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Part21 (PAR) | ' Event# 51621
Rep Org: HOMEWOOQOD PRODUCTS CORPORATION Notification Date / Time: 12/23/2015 11:15 (EST)
Supplier: NATIONAL TECHNICAL SYSTEMS, INC. FORM Event Date / Time: 12/21/2015 (EST)

Last Modification: 12/23/2015
Region: 1 Docket #:
City: PITTSBURGH Agreement State: Yes
County: ' License #:
State: PA '

NRC Notified by: RICHARD MARTIN Notifications: JAMES NOGGLE R1DO

HQ Ops Officer: HOWIE CROUCH PART 21/50.55 REACTORS "EMAIL
Emergency Class: NON EMERGENCY

10 CFR Section:

21.21(d)(3)(i) DEFECTS AND NONCOMPLIANCE

PART 21 REPORT - ERROR IN REPORTING THE VARIABILITY IN THE DOSE DELIVERED ON CERTIFICATE
OF PROCESSING

The following information was received from Homewood Products Corporation via fax:

"Steris Isomedix Services measuring and test equipment used by NTS (Formerly Wyle Laboratories, Inc.) to
determine the applied radiation dose did not account for all of the uncertainties involved, and therefore the actual
radiation dose applied to components and reported to Homewood Products Corporatlon by Wyle Laboratories,
could be less than the requested service condition dose."

The following information was received from Homewood Products Corporation as provided to them by National
Technical Services, Inc. (formerly Wyle Laboratories, Inc.):

_"The defect is an error in reporting the variability in the dose delivered or lack thereof on the Isomedix Certificate of
Processing for the Whippany, NJ facility. The U.S. Nuclear Regulatory Commission (NRC) under 10 CFR Part 50,
Appendix B issued a Notice of Nonconformance 99901145/2014-201-01 to Steris stating that the measuring and
testing equipment used to determine the applied radiation dose reported on the Isomedix Certificate of Processing
provided with each gamma irradiation run did not account for all the uncertainties involved (i.e. density of unrelated
products in carriers, off-carrier locations within the irradiator, and Cobalt-60 source decay) and therefore the actual
radiation dose applied to components could be less than requested as reported on the Certificate of Processing.

"Steris Isomedix Services completed an evaluation of the dose rate variability of items processed in off-carrier

locations in the irradiator. Steris Isomedix Services Position Paper dated 4/27/15 states the overall variability
(uncertainty) associated with gamma radiation exposures at their Whippany, NJ facility.”
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The affected facilities have been notified of the non-conformance. They are:

Homewood Products Corporation, Pittsburgh, PA
Homewood Energy Services, Pittsburgh, PA
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Quality Assurance Program
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Homewood Products Corporation

HOMEWQOD
PRODUCTS

CORPORATION;

PART 21 MATERIAL REVIEW BOARD EVALUATION FORM

Date of Discovery: 12/21/15 Referenced Deficiency Document: Attached NTS Letters

requested scrvice condition dose.

Description of Problem: Steris Isomedix Services measuring and test equipment used by NTS (Formerly Wyle Laboratories,
Inc.) to determine the applied radiation dose did not acoount for all of the uncertainties involved, and therefore the actual radiation
dose applied to components and reported to Homewood Products Corporation by Wyle Laboratories, could be less than the

Sectjon 1; Serccning:

Is the condition a failure to comply or a deviation i.e.,
¢ adeparture from the technical requirements included {n a procurement document?
* adeparture from standard design certification or standard design approval?

Explain: The condition is a departure from the technical requivements in a procurement document and design
certification. '

Section 2; Capability . .-

Does the HPC have the capability to perform the evaluation to determine if a defect exists?

Ifno, the HPC Material Review Board Chairman shall inform the purchasers or affected licensees within five (3)
working days so that the purchasers or affected licensees may evaluate the deviation or failure to comply.

“Section 3: Evaluation® "% .

Is the condition a defect or failure to comply that results in a substantial safety hazard i.e.,

» 3 significant deficiency in a final design?

v asignificant deviation from equipment performance specifications or qualifications?

* amajor degradation in performance of essential safety-related equipment?

*  asignificant breakdown in any portion of the Quality Assurance Program? -

Explain: Homewood Products Corporation will perform an evaluation to determine the impact on the five (5)
motor qualification reports supplied to Homewwood Products, and if the results are a substantial safety hazard., The
evaluation will be completed within the 60 day period from the above discovery date.

Scction 4: Notifications Required - <~

.HPC Quality Manager X 12/21/15
Nuclear Regulatory Commission (NRC) ' X 12/23/15
Customer

I Additional actions to be taken: (references)
HPC Attendee Review Organization HPC Attendee Review Organization
Richard J. Martin Quality Assurance John Mikach - Enginecring

Kevin Monaco HES Marketing

——

HPC Material Review Board Chair Approval Signature: ébﬁ’-ﬂ—\. W : Date: / 2 /R} /bfﬁ/.i“'
: 7 [

Form QF-15b/Revision (0) 7/8/11
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Formerly Wyle Laboratories, Inc. Déce mber 14, 2015

Homewood Products Corporation
820 Washington Blvd.
Pittsburgh, PA 15206

Attention: QA Manager

Subject: Pursuant to 10 CFR Part 21, this letter notifies Homewood Products of the
existence of a reportable defect and its evaluation

Reference:  Homewood Products Purchase Order No. N43333, Wyle Laboratories Job
Number 55622

The defect is an error in reporting the variability in the dose delivered or lack thereof on the
Isomedix Certificate of Processing for the Whippany, NJ facility. The U.S. Nuclear Regulatory
Commission {NRC) under 10 CFR Part 50, Appendix B issued a Notice of Nonconformance
99901145/2014-201-01 to Steris stating that the measuring and testing equipment used to
determine the applied radiation dose reported on the Isomedix Certificate of Processing
provided with each gamma irradiation run did not account for all the uncertainties involved (i.e,
density of unrelated products in carriers, off-carrier locations within the irradiator, and Cobalt-
60 source decay) and therefore the actual radiation dose applied to components could be less
than requested as reported on the Certificate of Processing.

Steris lsomedix Services completed an evaluation of the dose rate variability of items processed
in off-carriar locations in the irradiator. Steris Isomedix Services Position Paper dated 4/27/15
states the overall variahility {uncertainty) associated with gamma radiation exposures at their
Whippany NI facility.

Steris provided revised Component Irradiation Certification(s) that shows a revised minimum
total delivered dose of 17.22 Mrad for Steris Process Run ID 30224A. The revised Steris

certificate is attached.

Per the Wyle Laboratories Report 55622TR09, the stated required service condition dose is
18.25 Mrad.

The revised minimum total delivered dose does not envelop the stated service condition. The
impact of this Part 21 on qualification is unknown. Please review this information to determine
‘the impact of this defect on'your application.

NTS Huntsville » 7800 Highway 20 West » Huntsville, AL 35806 » (256) 837-4411 » Fax: (256) 830-2109 + www.nis.com
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Formerly Wyle Laboratories, inc.
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December 14, 2015

If you have any questions, please feel free to contact me by phone (256) 716-4276, fax (256)

830-2109, or email megan.tocomey@nts.com.

Sincerely,

National Technical Systerns Huntsville
Formerly Wyle Laboratories, Inc.

- -""":;b—'——.u_,_\_&_‘:s_.ﬂ-"'—"
Megan Toomey
Senior Contracts Manager

Page No. 2
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Formerly Wyle Laboratorles, Inc. December 14, 2015
STERIS' ‘
= COMPONENT IRRADIATION CERTIFICATION
" vt Preparcd l'or Wyle Laboratories _
Source Tg: Cnbalt 60 Guunma PO, HSVO049082
Air Ejuly, Resjuited st (MRADS} [ 200
Kaie Not 1o Exeend (MRADS / Hr,) ) ) 108
SPECIMENS:
T Gy “E fart Na, Serf Mo Deseripiian
1 N/A ' NiA 73 hp Honzontal Moior
ittt e e+ . .
1 o MIA NZA Clievean SRI-T Cirewsts
DATA:
Tatal Delivercd Dose (Aary MEADS: Min 7.2 Max 22,88
Edase Rate (Air) MRADS / He Min 30 Max )
Total Exposure Hoors 378
e ' - Tummbte T B
SrzeRorxon 2 WAY: . . MNane
Roiation
Date fa: 08/1 109 Dale Out: G8/1 /00
DOSIMETRY:
Dosimwter Type Harvecll Red 4034 Ferapes Balsh ke T T
Cafibrahan Dute 012009 Calibrasion Dug Dals olRwig !
Restdugt Instournent: Beeknn DU-GI0 Serial No: A320157 - i
Calibranion Daw O&/ | B0 Caliration e Date s/ 1 809
, Commentss Process Run #3034 A,/ "Dase has e adjusied for a process varability of 9.4% in accordance wath STERT
! lsomedis Services Ppstion Saper Appendix C (Rev S727715)" £ Revisad Cogy 1101/15
i ' ATPACHMENTS:
]
: Worksteets: NIA Prrawings: NeA
, Natiee of Ancmaty- N/

7 . _
Approved By:_ M’/ Thie:___ ST QS/RC Analyst Date: _ / g_JjS_'

Arocessing Location: STERIS fmedhe feevices 9 Apallo Dnve, Whpprisy. NJ 07981 Flone 973-387-27 58 Fax: 47188 7. 4851
The peceluvt Fun desenbed above woy pracos < 'R uocerd g wil) ST5 RIY (st Sunvges Ll ey Yyeem prten R i e afvod (Pt i am g
STERIS lrosmguten, Sorvrcit St Mg 1 400 10 DU PE2NEE anth apPlacatis aalt ad felarst ppylsens (1A NUE, A afidd CRMAL 8 TLEIN IS S st
O QOTITS U0 37 R dpunftly NPy Wl medf X thae 10§ wre i adad dhe TTIA QSR 20t 150 TS 001 ST B8 IS ety Sovvn v attineey {u ZEYUICH G e 1l
ot 5 AMSUAAM ST L1137 ant | 9§12,

FROC.00830 Foem 3 Rev 3 LT Dt . Des Eﬁm& Stazts 07¢. Compleieds Pagel ol
Multiple or Single
Facility

Page No. 3
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Formerly Wyle Laboratories, Inc. , : December 14, 2015

Homewood Energy Services
820 Washington Blvd.
Pittsburgh, PA 15206

Attention; QA Manager

Subject: Pursuant to 10 CFR Part 21, this letter notifies Homewood Energy Services of the
existence of a reportable defect and its evaluation

Reference: = Homewood Energy Services Purchase Order No. N37223, Wyle Laboratories Job Number
51526

The defect is an error in reporting the variability in the dose delivered or lack thereof on the isomedix
Certificate of Processing for the Whippany, NJ facility. The U.S. Nuclear Regulatory Commission (NRC)
under 10 CFR Part 50, Appendix B issued a Notice of Nonconformance 99901145/2014-201-Q1 to Steris
stating that the measuring and testing equipment used to determine the applied radiation dose
reported on the Isomedix Certificate of Processing provided with each gamma irradiation run did not
account for all the uncertainties involved (i.e. density of unrelated products in carriers, off-carrier
locations within the irradiator, and Cobalt-60 source decay) and therefore the actual radiation dose
applied to companents could be less than requested as reported on the Certificate of Processing.

Steris Isomedix Services completed an evaluation of the dose rate variability of items processed in off-
carrier locations in the irradiator. Steris Isomedix Services Position Paper dated 4/27/15 states the
overall variability (uncertainty) associated with gamma radiation exposures at their Whippany NJ facility.

Steris provided revised Component Irradiation Certification(s) that shows a revised minimum total
delivered dose of 8.73 Mrad for Steris Process Run 1D 29620, The revised Steris certificate is attached.

Per the Wyle Laboratories Report 51526TR05, the stated required service condition dose is 8.75 Mrad,

The revised minimum total delivered dose does not envelop the stated service condition. The impact of
this Part 21 on qualification is unknown. Please review this information to determine the impact of this
defect on your application.

If you have any questions, please feel free to contact me by phone (256) 716-4276, fax (256) 830-2109,
or email megan.toomey@nts.com.

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laheoratories, Inc.

’”#_; g

RS

S

Megan Toomey
Senior Contracts Manager

NTS Huntsville = 7800 Highway 20 West + Huntsville, AL 35806 + (2566) 837-4411 + Fax: (256) 830-2109 » www.nts.com
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December 14, 2015

STERIS-Ispmedix Services
9 Apallo Drive
Whippany N} 07381
STERIS-Iscemedlx Sarvices
Component irradiction Certification
CUSTOMER | Wyle Labaratangs 1p.0.8 | H5vo0aa390
AIR EQUIV. REQUIRED DOSE {MRADS) 9.63
RATE NOT TO EXCEED (MRADS/HRY 1.00
. SPECIMENS:
Qry PARY NO. SERIAL NO, i DESCRIFTION —
1 N/A N/A & HP Matar
1 N/A N/A 4 kv Morarare
1 N/A N/A Ol (3/5 Full)
DATA
SOURGE TYPE: COBALT-60 GAMMA
TOTAL DELIVERED DOSE (AIR] MRADS: | MIN: 8.73 WAX: 12.37
DOSE RATE {AIR) MRADS/HR: MIN: 0.81 MAX 0,95
TDTAL EXPRSURE HOURS. 112
SPECIMEN AOTATION Away: | X AWAY: | HONE: |
DATE {N: 03/08/05 DATE OUT: 03/09/05
DOSIMETAY: "y
CBOSHAETER TYPE: | HARWELL PERSEEX - BATCH; HK,
: 16.5% , CALIBRATION DATE 10421704
: READGYT WNSTRUMENT: Beckman DU-640-C
[1
| SERIAL NO.: 4324039 CALIBRATION DATE | 08/14/04

irradintion Control 479620 /7 ~Oata has baan 2dfuziad for a peocoys wariysiity w69 4%

COMMENTS: i zccoeddnen wilh STEALS ltamadic S4vvices Pocitian Papar Appandix C {(Rav
P A4/27/15) / Revizad Copy 11/06/15 )
x ATTACHAEMTS:
WORKSHEETS: N T T ORAWNGS: NfA T T T

! NOTICE OF AMOPAQLY:

M/A

[ AUTHORIZED SIGNATURE:

™ f
TJWM el N

TITLE:

Sr.O5/AC Analyst | DATE:

11/08)i5” -

Page No. 2

Fraear 1702.2N18
Revision: &
Effzctva Data: 08/18/0%
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Formerly Wyle Laboratories, Inc. . Daecember 14, 2015

Homewood Products Corporation
. 820 Washingtan Bivd.
Pittsburgh, PA 15206

Attention: QA Manager

Subject: Pursuant to 10 CFR Part 21, this letter notifies Homewonod Products of the
existence of a reportable defect and its evaluation,

Reference: Homewood Products Purchase Order No. N42313, Wy!é Laboratories lab
Number 54067 '

The defect is an error in reporting the variability in the dose delivered or lack thereof on the
Isomedix Certificate of Processing for the Whippany, NJ facility. The U.S. Nuciear Regulatory
Commission (NRC) under 10 CFR Part 50, Appendix B issued a Notice of Nonconformance
99901145/2014-201-01 to Steris stating that the measuring and testing equipment used to
determine the applied radiation dose reported on the Isomedix Certificate of Processing
provided with each gamma irradiation run did not account for all the uncertainties involved (i.e.
density of unrelated products in carriers, off-carrier locations within the irradiator, and Cobalt-
60 source decay) and therefore the actual radiation dose applied to components could be lass
than requested as reported on the Certificate of Processing.

Steris Isomedix Services completed an evaluation of the dose rate variability of items processed
in off-carrier locations in the irradiator. Steris Isomedix Services Position Paper dated 4/27/15
states the overall variahility (uncertainty) associated with gamma radiation exposures at their

Whippany NJ facility.

Steris provided revised Component Irradiation Certification(s) that shows a revised minimum
total delivered dose of:

181.2 Mrad for Steris Process Run 1D 27585.

176.4 Mrad for Steris Process Run ID 27608.

The revised Steris certificates are attached.

Per the Wyle Laboratories Report 54067TR08, the stated required service condition dose s
200.0 Mrad. _ S : '

The revised minimum total delivered dose does not envelop the stated service condition. The
impact of this Part 21 an qualification is unknown. Please review this information to determine
the impact of this defect on your application.

NTS Huntsville « 7800 Highway 20 West » Huntsville, AL 35808 « (256) 837-4411 » Fax: (256) 830-2108 + www.nis.gom.
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Formerly Wyie Laboratoriss, Inc. December 14, 2015

If you have any questions, please feel free to contact me by phone (256) 716-4276, fax (256)

830-2109, or email megan, toomey@nts com.

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

Megan Toomey
Senior Contracts Manager

Page No. 2
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Formerly Wyle Laboratories, Inc.

STERIY

=

10 Feegicow

P e

COMPONENT IRRADIATION CERTIFICATION

Prepared for Wyle Labs

Bource Tyoe: Cobalt 60 Gamma  P.OQ. & EISY0042163
= —— CriTE—ta

Alr Eﬁm\!ﬂ)n% (MRADS) 200.0 ]
Ratg Not 10 Lxesed (MRADS £ Hr) 1.0
SPECIMENS;
Quy Pad No. Serial No. ﬁnmion
g N/A NiA B0 1P Metar
' B ( l NA HIA Mobile DYE Lygrt Mediun Of
DATA: N
“Fota) Delivared Dose (Air) MEADS: “Min 18129 Max A0S
Dosc Rate {AiF) MRADSJ He Min 0.627 Max 0.662
Tow} Exposune Hours: JB98
Tonuable
Siatic Rofagron T-WAY: * None
Rotation
Pate Tn. 8142007 Deate Owy; /372007
DOSIMETRY:
Dosimetey Type j Wirwell Red 404 Posspex | Batch - M
Calibrazion Dae LoNovIO0e é.-u ibration Due Dt 16Nav2007
Readau? Instzument: Teckman DU-GZ0-C Scriul Nos 135857
Cabbraion Date 03724106 Catibaation Due Dale o820y
Conunews, Romiz |80 diareas 2t Yr dase. Run # 27395 / “Dote has been adjusted for 3 process vanabilivs of 24%
aevondanee with STERLS [spmedix .qdr\'l'l.‘.-.’,,.\‘ Posinon Paper Agpendss C (Rav 2727/15)" { Revized Copy 11035/15
ATTACHMENTS:
Woekslwets; N/A Druwangs: NA
Nodce of Aromily: Nonzx

Approved By: e %r, QS/RC AnaintDnm .VA‘ 5‘/-]_'

Prercoatip | rcaion 80113 Sl 3o oy 3 Aps Pl Vave, Wiappon ¢ N4 ARIKT Mhano 97385 3054 Lpn 33K | 7
STUKES trredie STroee v [ s e 13 o] kg ih sppliaable waile 3o fotetal tegolipme (FDA_NRE 1 8x. o rEHAR ST8 RS 3apeta & ven eyt gty 3 duiing

Pl moei e vyt o6 S TDA DN sidd ) 10T 53, STRIN grocin Rervee adlides hrfequamtton prab M| el SOYFRAMIA0 1 RTaalB N §CT

PROC-0083 Fornt, 1 Rov: @ BiTDde  Jun 21, 2007 Pagef of |

Page No.3

December 14, 2015



STERIS
=

PN LY ey

Formerly Wyle Laboratories, Inc.

December 14, 2015

COMPONENT [RRADIATION CERTIFICATION
Prepared for Wylp Laboratories

Souree T;g: Cohalt 60 Camma PO, ¥HSV0043031

Tf\zﬁ-;quw. Rerjoured Denc (MRATIS) RIT)
[ Rate Nol o Eceeed (MIEADS 7Fir) )
' SPECIMENS: :
Qiy “Vurt No, I Sarial Me. Ul_:\;_:n-pu'(.)-u
I T Paieer U AWG Lend Ve | T NA Cablel (39 gl |
Yo7y A [ - .m_.ﬁﬁ._d.,--__ﬂ._ .,._._v.w,-.m..n-w.’- [FE—
. "HATA:
"Toud Debvized Doga (Aut) Micabis, T im 160 Max PEAYT
“Duost Kate (Aary MEADS 7 He Min i Max I o
;ﬁ!—.d Expenare Hoor, i (RN
: , * Turatabie : .
- Siznic Rotnion J-WAY: \ . Motz
i Rowacion
: Date In: tovo ] Dape Oue. J HI2aNTy
DOSIMETRY:
. Pasmeter Type tHarwell Red $UR Petspes | Balch M
“Calieation Oare 1 170807 Caltbrasion Due [rig 114808
i Reudoul Instripmenc: Becknun DLUGI0 Scaal Na: 4326387
Catlebwatin Dine l O03/25007 Cufiimarion Due Die B0
:'-C‘.'Onmmnh' Proccet Rutt #2608 7 “'lJﬂ.«: has by adjusecd Yor o peagess m.wdi.'y o 118 ¥ in acugrdance with STERIS
|_Lspmisih 2 Services Pesiten Paper Aopeeds C iRev ARV [ Raviecd Copy IS .
I . ATTACHMENTS: '
Wackshegta. } NA ™ I RN
| Noties of Anotaaly A

Approved Ry; . _ | L ‘fitle Sty Q5/RT ANAIYSL g0 z fo ,[/ -3

Procz sing Locatian: STERIS tshmedic Sefnen 9 Apolia Drrve, Whippany. NJ 0793! Prone 971-07.775% Fus 91343 591
NTLRS teasdi e Korvien Teabine wv it 2ing i@ wil S e PREAENG e and EUm) maotamny 0 T5 MR ar (AR S HEY fuunadii e mviLee
Ve e aQuaalily Cpalimt whooh Metss tho ragnnzdy €01 10§ DA QSR wa M 1M TR KTTRIV Srmeun Areve ot 1o s einesty jrraiod
Lrsin g ANSVAANERINEY 15 EAT anat | N S4D,

Stan s 07w, Completed:
Mutt ple or

Suge Fuc ity

PROC-(830 Form 3 Rewvi [ Eff Dme:  Aug8, 2007 T dof 1

Page No. 4




P T N Y T O P L R R R P  saas etvy Ak WYY e A A wad

Farmerly Wyle Laboratories, Inc. December 14, 2015

Homewood Energy Services
820 Washington Blvd.
Pittsburgh, PA 15206

4

Attention: QA Manager

Subject: Pursuant to 10 CFR Part 21, this letter notifies Homewood Energy Services of the
. existence of a reportable defect and its evaluation.

Reference:  Homewood Energy Services Purchase Order Nos. N35384 and N35662, Wyle
Laboratorias lob Number 48955

The defect is an error in reporting the variability in the dose delivered or lack thereof on the
Isomedix Certificate of Pracessing for the Whippany, NI facility. The U.S. Nuclear Regulatory
Commission (NRC) under 10 CFR Part 50, Appendix B issued a Notice of Nonconformance
99901145/2014-201-01 to Steris stating that the measuring and testing equipment used to
determine the applied radiation dose reported on the Isomedix Certificate of Processing
provided with each gamma irradiation run did not account for all the uncertainties involved (i.e.
density of unrelated products in carriers, off-carrier locations within the irradiator, and Cobalt-

_ 60 source decay) and therefore the actual radiation dose applied to components could be less
than requested as reported on the Certificate of Processing. :

Steris Isomedix Services completed an evaluation of the dose rate variability of items proceséed
in off-carrier locations in the irradiator. Steris Isomedix Services Position Paper dated 4/27/15
states the overall variability (uncertainty) associated with gamma radiation exposures at their

Whippany NJ facility.

Steris provided revised Component Irradiation Certification(s) that shows a revised minimum
total delivered dose of:

99.66 Mrad for Steris Process Run ID 22503 (4.0 kV Matorette).

99.66 Mrad for Steris Process Run ID 22503 (6.6 kv Motorette).

19.93 Mrad for Steris Process Run [D 22503 (10 hp Motor/Grease).

The revised Steris certificates are attached.

per the Wyle Laboratories Report 48955TR04, the stated required service condition dose is
either 100.0 Mrad or 20.0 Mrad.

NTS Huntsville r7800 Highway 20 West « Huntsville, AL 35806 + (256) 837-4411 + Fax: (256) 830-2109 « Www.nis.com
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Formerly Wyle Laboratories, Inc. December 14, 2015

The revised minimum total delivered dose does not envelop the stated service condition. The
impact of this Part 21 on qualification is unknown. Please review this information to determine
the impact of this defect on your application. '

If you have any questions, please feel free to contact me by phone (256) 716-4276, fax {256)
830-2109, or email megan.toomey@nts.com.

\
)

Sincerely,

Natlanal Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

_J_,_.——'_'_'_

P

- i
%ES,—

Megan Toomey
Senior Contracts Manager

Page No. 2
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Formerly Wyle Laboratories, Inc.
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December 14, 2015

STERISHsomedix Servicas

9 Apollo Driva,
Whippany N 67981

STERIS-lsomedlx Services
Component irradiation Certification

CUSTOMER | Wyl Laboratdries o [rood [ réviasiazs
AR EQUIV, REQUIRED DOSE (MRADS) +110.00
RATE NOT TO EXCEED (MRADS/HH) - 100
SPECIMENS: .
. anr PART Hf2, ! SERIAL HO. I DESCRIPTION
1 MiA, N/A 4.0 kV Motorette .
] N |
=
- DATA:
SQURCETYPE: COBALT-60 GAMMA
TOTAL DELIVERED DOSE (AIR) MBADS: | MN: %9.64 RIAX: 140.73
DUSE RATE (AIR) MRADS/HR: MY .58 - TIAX 0.69
TOTAL EXROSURE HOURS: 185,44 .
SPECIMEN ROTATION 2WaY: T X [aawar: | CNONE; ]
DATE IN: 0&£14/04 DATE OUT: l 0B/29/04
DOSIMETRY:
DOSIMETER TYPE: HARWELL PERSPEX BATCH: HE ™
6,39, i CALIBRATION DATE a2/04/0d
READOUT INSTRUMENT: .. Buckman DURB40-C
SERIAL NO.: 4374038 CALIBRATION DATE l 04/10/03

COMMENTS: |

Ircagilation Coner ol Numbar 13503 / Vo2 hat baen adjd5ied for » procass wrigosdity
of 9.4% ix accordance with STERIS lsomacix Sarvicas Pasition Paper Appensix C (Rgy
a/27/151 / Rewised Dopy 11/06/13 .

ATTACHMENTS:
WORKSHEETS: N/A DRAWINGS; N
NOTICE OF ANOMQLY: N/A P
AUTHORIZED SHTNATURE: _ U ;i— g { /,,,ﬂa
TITLE: "5¢, Q5/RC Anatyst DATE: ¥ Iy
o5

P et a Y

Tl DALV

B SRR L L ez Mk, i o W =3

Page No. 3
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Formerly Wyle Laboratorles, Inc.
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STERIS-lzamadix Sarvicas
9 Apollo Drive

- Whippany NJ 07381

Mk h

December 14, 2015

"

STERIS-isomnefix Services

Component rradfation Certiffcation

CUSTOMER [ Wyle Laboratarles [ro.d | HEvoo31028
" AR EQUIV. REQUIRED DOSE [MRADE) 120.00
RATE NOT TQ EXCEED {MRADS/HS) 100
SPECIMENS:
Qv FART WO, SERIAL NO. DESCRIPTHIN
b N/A N/A &6 kV Motorotte
N :
A ) I
DATA: :
SCRURCE TYPE: COBALT-60 GAMMA :
TOTAL DELUIVERED DOSE {AIR) MRADS: | MIN: 99.66 ! MAX: 138.39
DOSE RATE (AIRY MRADS/HR: MIN: 0.50 { MAX 0.69
TOTAL EXPOSURE HOURS: 183,34
SPECIIEN ROTATION wane [ x way: [ NONE: |
DATE fiN: DR/13/04 DATE GUT: aB/29/0a
DOSHMETRY:
DOSIMETER TYPE: HARWELL PERSPEX BATCH: RB M
65 5% CALIBRATIGH DATE 02/04/04 ;
READOUT INSTRUMENT: Beckman DL-680-C !
SERIAL ND.; 4324039 CALIBRATION DATE [ 0s/10/03

COMMEMTS:

1
radlatisn Conwol Rumow 22503 / Do s biten adjustad for 3 pracass varlability
of 9.45¢ in accordance with STERIS somidix Setvicds Fosition Pupgy 2ppestdix G (Rev
3/27/15)" [ Aauised Copy L1/06/15
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WORKSHEETS: Y7 DRAWINGS: TNA ;
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Formerly Wyle Laboratorles, Inc. December 14, 2015
STERIS-lsomedix Servicas
9 Apalle Drive
Whippany NJ (7981
ETEAIS-tsomedix Sarvices
Compeonent Irradiation Certification
CUSTOMER [ Wyln Laboratacies 1P.0.¥ { HeVom1932
AR EQUIV. REQUIRED DOSE {MAADS) 2204 )
RATE NOT TD EXCEED {MRADS/HR] 1.00
SPECIMENS: -
arvy PART NO. } SERIAL NO. - DESCRIFTION
1 NfA WA 10 hp Mator -
1 N/A N/& Grease )
N/A N/A NFA - hfa }
DATA; )
SOURCE TYPE: COBALT-60 GAMMA
TOTAL DELVERED DOSE [AIR} MRADS: BN 194931 MAX: 27.88
DOSE RATE {AIR} MRADS/HR: MHING .38 tax D44
TOTAL EXPOSURE HOURS: §7.9 :
-SPECIMEN ROTATION NWAY: § X 4-Way: | NONE: ]
DATE IN: DB/I4/14 DATEOUT: - D6/18/04
DOSIMETRY:
DOSIMETER TYPE: HARWELL PERSFEX BATCH: . i HB
B.5% CALIBRATIOMN DATE , 02/04704 '
= 4
READOUT [NSTRUMEMT: i Beckman DU-620-C
SERIAL MQO.: 43249035 ' CALIBRATION DATE I pD9/10/03
Iradigton Cantrot Number ;’.2503 7 "Dase hag been adjucten for o grocesd vaeisbllity
COMBSENTS; of 3.4% in accordance with STER!S Isamadiy Servicas Fostion Pagar Appeandix C |Rav
3/274151" { Revisad Lopy 11/06/15
ATTACHMEMTS:
WORKSHEE:S: N/A DRAWINGS: ' NIA b
MNOTYCE OF ANOMOLY: NIA
A
AUTHORIZED SIGHATURE: o ﬁ / i
< (‘)/‘14 y/""’
TITLE: Sr. QS/RC Amalyst DATE: —
Itfeg [r3
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PO N T A

Formerly Wyle Laboratories, Inc. ‘ _ Dacember 14, 2015

Homewaood Products Corporation
820 Washington Botlevard
Pittsburgh, PA 15206

Attention; QA Manager

Subject: Pursuant to 10 CFR Part 21, this letter notifies Homewood Products Corporation of the
existence of a reportable defect and its evaluation.

Reference: Homewood Products Corporation Purchase Order No. N61979, NTS Project Number
PRO29808

The defect is an error in reporting the variability in the dose delivered or lack thereof on the Isomedix
Certificate of Processing for the Whippany, NJ facility. The U.S. Nuclear Regulatory Commission (NRC)
under 10 CFR Part 50, Appendix B issued a Notice of Nonconformance 99901145/2014-201-01 to Steris
stating that the measuring and testing equipment used to determine the applied radiation dose
reported on the Isomedix Certificate of Processing provided with each gamma irradiation run did not
account for all the uncertainties involved (i.e. density of unrelated products in carriers, off-carrier
locations within the irradiatar, and Cobalt-60 source decay) and therefore the actual radiation dose
applied to components could be less than requested as reported on the Certificate of Processing.

Steris Isomedix Services completed an evaluation of the dose rate variability of items processed in off-
carrier locations in the irradiator. Steris Isomedix Services Paosition Paper dated 4/27/15 states the
overali variability (uncertainty) associated with gamma radiation exposures at their Whippany NJ facility.

Steris provided revised Component Irradiation Certification(s) that shows a revised minimum total
delivered dose of 32.98 Mrad for Steris Process Run ID 68005A {note the previous cert stated process
run number 678005A which was incorrect). The revised Steris certificate is attached.

Per NTS Report PRO29808-TR-14, the stated reguired service condition dose is 30.0 Mrad.

The revised minimum total delivered dose envelopes the stated service condition. Qualification of tha
component is maintained with reduced margin.

If you have any ¢uestions, please feel free to contact me by phone (256} 716-4358, fax (256) 830-2109,
or email ronda.fisher@nis.com, '

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laborataries, Inc.

QM@AM |

Ronda L. Fisher
Contracts Administrator Il

NTS Huntsville » 7800 Highway 20 West « Huntsville, AL 35806 » (256) 837-4411 » Fax: (256) 830-2109 + www.nts.com
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December 14, 2015

COMPONENT IRRADIATION CERTIFICATION
Prepared or: National Technical Systems
Source Tyg" Cobult 60 Gamma  P.O. # /RPODI E016-2

Alr Equiv, Required Lose (MRADS) 3540
Rmu- Noi o Excued (MRALDS / ble) ’ 1.4
SPECIMENS: {
T T Fan Na. " Sezinl No. Drscription
o l MNIA NIA h 19 HP Electricol Motar
DATA; T
"ot Befivesed Dase (Air) MRADS: Min 3186 Max 4088
Dose Rale (Air) MRADS 7 He: Mn 0637 Mix )]
Touwl Expasure Hours: 42,93
. Turntabie B
Static Rotatinn 2 -WAY: v None:
Ratation
D 1 AR Darte Ot a4
DOSIMETRY:
Dosimuier Type Harwgt] Red S04 Paspex | Baweh MW
l! Calibeation Date 121041 . Culibrition Due Dare [P0
:‘ Reudout ll.t.urum‘:m.' Breknun DL-6H) Lerwnl Np.: 2324049
I' Calibrajon Date GR0TTA Cakbravion Due Dule oR/aI/14
. Comments: Pmcess Run 10 S8005A 7 “Dose By heea adjusted for 2 process vanability of 9.4% in sceordance with 3TERIS
lsenvwedix Services Pusition Pager Appendix C (Rev 4231 5)" ! Revized Copy 171 XIS
ATTACHMENTS:
Wodk il 215 NIA Dirwings: NiA
Nutice of Anomaly: MiA

Approved By:_ ‘I_L

Processiing Location: STERIS )
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