician assigned to lead a speciﬁc
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CoreStar International Corporation

| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

4. Responsibilities

4.2

4.3

<

44,

Quahty Assuran(} Manager

SO\

Cognizant Supervisor

4.2.1 Must ensure that significant conditions adverse to quality as defined by this
procedure are corrected and verified.

4.2.2 Dispositions all CNRs.

423
4.2.4
4.2.5
requirements.
CoreStar'E?];l(;ee

It is the duty; ofall employees to re
defined in this\docq/mént.'

N,
4. 4 1\ It is the duty of the Quality Assurance Manager to ensure that significant

\condltlons adverse to quality are addressed and corrected in accordance with this
\ procedure. /.
4.4.2 The Quality-Assurance Manager must ensure that all CNRs are evaluated for
possibfe\:\l'(j CFR Part 21 reporting requirements.
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| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3
5. Procedure
5.1 When a nonconforming item or process is identified, the person who identified the

5.2

53

5.4

5.5

L
4

\

\

5.6

3.7

5.8

situation shall make an entry in the CNR log. This process assigns a unique number to
the CNR.

5.1.1 A log shall be maintained for CNR’s. The/md/wldual reporting the CNR will
update this log. When a CNR is 1ssued At is assigned the next CNR number
from the log. CNR’s will be numbered by the following alphanumeric sequence.

YYXXXX

The first two digits de51gné{e he year and the last four'digits are the serial
designators starting with 0001 j’ d endmg w1th 9999.
After the CNR is logged; it must be immed;gt ] reported to the Cognizant Supervisor.

Upon notification, the Cognizant-Superyisor sh 1: «imtlate the process of documenting
and descrlblng the issue related:to the-itein.on the CNR log

The Cogmzz}nt Superv1sor shall reportthe CNR{O the QA Manager or his/her designee
as soon as possible. Tn all cases thls shall be within-three days.
\.

Ifthe-CNR i 1s a dev1at10n from-a safety related purchase order, a 10 CFR Part 21
evaluatlon must beg1n<1mmed1ately\lhe\gm 21 reporting requirements are contained
/ in CoreStar. proeedure CIC 104. ‘
\ \
N NOTE Performlng a 10~CF R Part 21 evaluation does not waive the internal
requlrements of addressmg ‘the CNR through this procedure. Both processes must
be performed \J

/

!

If the CNR.is re\l/atéd t0 a final product, a subassembly, or a purchased item the non

conforming item is-identified with a Hold Tag and segregated pending the outcome of
N

the CNR process?

If the final disposition of the CNR is AC (Accept as is) or RW (rework) the Cognizant
Supervisor must also inform one of the engineers involved in the design of the non
conforming item.

The Cognizant Supervisor will assign a due date for the disposition of the CNR based
on the nature of the nonconformance.
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| Non-Conformance and Corrective Action Procedure | CIC-107, Rev. 3

5.9  Disposition of the CNR

5.9.1 The Cognizant Supervisor will document the resolution of the CNR by filling
out the CoreStar Nonconformance Report and obtain QA review and signature.

5.9.2 If the disposition is to repair or rework, and the disposition was not successfully
implemented, the CNR is to be reviewed by the Cognizant Superv1sor for re-
disposition. '

5.9.3 Ifthe CNR has been generated as & result of a'vendor manufactured component,
the Cognizant Supervisor deteprfiines the date by,‘«whlch the vendor must repair,
rework, or replace the parts.”Oncé the vendor hag mmitted to an acceptable
return date, the CNR can Be mgﬁed off.

5.9.3.1 If a vendor replaces parts with par{s\ which are al , nonconformmg,
new CNR iS'to_be written, re\ferencmg the original CNR number in the
“Ref. CNR”\block\Of the form.

7

. ;:l;f\ N
. 5.9.4 The/CNR forn{ includ\é‘s'?the int:&nigj[ipg below. °
. : J/ » B o R y

( N\
5:9.4:1 \CNR#

5.9.4. Z\w/Da:t‘e\\ N
D943 Name 0ﬁInd1V1dual Reporting Nonconformance

a —:"5 9.4, 4 <D/ésE1pt1Qn of. Nonconformance
(/ i 5 9:4. 5\ Cauyse and Extent of Nonconformance
\\.\'\ \\ 5.9.4.6. \ Ac@on Taken to Correct Nonconformance
AN '\\\ 5.9.4.7 Actior;\ Taken to Prevent Recurrence of Nonconformance

, ‘v]?xpected Date of Completion

" /Actual Date of Completion
/Signature of Cognizant Supervisor
7" Signature of QA Manager

\ N >y e qers
\5 9.4.8 B \l O0CFR21 Applicability

5.9.5 If at any time the CNR is deemed to be in error, perhaps found to be a duplicate,
the disposition field on the form and logbook are to be completed with VO for
void.
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5.10 CNR Filing and Review

5.10.1 CoreStar management and the Quality Assurance Manager will review CNR’s
annually to detect trends and establish corrective actions.

5.10.2 Outstanding CNR forms will be reviewed monthly by the Cognizant Supervisor.

5.10.3 CoreStar management will define correct'i\ge.actions during the annual CNR
bl
reviews. Quality Assurance will Venfy completlon of corrective actions when
participating in the annual reviews 2

5.10.4 When the CNR dlSPOSlthl’l/IS comiplete, the Cog 2ant Supervisor will file the
documentation in the CNR\blnder The binder is tabbed .according to the CNR
number and the CNR log is kept\m the front of the CNR blnder

5.11 Typical Use of CNR’s

5.11.1 Internally manufactuﬁﬂ;parts dg> t meet tolerance.
o L
is ou »of‘tolerance the assembler or machinist
w111 place thls art in his segregated bin for “bad” parts.

———35.11.1 ZVThe “bad” parts b1n is inspected by the Cognizant Supervisor on a
\ monthly\basm If\nbhls/her opinion the number of non
conformmg partsns greater than normal a CNR will be issued.

.

\ \ 5.11.1. 3 If an\entlre run of parts is bad, a CNR must be reported.
5. 11\2 Purchased parts1 fail recelpt inspection.
5.11.3 Incox\‘rect/inforr/rlation on quality documents such as quality purchase orders,
Certificates-0f Conformance, Calibration Certifications, Personnel Certification,

and Cal\ibfation Standard Drawings.

5.11.4 Used to track and ensure timely response to audit findings.

6. References

6.1.  CoreStar International Corporation, CIC-001, "Quality Assurance Manual"
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'C,oreStar Nonconformance Réport

CNR#

Reported By , - - Date

Cogniiant’Superv_isor ' I ' Date |

DESCRIPTION OF NONCONFORMANCE: .

CAUSE AND EXTENT OF NONCONFORMANCE:

Page 1 of 2 - o o -~ CIC-1019-R1 -




_ ACTION TAKEN TO CORRECT NONCONFORMANCE:
‘ O Accept-as is 0 Rework O Repair O Scrap O Return'to Vendor T Hold O Documentatlon 01 Other

NOTE: Accept-as-is and Rework actions reqwre that the Cognizant Supervnsor be one of the Desxgn Englneers for
the product in questlon

ACTION TO PREVENT RECURRENCE OF NONCONFORMANCE: -

DOES 10CFR21 REPORTING APPLY? O YES 'O NO

'DATE DUE
DATE COMPLETE
COGNIZANT SUPERVISOR .
Name - Signature
QA MANAGER } _
' Name Signature

 Page2o0f2 e . CIC-1019-R1



- CoreStar NonConformﬁce Report Request Log ”

CNR#

. DATE

DATE
COMPLETE

REPORTED BY

'SUBJECT |

REPORTED

' STATUS
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