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Document Control Desk '
Attn: Director, Spent Fuel Project Office P\)/QJ L@JL \

Office of Nuclear Safety and Safeguards

Mail Stop7’O13D13 » -« mv v v Fd sl swnss e wwﬁ%/

Washington, DC 20555001

--——— = ——~-Docket 71-0348,-Approval No. 0348 _____ ___ .
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Subject:  Renewal of 10 CFR Part 71 Quality Assurance Program Approval

Sir;

The University of Michigan is submitting the enclosed 10 CFR Part 71 Quality Assurance Program for renewal.

If there are problems or questions about the information or actions in this request, please feel free to contact me via

cwbecker@umich.edu or cell phone at 734.320.1711.

Respectfully,

Christophe V. Becker

— File: Correspondence 05-008
Packaging and Transportation Quality Assurance Program
C:\Documents and Settings\cwbecker\My Documents\UofM\General\Letter File\CY05105-008.wpd
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Quality Assurancé Program
Packaging and Transportation of
Radioactive Materials

Revision: 04, 20 Jul 2005

QUALITY ASSURANCE PROGRAM

Packaging and Transportation b‘f Radioactive Materials

Rev, Effective Date

Revision Description

o

10 Jun 1985

Original Issue

01 Jan 1986

Changed the organizational structure to reflect the elimination of the
Reactor Supervisor position

01 Nov 1994

Update to reflect changes in 10 CFR 71 and the facilities Technical
Specifications

14 July 2000

Amplified that the program applied to 10CFR 71 activities, added the
FNR Technical Specifications as a reference, removed the Technical
Specifications auditor as reporting to the Quality Assurance
Committee, changed the audit to triennial, removed requirement that
non-conforming parts be disposed of, and removed the modification
request forms. '

20 July 2005

| hazardous materials, etc., Removed the ability to perform

Complete rewrite. Format to match revised format for procedures.
Rewritten plan based upon plan for NASA Plumbrooke reactor
facility and University of Virginia while keeping parts of original
University program,; Revised organizational structure to match———~ —
University organizational structure for radioactive materials,

maintenance and repairs on licensed shipping containers,

Approval:

Nucled/ Reactor Laboratory Manager C ; Date

1
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* Quality’ Assurance Program .
Packaging and Transportatzon of

Revision: 04, 20 Jul 2005

L i55e et i Radzoactzve Materzals
1. PURPOSE o SRR Co
1.1  This Quality Assurance Plan has been deve]oped to address the Quahty Assurance

1.2

' requxrements apphcable when usmg an NRC Licensed package for transport of

reactor fuel remaining on site, therefore, there w111 be no transportatlon of reactor
fuel. No shipments will be performed under the auspices of this Quality Assurance
Plan that requires the use of neutron moderation or other criticality control
processes, or with thermal loads that require the use of cask cooling systems.

Applicability - This Quality Assurance Program is applicable to procurement, use,
and maintenance of licensed packaging and services used to transport greater than

e e __.....____Tvpe_A quantities_of radioactive material in NRC licensed shipping containers. It

1.3

1.4

is designed to assure the safety of the general public and the workers during
packaging and transportation of the above mentioned materials, and to ensure
compliance with 10 CFR 71 and the applicable transportation regulations
contained in 49 CFR.

Scope - This Quality Assurance Plan includes a discussion of the program to be
applied when shipping material in NRC licensed packages from the University of
Michigan. The Quality Assurance Plan includes a discussion of the eighteen
Quality Assurance Criteria of 10 CFR, Part 71, Subpart H and how they will be
applied to activities at the University of Michigan.

The University of Michigan, the NRC Licensee and the user of the NRC licensed
package, retains the responsibility for the overall effectiveness of this Quality

"Assurance Program. The Quality Assurance Program will be implemented through

the use of controlled and approved procédures.

2. DEFINITIONS

2.1

22

2.3

Certificate of Compliance (CoC) - means the certificate issued by the Commission
under subpart D of 10CFR71t which approves the design of a package for the
transportatlon of radioactive material.

——— e

Licensed material - means byproduct, source, or spec1a1 nuclear material received,
possessed, used, or transferred under a general or specific license issued by the
Commission.

Licensed Package - means the assembly of components necessary to ensure
compliance with the packaging requirements of 10CFR71 for the shipment of a
quantity of licensed radioactive material greater than a Type A quantity including
its radioactive contents as presented for transport. It may consist of one or more
receptacles, absorbent materials, spacing structures, thermal insulation, radiation
shielding, and devices for cooling or absorbing mechanical shocks. The vehicle,
tie-down' system, and auxiliary equipment may be designated as part of the
packaging.

3. ORGANIZATION

3
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3.1 The Organization .is  lead by the Drrector of Occupational Safety and
Environmental Health, “who' will' be™ responsrble “for the" facility’s license. The
Reactor Manager is responsible for assuring that all activities are conducted within
the limitations- of- the- facrlity s-license and in compliance with applicable federal
and state regulatlons A review commlttee will monitor-activities to ensure they
are being performed according to the prov1srons of this Quality Assurance Program
for Packaging and Transportation of Radioactive Materials, applicable licenses or
registrations held by. the- University and in compliance with applicable federal and
state regulatory requirements: Drrector of Occupational Safety and Environmental
Health . .

S N .\, Tty . ;
3.1.1 Dxrector of Occupatronal Safety and Envrronmental Health has oversrght
_ .2 authonty and is s'responsible for: P

30117 . Estabhshmg the quahty assurance pohc1es, goals, and objectives
3.1.12 ‘Approval of contractors, subcontractors, and consultants

3.1.13 Resolvmg conﬂxcts between the Reactor- Manager,. and. the revrew

powe 0

.. committee ; U S SR Ie DAL IR =,

-

3. 1 1. 4 ‘3 Ensurmg' that' the conduct of actrvmes comphes ‘with all apphcable
= licenses” and reglstratwns held by" the Umversny and with
compllance to apphcable federal and state regulatory requirements

3.1.2 The Dlrector shall be- advrsed by a rev1ew commrttee that will review,
momtor and audlt actrvmes

3.1.3  The: Director. places authority for managing activities and directing
contractor oversight with the Reactor Manager. .

3.1.4 At the time of appointment to the position, the Director shall receive
briefings sufficient to provide an understanding of the quality ‘assurance and
regulatory aspects of shlppmg radioactive materials under 10CFR 71.

3.2 Reactor Manager - ..

I R
Fhte :

321 Reactor Manager has responsibility for: SRR S

3.2.1.1 Ensuring all quality assurance program requirements are effectively
implemented by all University staff and contractors supporting
transportatlon act1v1t1es under 10CFR71

32.1.2 Reporting performance to the Director and the reyiew commlttee.

3.2.1.3 Investigating adverse monitoring or audit findings, scheduling
corrective action, including measures to prevent recurrence of
significant conditions adverse to quality, and notifying the Director
and each review committee member of action taken or planned or to
be taken to correct conditions adverse to quality.

3.2.1.4 Providing technical oversight and guidance, drawing upon other UM
engineering, technical, or skilled trade resources as needed.

. ot et L. _.-,14 : ., e gt e, e [T
C:ADocuments and Settings\cwbecker\My Documents\UofMIENRIQA Programs\Transportition QA Program Rev X.doc
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"3.2.1.5, Actmg as' interface’ between contractor;’ subcontractors, or
" consultants and the’ Dlrector or rev1ew' commlttee

1
o“ane' !

3 2.1, 6 Coordmatmg contractor, subcontractor, or consultant activities.

3 2 1. 7 Provxdmg techmcal support to the Dlrector and rev1ew committee.

.......

' for act1v1t1es and to shut down or sus end any operatlons or activities.
. ,Resumptlon of any act1v1ty shut down or suspended by’ the Reéactor Manager
shall requlre the approval of the D1rector or Reactor Manager

3.2.3 Atthetimeof appomtment to the posmon the Reactor Manager shall have a

" minimum of 6! years; of nuclear experience. ..The individual shall have a

e recogmzed baccalaureate or-‘lnghcr degree. i m an engmcermg or scientific

field,” Educatlon or expenence that Is job’ re]ated may be substltuted for a
of nuclear experience requ1red on a one-for-ofte time basis. ‘The individual
shall recerve ‘appropriate spec1ﬁc tralmng based: upon ‘a comparison of the

.the position. Becduse of the educational’ and experience requlrements of the
posmon contmued formal training; :may not be requxred

e ’ RSO P PR o LoouTe ety bt n vioan e
4. - 'DESIGN CONTROL (1UCFR 71 107) - L S A
4, l As a user of a l1censed package desrgn actrvrtles w111 not be performed by this
fac1llty Consequently, this criterion of 10 CFR Part 71.107 is not appllcable
h4.2 ‘ Assurance that the desxgn of the hcensed package used was accomphshed under

control. of an NRC approved QA Program ‘will be. requ1red of the supplier of
licensed package.

5. PROCUREMENT DOCUMENT CONTROL (10 CFR 71 109)

- 5.0

.

- The University will procure the sérvices ‘of vendors of lxcensed packages. The
University will require manufacturers or vendors of licensed. packages to supply

~ appropriate certifications verifying that the deSIgnated (model and serial number)

licensed package was manufactured under an approved NRC QA Program. Other
available and pertinént documentation: (as-built drawings, photographs, sketches,
use and maintenance manuals, etc.) are to’ be' furnished by the manufacturer or
vendor with the licensed package. All pertinent documentation requirements shall
be determined, including the identification of the type of verification activities
required during use and maintenance of the hcensed package will also be supplied

- - withthe procurement of the hcense package
52

'Procurenient of réquired safety related replacement parts shall .be in conformance
with the applicable codes or standards specified for:the:licensed package. The

-procurement, documents. will: require the. negessary . certification documents for

‘purchased material under the control of vendor certlf' ed procedures and in
accordance with the vendor’s NRC approved QA .Program. Documentation of the
performance of these activities will be;provided to the University. - If the required
- . . ST I . . ,..6.-, o N I N DT PR
C:\Documents and Settings\cwbecker\My Documents\UofM\FNR\QA Programs\Transportation QA Program Rev X.doc
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safety related replacement parts. are not obtamed w1th the required certification,
THEN; the University- will. perform or, have performed the necessary testing to
satlsfy the certification requirement for the requlred safety related replacement

“parts. A review'and toncurrerice of the adequacy of quality'requirements will be

e R 1 pcompleted and -documented ~prior. to the .use of -the ‘required safety related

61

ST I

¢ , correctly sta

..Teplacement arts. Thls rev1ew shall determme that the uality requirements are
Pl {3 q y Teqr
d, 1nspectab1e, and controllable there are adequate ‘acceptance and

IC_]CC'[IOII cr1ter1a and the p,rocurement and testmg of the ‘Tequired safety related
- ‘replacement part is m accortdance “vith thrs Quahty Assurance Program and the

desxgn requlrements of the replacement part

! ,;.‘{I tn.r re ';

6 _ INSTRUCTIONS PROCEDURES AND DRAWINGS (10 CFR 71 111)

‘-—_VM b 1 it "

.The’. Umversny personnel shall ascertam that -the. lu':ensed ‘package, with its

contents,,and the preparatlon “of’ the hcensed package satlsﬁes the applicable
. xrequlrements of 10 CFR 71 111 and the Certlﬁcatlon of Complaince.

62

The Unwers1ty shall prescnbe -activities affecting quality by documented

© .instructions: onprocedures;of a type appropriate. to-the circumstances and shall

+ ey require. thatthese sinstructions, or. procedures be,:followed. University written

63

procedures ;shall ibe .prepared,: . reviewed, and. -approved..in accordance with
University administrative procedures. Procedures and changes thereto shall be
approved by the Reactor Manager. When appropriate; the-University, will invoke
_the use of vendor procedures that have been prepared rev1ewed and approved in

”accordance W1th the vendor s NRC approVed QA Program s

et t L l\ [.
If repair, rework or mamtenance is requlred to be performed ona llcensed package
at the Umver51ty 51te, the \vork w111 be performed either’ by or-under the direct

" supervision” of thé' Reactor Manager or a 1nd1v1dua1 de51gnated by the Reactor

Manager with similar qualifications and training. Such work will be performed in
accordance, with written procedures that have been prepared, reviewed, and
approved in ‘accordance with the requrrements of the University or vendor’s NRC

‘ :approved Quallty Assurance Program wThe work will be coordmated w1th the

g e -

have been- satlsfactorrly performed Any ‘plans for mamtenance will be reviewed by

B -designated quality assurance personnel to verify that the plans emphasrze those

characteristics that are most significant to safety.

7. DOCUMENT CONTROL (10 CFR 71.113)

7.1

72

: 7.2:2° Inspectlon andtest Procedirgs. T et Ly

Each of the shlppmg and packagmg documents for ‘each material shipment will
receive a Quality review by a‘designated individual prior t6 the departure of the
con31gnment : from the site. Documents wlll be, ,retamed by-the Umversny in an

a audltable retnevablemanner Ghras e e, i \-,:gjh‘. P

-------

ControI shaIl be exercrsed over the folIowmg transportatlon/shlppmg documents:

.). ‘e r' BN - . I.'\ .

721 Operatmgprocedures I M ;';"..‘, e

PR R

T
., C:\Documents and Settings\cwbecker\My Documents\UofM\FNR\QA Programs\Transportation QA Program Rev X.doc
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723  Loading and unloading procedutes -+ 1% + #1771 <2 Lt i

E 72 4 Packagmg ahd transport procedures' 7‘5 ‘ - a_ *'u'-’—
8 : CONTROL OF PURCHASED MATERIAL EQUIPMENT’ AND SERVlCES (10
CFR71.115) ° SR Pl

8.1 Designated University personnel will take the neces'sary' measurds to assure that

purchased material, equipment, and servrces, ‘whether purchased drrlectly or
through contractors and subcontractors conform to the procuremenf requrrements

8.2 . Documentary evrdence that the hcensed package confonns to the procurement
specnﬁcatrons shall be supphed ‘with' the, hcensed package Such ‘documentation

> and maintenance of the licensed package and'should 1de“1t1fy the necessary actions
to be taken prior to delivery of thé-licensed package to'a carrier for transportation.
This documentary evidence shall be retained and shall be sufficient;to identify the
specific requlrements met by the purchased materlal or equxpment

= u)

8.3  Materials, parts, and components will be stored in such a manner to preserve the
‘integrity of’the'critical: attributes; prevent, material degradatlon, and to maintain
traceabrhty where requrred

JE DR RN . ‘i"l. TR I AT
8 4 Procurement documents shall 1dent1fy the, applicable ., 10CFR71 Subpart H,
' requrrements which must be comphed with and descnbed in the suppher s quality
‘ assurance pro am and w1ll contam the- Umversny s’ nght of access to supplier’s
) facllltres and records for mSpectlon and audit, " A

e W I Y
8.5 The suppher s 10CFR71 Subpart H qual1ty assurance program shall be reviewed
and concurred with by the Reactor Manager or his desxgnated representative, prior

to initiation of activities by the program.

8.6 A review, by a trained individual not havmg dlrect responsrblhty, shall confirm
that the quality requirements are corréctly’ stated;" mspectable and controllable;
there are adequate acceptance. and-rejection criteria; and the procurement
document has been prepared rev1ewed and approved as requrred by this Quality
Assurance Program.” ‘ °

9. IDENTIFICATION AND CONTROL OF MATERIALS, PARTS, AND
COMPONENTS (10 CFR 71.117)

9.1 To prevent the use of mcorrect or defectlve matenals parts and components,
identification and control measures shall be established.

9.2 Non-conformm matenal parts and components will be tagged and segregated.
,The 1dent1ﬁcat|on of the components and’ parts shall be maintained by appropriate

" medns; &ither on the 1tém oron records drrectly tracéable to the 1tem
; t ll':‘r S S 73 R I € R R T I

9.3  When replacement ot: .hmlted llfe 1tems is necessary, measures will be taken to

v :preclude use of 1tems whose shelf llfe or Operatroh times have exprred
N N EIF IL S b N AT R I I T O P

"“ . R 'A'-.~"“; o [N T S
l.l. LA Vet ARV B L ', u! Gl S

C:\Docunents and Settings\cwbecker\My Dociments\UofM\FNR\QA' Pfograims\ Triinépértation QA Program Rev X.doc
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10. CONTROL OF SPECIAL PROCESSES (10.CER 71: 119)

10.1 Special processes W111 not.be, performed by, the, Umversrty Any special processes
. required to effect repairs or ‘modifications o a chensed container are outside the
-+ 7.5, soope of this Plan. Those processes will be controlled -and performed only by the
vendor, and will be done in accordance with the requlrements of the vendor sNRC

approved QA Program

.o R N 2D el RS B SN

B e v aeaeA b e e A s

Sovw
L0

'J I’

."I"l ”INTER!QI}L IN§I?E§CTION (10 pr 7;1 12:1) A P ' *‘ A
.11.1  The University shall have an mspectlon pr'o'g'r'a‘m‘ sufﬁment to guarantee the quality
“of the” lrcensed package, materlals and’ records and shall mclude to-the extent

, ' practicable, the following: ™ "+ S iR
R - -—q..,.‘—— L . .“_———s__‘ﬂ'.k‘ ~~~~~ s S :: P nbw .....

TR TN ovy § P35 1.+ Inspection procedures ,specrfylng.,thej rcharactenstrcs ,tq be inspected,
. ., sampling plans, and acceptance criteria, :. .. . .

11132 Specrﬁcatron of mandatory mspectron hold pomts
AL TARNE

; -
11.1.3 Procedures for 1dent1fy1ng mspectlon and test status so that only items that

s

* " "“have passed"the required mspectlonsrand "tests are-used, installed or

M .
- syt e, r
P e

e " oprated. 'Nonzonforming items will be clearly fdéntified;and
11.1.4 Procedures for required in-service 'mspe'ctron or pnorﬂto use 1nspect10n of
A ' systems “struétures or. components I LUK :
: .T.:')nl""f"

11 2 Vrsual inspections by desrgnated personnel w1ll be perfbrmed upon receipt of the
licensed package to ensure. compllance w1th procurement documentatlon The
criteria for acceptance of each ‘of thése' 1nspect10ns and acfion' (o be taken if non-

comphance is encountered wrll be specrﬁed S T ", e Rl

11 2.1 These visual mspectlons should 1nc1ude as applrcable an mspeetwn of the
followmg

e A

P | r’;.l 1. Surface condmons i
112,12 Weld and: structural 1ntegr1ty EHPETEN

o

11,213 Condmon of* ﬂange or sea‘mg faces R ___,.._~ —
112.14 Gasketsand seals o
11.2.135 Gauges rupture "disks, ‘valves pressure rehef devrces
11.2.1.6 Condition of tie-down members

11.2.1.7 Labeling and marking

. (TR
11.3, The,inspection program shall.ensure adequate mamtenance of licensed package.
The vendor of the llcensed package shall 1dentrfy all 1tems ‘to.be maintained,
- cnterra for ameptabxlrty,or replacement and the frequencres of 1nspectron assigned
, to each 1tem dunng use of the llcense'd package y , :

‘ 11 4 In process lnspectlons by, desrgnated personnel shall be performed AND
"documented durmg ‘the handlmg and loadmg of the Ticensed package to ensure that
requirements in the Certificate of Compliance and Safety Analysis are satisfied.

.9
+.+ . G\Documents and Scttings\cwbecker\My Documents\UofM\FNR\QA Programs\Transportation QA Program Rev X.doc
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- 115 Final 1nspectrons will be performed wrth‘ a-checklist to verlfy as ‘a minimum that
P the following itéms dre’complied withz- < = -z, ST

Wi YTy e

11.5.1 Licensed packages are properly assembled

-

11.5.2 All shipping papers are properly ‘completed N T

11.5.3 . Licensed Package are corspicuously::and durably marked as required by
B DOTregulatlons P O B K TR :
' b T P ST LI RPIVEY

12. TEST CONTROL (10 CFR 71 123) O TLE LR TS I

12.1¥ The licensed package’s Safety Analysrs or NRC Certificate of Compliance should
‘provide for a’test program to démonstrate: that-licensed package components will
perform satisfactorily in-service:-The program;will be identified and performed in—
accordance with written test procedures that are prepared, reviewed, and approved.

12.2 These written procedures- will incorporate the acceptance limits contained in the
package approval, provisions for assuring that 4ll prerequisites for a given test
have been met, that'adequate test-instrumentation is available'and used and that the

~test is performed 1 under su1table environmental cond;trons .
© 123 Test results shall Ge- documented and tvaliated to: assure-that test requrrements
¥ havie'been satisfiéd-prior to deliverinig licensed packages: for. transport to a carrier.

"""12.4-"The followmg 1tems are mcluded in typlcal testssie i
‘ P SV S doLGH .

§
H

12 4.1 Structural mtegrlty
12 42 'Leak tlghtness ‘of the licensed package gaskets and seals
12.4.3 Shreldmg integrity

12.5 Test procedures will specify appropriate prerequlslte and momtonng requirements,
, equipment to be used, personnel training requ1rements and provision for data and
documentation, as applicable.

l,—.

12.6 Records of tests shall be retamed for three years.

13. CONTROL OF MEASURING AND TEST EQUIPMENT (10 CFR 71. 125)

13.1 All instruments,. gauges, and other. measuring and testing deyvices used in activities
affectmg quallty shall be propetly controlled callbrated (1f necessary), and
adjusted at specific times to maintain accuracy w1tlun necessary limits.

13.2 This includes measuring and test equlpment used for maintenance of safety related
items. ~ - 1

13.3 Inspection and test équi'p'rnent":ivi]l be tagged or labeled to indicite the calibration
due date.

13.4 All calibration test data shall be maintained with University records or will be
readily traceable to vendor’s records.

1o
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i:13.5:::Measures, will ;be, taken,and .documented -to ;determine the.: validrty -of .previous
inspections or tests performed when measurmg and test equlpment is found to be
out of calibration.

';'.'vx:’-t::‘.'%;'.t" TR0 G IR P T W

14. HANDLING, STORAGE "AND SHIPPING (10 CFR«71 127)" A

© 14.1 “Measures will ‘be taken:to:control the. handlmg, storage, shippmg, cleaning, and
preservation of materials and equipment to:be used in. the licensed package to
prevent damage or deterioration. The followmg actions will be taken when
handling or storing licensed packages:" v ! I oy s o

N . 14:1.1 ‘If a licensed package réquires specral handhng and liftmi, equipment THEN
‘ the special handling-and lifting. equipment -should be used to move the

RS V'R 2" ’Specral handling or storagt provisions for the licensed package (e.g., shock
: :irabsorbers, tags or markings to:adequately protect and identify critical

.+ .companents) will be identified in the licensed package’s Safety Analysis or

Sl :;:- ch .-i e hey \NRC Ce:tificate of Compliance and shall be followed.

14.1.3 Special pr:ote’ctive' ‘éhvironments'(é.g., specific ‘fhoisture icohtent levels, and

SO -+t sutemperature flevels) shall be.specified:and provided. where, required by the

wurlicensed package’s Safety: Analysis or NRQ Certifjcate of Compliance.

14.1.4 All conditions.identified in the package’s NRC .Certificate; of ,Compliance
for unloading the licensed package shall be followed

142 When preparing a llcensed Jpackage, for shipment the followmg applicable
measures will be taken R

- 14.2, 1 Specified operations, mspectlons and tests hiave’ been completed prior to
deliverytoacamer SR P

14, 2 2" NRC and DOT requiremenis have been satlsﬁed pnor to delivery to a
carrier.

1423 Necessary shippmg papers have béen prepared as requ1red

- L R el TS J S . -

15 INSPECTION TEST AND OPERATING STATUS (10 CFR 71 129) b

15 1 “The" status of 1nSpections and tests performed on individual 1tems of the licensed
package, durmg licensed package handlmg, or during ‘licensed package loading
will be indicated by the use of markings such as stamps, tags, labels, or by the use
of checklists, or other suitable means. These means shall provide for the
identification of items that ha\ie Satisfactorily passed required inspections and tests,

.....
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16. CONTROL OF NONCONFORMING MATERIALS, PARTS OR COMPONENTS
(I0CFR71A31) . . i g o0,

16.1.1 Properldentlﬁcatlon

16.1 Measures shall be estabhshed to control materlals parts or. components which do

not conform to specified requirements in, order, to preyent their inadvertent use or
installation. All materials, parts, or components for use by the. Umversrty which
must be quahty controlled will be mspected upon recelpt by de51gnated personnel

* This mspectron will mclude as ammrmum T L I

P T T S T I (T T I

16.1.2 Identification of any nonconforming materials, components, ar parts
16.1.3 Segregation of honconforming itéms’ii iip =i 7

16.1.4 Evaluation ‘aid”disposition of non-cofofriting materjals, components, or

parts.

16.2 Nonconforming items will be segregated in such a manner.to prevent inadvertent

use until proper disposition is completed. Nonconfonnmg items shall be reviewed
and accepted re_]ected repalred or reworked m accordance w1th documented

1tem agamst the ongmal requ1rements Records of such mspectrons evaluations,

and re- 1nspectlons and dlSpOSlth'l w111 be retamed‘ y ,:, Ny

16 3 All conditions of the:NRC par‘kage approval and| thelDOT shlppmg requirements

shall be satisfied prior to shipment.

17. CORRECTIVE ACTION (10 CFR 71.133)

17.1 Conditions that are adverse to quality, such as deficiencies, deviations, defects in

material and equipment, and nonconformances shall be promptly identified. These
conditions shall be reported to the Reactor Manager or other appropriate levels of
management. In the case of a significant condition adverse to quality, the cause of
the condition shall be determined and prompt corrective action taken to preclude
repetition. The identification of the significant condmon adverse to quality, the
cause of the condition, and the corrective action taken shall be documented to
verify that corrective actions were implemented and effective.

18. QUALITY ASSURANCE RECORDS (10 CFR 71.135)

18.1 Sufficient written records shall be maintained to furnish evidence of activities

affecting quality. The records shall include the following:

18.1.1 Records of use and results of reviews
18.1.2 Inspections

18.1.3 Tests

18.1.4 Audits

18.1.5 Qualifications of personnel

12
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SO W " 'Radioattive Materials
+»118:1.6 "Maintenance’ -, SR S L CAODAT D TR o
18.1.7 Delivery of- hcensed package to a carrier (mcludmg proof ‘that apphcable
orobbe . >NRC.and DOT trequlremonts have been satlsﬁed) cpatd
o 18 2 Shlppmg rééords requlred by 10 CFR and 49 CFR sha]l be mamtamed by the
I{J'mvers\lty 1nran auditable’dnd fetrlevable manner e ki
"“‘ MR '\.";"ft )(i.'v!")'f . . 3

18 3 Records of repairs or modlﬁcatlons to llcensed packages wril be, mamtalned by the
University. Records of activities performed only under’ the direct control of the
vendor will be maintained by the vendor 'ifi a¢tordande With the vendor’s NRC

"+ :iapproved QA Program. - .0 o : et
18.4 Records for those quality-affecting activitics related:to .,hlppmg licensed packages

. T"’"‘fOI' radroa"trve matena]s~\\'rll-beureta1ned—for three ~years, in accordance with
DY 2T | lt]oCFR7r 91 Hd 10CFR71 135 RENR T IVTHES TR TR S LT AN TS SR S X

o

19 AUDITS (10 CFR71. 137) R

19 1 Audlts of the actlvmes under this Plan begun m progress or completed during the

year wrll be audrted annually An audrt f the entire Packaging and Transportation
Quahty Assurance Pro am w11f be perfonned tnet‘fmally" “Audits shall be
'.performed by desrgnated quahﬁed personnel not havma1 irect responsibility in the
“areas being audrted " Audit;, results shali ‘be docudieited and reviewed by
management havmg responsrbxhty in‘the ared audxted Follow-up actlon mcludmg
:re-audit of déficient areas, shall be taken Where 1nd1cated Hie :

1|y
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20. REFERENCES
20.1 Regulatory Documentation

20.1.1

20.1.2

20.1.3

20.14

20.1.5

20.2 Other

20.2.1

20.2.2

Title 10 of the Code of Federal Regulations (CFR) Part 71, Packaging and
Transportation of Radioactive Material.

Information Notice 2002-35 (December 2002), Changes to 10 CFR Parts 71
and 72 Quality Assurance Programs, U.S. Nuclear Regulatory Commission,
Rockville, MD.

Information Notice 2004-13 (June 2004), Registration, Use and Quality
Assurance Requirements for NRC Certified Transportatzon Packages. U.S.
Nuclear Regulatory Commission, Rockville, MD.

Information Notice 2005-10 (April 2005), Changes to 10 CFR Part 78
Packages, U.S. Nuclear Regulatory Commission, Rockville, MD.

Regulatory Guide 7.10, Revision 1 (June 1986) Establishing Quality
Assurance Programs for Packaging Used in the Transport of Radioactive
Material, U.S. Nuclear Regulatory Commission, Rockville, MD.

Robert R. Temps (2004) Common Misunderstandings Noted In 1 CFRr Part
71 Quality Assurance Program Submittals, US Nuclear Regulatory
Commission, Spent Fuel University Office, Rockville, Maryland.

American Society of Mechanical Engineering (ASME) NQA-1, Quality
Assurance Program Requirements for Nuclear Facilities.
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