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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 Corporation 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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Homewood Products Corporation

LLU'JS9'O0ON

PART 21 MATERIAL REVIEW BOARD EVALUATION FORM

JDate of Discovery: 12/21/15 j Referenced Deficiency Document: Attached NTS Letters I
• ' I

I

Description of Problem: Steris Isomedix Services measuring and test eq~uipment' used by NTS (Fonnaerly Wyle Laboratories,
lIne.) to detennine 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 Homnewood Products Corporation by Wyle Laboratories, oould be less than the
requested service condition dose.J

Is the condition a failure to comply or a deviation i.e., XE, ]
* a departure from the technical requirements included In a procurement document?
* a departure from standard design certificatiou or standard design approval?

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

I Does theHBPC have the capability to perform the evaluation to determine if adefect exists?xL

IIf no, the H'PC Material Review Board Chairman shall inform the purchasers or affected licensee-s within five (_5)
Sworking days so that the purch~asers or affected licensees maty evaluate the deviation or failutre to comply.

Is the condition a defect or failure to comply that results in a substantial safety hazard i.e., X E
* a significant deficiency in a final design?
* a significant deviation from equipment performance specifications or qualifications?
* a major degradation in performance of essential safety-related equipmen~t?
* a signfiant 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)
rezotor qualifica~tion reports supplied to Homewood Products, and if the results are a substantial safety hazard. The
evaluation will be completed within the 60 day period from the above disco-very date.

. tCQuality'ange X 12/21/15
(Nuclear Regulatory Commission (NR•C) X 12/23/15

SCustomer

SAdditional actions to he taken: (references)

H:PC Attendee Review Organization EPC Attendee Review OrganizationFRichard J. Mati Quality Assurance John Milcach •aEginecering

Kevin Monaco liES Marketing

P~C Material Review Board ChairApproval Signature:"ae

Quality Assurance Program Qualty ssuanceProramForm QF-l5b/Revision (0) 7/8/111



rormerly Wyle Laboratories, Inc. December 14, 2.015

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: H-omewood 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 (ie.,
density of unrelated products in carriers, off-carrier locations within the irradiator, and Cobalt-
50 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 of'fcarrier 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 .17.22 Mrad for Steris Process Run ID 30224A. The revised Steris
certificate is attach ed.

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 onyour application.

NTS Huntsville,' 7800 Highway 20 West,* Huntsville, AL 35606, (256) 3314411 , Fax: (56) 830-2109 * wwwnts.coni
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Formerly Wyle Laboratories, Inc. December 14, 2015

If you have any questions, please feel free to contact me by phone (256) 716-4276, fax (256)
830-21.09, or em ail megan.toomey@c~nts.com.

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

Megan Toomey
Senior Contracts Manager

Page No. 2
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Formerly Wiyle Laboratories, Inc. December 14, 2013
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Formerly Wyle LaboratorIes, Inc. December 14, 2015

Homewoad Energy Services
820 Washington Blvd.
Pittsburgh, PA 15206

Attention: QA Manager

Subject: Pursuant to 10 CFR Part 21, this letter notifies H-omewood 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 99901145/2014-201-01 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-GO 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.

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

Per the Wyle Laboratories Report S1S2GTROS, the stated requi!red 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 ma by phone (256) 716-4276, fax (256) 830-2109,
or email meg~an,toomey@nts.cofli

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

Megan Too mey
Senior Contracts Manager

-"NT$ Huntsville • 7800 Highway 20 West, Huntsville, AL 35806,' (256) 837.44i11, Fax: (256) 830-2109, * ww.nts.comi



Formerly Wyle Laboratories, Inc. December 14, 2015

SrERiS-Isum~dLn .ervlces
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Form erly Wyle Laboratories, Inc. December 14, 2015

1Homewood Products Corporation
82_0 Washington Blvd.
Pittsburgh, PA 15206

Attention: QA Manager

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

Reference:- Homewood Products Purchase Order No. N42313, Wyle Laboratories Job
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. 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.

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

18 1.2 Mrad for Steris Process Run ID 27595.
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 is
200.0 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.

W4TS Huntsville * 7800 Highway 20 West, Huntsville, AL 35306 . (2-56)-1837-4411 * Fax: (256) 830.210(9, *www.nts.som
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Formerly Wyle Laboratories, Inc. December 14, 2015

If you have any questions, please feel free to contact me by phone (256) 716-4275, fax (256)830-2109, or email meg;an.toomey~nts.com.

.Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

Megan Too mey
Senior Contracts Manager

Page Na, 2
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Formerly Wyle Laboratories, inc. December 14, 2015
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Formerly Wyle Laboratories, lnc. December 14, 2015
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Formerly Wyle Laboratodies, Inc. December 1I4, 2015

H-fomewood Energy Services
820 Washington Blvd.
Pittsburgh, PA 1SZOG

Attention: ciA 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
Laboratories Job Number 489355

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 CER Part 50, Appendix B issued a Notice of Nonconformance
999011!45/2014-201-01 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) assodiated 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 Motorette).
99.66 Mrad for Steris Process Run ID 22503 (6.6 kV Motorette).
19.93 Mrad for Steris Process Run ID 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.

NIS HuntsviIle,* 7800 Highway 20West" Huntsvllle7 AL 35806 * (265) 837-4411 , Fax: (256) 830-2109,* www.nfs.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 (255)
830-2109, or email megan.toomey~nts.com.

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

Megan Toomey
Senior Contracts Manager

Page Na. Z
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Formerly Wyle Laboratories, Mn€. December 14, 2015
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Formerly Wyle Laboratories, Inc. December 14, 2015
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DOSE RATE (AIR) MRADSl/HR•; MIN: 0.60 MAX 0 .69

TOTAL E•XPOSURE I-OURS: 1 .5 ,34

DOS)MEfR'f:
"DOSIME-TER TYPE: ? 4ARWELL PERSP•EX RATCI.I- NEB

±6.5%, CALIB•RATION DATE 02/0,t4/04

READOUT INSTRUMENTC: Btckrflan 0U-S40-C

SERIAL. No.:--432403g j CALIBRATION DATE I 0100

COMdMEr'TS: o1S9.4% in •E¢aa'e witlh SrE~tl$Iscmeix s~v, P''Jl~ pa •g ,cid' C (Rev
__________________I 4/a7,'a)r / H_,'Msed Copy L1/Oi/1Sz

WORLCSH E_-TS: [N/A IDRqAWlNG5: :NA ......

Form 1702.,3Ni
Unvi~sin: A

Effective On{e; 05118/03
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Formerly Wy/a Laboratories, inc, December 14,, 201.5

STEIIIS-lItrnedlx Str-vite•
S Apollo Orive

Whip pany NJ 07981

STERIS-Iscmedlx Services
Component Irradiotion Certificotion

WUSTOMGR [WVlrA Labontatrles .P. O,# HSV003192S
AIR EQUI(V. RE•QUIRED DOSE• (MAlSADS) ] b2.a
PATE MOTTO EXCEED (MRADS/t-If] I too]

m N/ ......... PJ,• ;10 hp Moror•

SOURCE TYPE: COBALT-GO GAMMA
TOTAL DEUVE ElY[E DOSE (AIR} MRADS: MIN: 2 9.93 "MAX(-; 2,788
DOSE RATE (AIR) MRAOS/H-R: -MIN:mJ (125 MAX IJA,4,
TOrA,. EXPOSURE HOURS: .

* SECIMEN ROTATi,,N' 2-WY - WAY:-...." NONE:.. ....

DATE IN:., 06/14/14 DATE OUT: . .o6y,/1SO4

DOSIMETRy: i

DOSIMvETER TYPE: {HARWEIL PEI•RSPE BATCH: . I-IS

± 6,5"% CAUS RA'PON DATE 0/44

READOUT It-STRUIMENT: i BeckmannDU.6A•O-C

SERIAL NO.: 4324o39 cAU8RATIoN, DATE 09D/10/'(03--

I IrTadwt•on Cor.trl Number 22E503 / "Dose hies b~wn adjuste for a rroces fltleblli'y

COMMENTS; oF 9.4.r4 in e;ccor'da(ice with SITERIS rsiomedix Sern)e_. Pos=ition Paperm Appendi~x C: IR•V
I 4/'27/.15 I Revised C•ony , 1/06/iZS

ATTACHMENTS:.

'4ORKSIEEIS: NINA DRAWINGS:- N/A.

NOTICE OF ANfOMOLY: N/A•'

AUHOIZD IGATRE -

Fvrm 1.702,3N1
Revision: A-

Effecc.ive O~stet 08/ iA03-9
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Formerly Wylt Laboratories, Inc. December 14, 2015

Homewood Products Corporation
820 Washington Boulevard
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
PR029808

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-GO 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.

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

Per NTS Report PR02908O-TR-14, the stated required service condition dose is 30.0 Mrad.

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

If you have any questions, please feel free to contact roe by phone (256) 716-4358, fax (256) S30-2109,
or email ronda.fisher@lnts.com.

Sincerely,

National Technical Systems Huntsville
Formerly Wyle Laboratories, Inc.

Ronda L. Fisher
Contracts Administrator II

NTS Huntsville * 7800Q Highway 20 West * Huntsville, AL 35808 * (2~5) 537-4411 • Fax: (265) 830-2109,* www.nts.coni



Formerfly Wyle Laboratories, Ina. December 14, 2015

STE RI
COMPONENT IRRADIATION CERTIFICATIONPrcpnrcd J'or_ National Technical Systems

,%urce Type" Cto',alt 6S0 Glimma P.O. # tRqPOO IW1~ 6-2
ArIui.crurdO• C~(MRADS) - " . " "

Liiu N04 in' E.u.ue.d (MRADSq 1 Hr.j .[¢

Si'EC IMIENS:

NIA NM I0 HP •lcciric Maor~m
DATAc

Do05€ Rae¢ ('Air) Mt{ADS I Ht: Miffi O,1•7 Ma.x.8•

TotalExpo&&o I-lan': .8

Static Rotation•l 2 -NWAne:
~WAY~hRoinlion

D]OSI-ME-TRYt

Coflbradou Date i2/lO/13 Calibrti-on Due IDor= ... 2/tHil

Read<out rtz-ri~;+-,Jg'lPt akr•n~Dj-l-e4." SertLI No.: 1t43

C~aflba)ion Date ... 0d17I,' .... f Cui~aci'ati D3ue Dale+ 01)107114

COmmewslL': Proce.s Ru.n ID; 65005A I tfoec lav been adjusled for' a process vnnsl-,ili(y o('•,4%. in sceordruca with S3"hRIS

ATTACf'lM ,NTS±

Wo, k.fblt.: NMA D'r;iwir.i t N/A

Notiae o(" Anormaly: lilA
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