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; PART IM.-f r 'r; This Part Only if the Roguest is for Approval of G Collection
F' of leformation Under the Paperwork Reduction Act end 5 CFR 1320. ,

- " - -
! 13. At,etract-oescribe needs, uses and eMocted pubhc 16 50 words or less

" Transportation Safety, Radioactive Materials"
10. CFR Part 71 establishes requirements for packaging, preparation for shipment, and trans - >

; portation of licensed material, and prescribes procedures, standards, and requirements for ;

approval by NRC of packaging and shipping procedures for fissile material and quantities of
licensed material in excess of type A ayantities.

14, Type of mtormation conection (check onry one)

' Information collectrons not containedin rules

1 C Recuiar submission 2 C tmergency suom>$sion esertitwar,on attacheoi
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.
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' SUPPORTING STATEMENT
FCR

10 CFR PART 71
PACKAGING AhD TRAhSPORTATION OF RADIOACTIVE MATERIAL

L Justification
L
'

Need for and Agency Use of the Information Collection
hRC regulations in 10 LFh Fart il esteblish rec;uirements for packaging,
preparation for shipment, and transportation of licenseo material, and~

'' prescribe procedures, standards, ano requirements for approval by NRC of
packaging and shipping procedures for fissile material ano for quantities of;

; licenseo material in excess of Type A quantities.
,

L Secticn 71.5 requires that licensees transporting licenseo material outside the
confines of their plant or other place of use, or celisering licensed material
to a carrier for transport, including cases when Department of Transportation
(00T) regulations are not applicable, conform to the stcndards ano requirements
of DOT specified in Section 71.5(c), including marking and lebeling of
packages. Licensees are also requireo tc file with the Commission any requests
for modifications, waivers, or excmptions from the requirements of DOT '

regulations apprcpriate to the mode of transport.

Section 71.6a(b) requires that an appifcant er licensee notify the Comission
,

of information which the licensee recognizes as hoving significant implications
for the public health and safety or the ecm on defense end security. This
requirement applies only to intorn.aticn which is not ecvtred by other reporting
or updating requirements. The information must be provided within two working
days.

This requirement is necessary because there may be some circumstances in which
a iicensee pessesses some information which could be important to the
prctection of public health and safety or the common defense and security but
which is not otherwise required to be reported. The codification of this full
aisclosure requirement should not result in significant additional buroens on
applicants or licensees. No formal program is required. What is expected is
that licensees will maintain a professional attituce towaro safety and that if
some potential safety information is ioentified by the licensee, the
information will be provided freely and promptly to the ARC so that the agency
can evaluate it and act on it if necessary.

:

, Section 71.7 specifies that licensees may submit an application for an
,

I exemption from the requirements of the regulations contained in 10 CFR Part 71.
i Upon receipt cf the application, the NRC may grant an exemption from any

particular part of the reaulatien if it is cetermined that the exemption is
authorized by law and will not endanger life or property or the common cefense
and security.

I
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Section 71.12(c)(3) requires that prior to a licensee's first use of a package
under the generai 'icense established by this section, the licensee must submit
to the hRC the licensee's nan,e and license number, and the package identifica-
tion r.utber specified in the package approval. The information submitted pur-<

suant to this requirement icentifies to the NRC licensing staff the licensees ;

who are using peckages approved for use by another licensee. The licensee also
comits to certply with the terms and ccoditions of the specific apprcval.
Unless users are required to register prior to first use of a package, it would

! not be possible to notify users of changes to the packace desi ns which could5
affect safety. Knowledge of the identity of users is also essential to the in-
spection program. This is a coe-time requirement. Persons need only report if
they plan to make use of a particular pckage design.

Sections 71.31, 71.33, 71.35. and 71.37 specify the information required in a ,

license apphcation under Part 71 for each proposed packaging design and rethod
of transport. Section 71.31 sets fcrth the gereral requirements, including the
tutmission cf infern.ation specified in sections 71.33 through 71.37 cno, in the
case et fissile material, an identification of the proposed fissile class.
Section 71.33 specifies requirements for package dcscription. Section 71.35
specifies requiren.ents for package evaluation. Section 71.37 specifies
requirements for identification and descriptien ct the quality assurance
preg ram. The NRC Transportation Licensing staif will review the inforniation
submittea with the application to determine vtether an applicant's package
design, description, evaluation, cuality tusurance program, and other
prcccoures cr.d programs described in the applicaticn are acequate tc treet all
specified requirements.

Ecction 71.39 specifies that the Ccmission may at any time require further
inicrration in order to etable it to determine whether a license, certificate
of ccupliance, or other upprosci should be grantec, denico, acdified,
susperded, or revoked. Such additicnal it.fcreation is scmetimes neeccd to
clarify in1ormation submitted in the application, er to rectify ceficiencies in
proposed er existing programs fcr protecticn cf the public health ano safety
and the ccianon defense ard security. The accitional information submitted is
reviewed by the NRC Transportation Licensirs staff to assess the acequacy of
the applicant's design, procedures, ano other measures for protection ci the
public health aro safety and the common defense ano security and to meet all
specified requirements. The hkC review end the findings cerived therefron forn
the Lctis for NRC decisions concerning the issuance, mooification, or revoca-
tion of licenses, certificates of compliance, or other approvals.

Section 71.85(c) requires that the licensee mark the packaging with its
mocei number, gross weight, and a package identification number assigned by
NRC. This inioimaticn is necessary to icentify the packaging and provide
assurance to others that the packaging k.eets the recuirements of 10 CFR Fart
71.

Section 71.87(e) and (f) require that the licensee have written preceoures
"for setting any pressure relief devices en the package and for loading anc
cicsing the package. These written precedures are neces: cry to provide
assurance that the packa5e ano any pressure relief device provide the proper

\

;
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protection to the licensed material during both ncrmal and accident conditions
of transport.

Section 71.89 requires that prior to delivery of a package to a carrier for
transport, the licensee shall assure that any special instructions needed to

i safely cren the package are sent to or have been made available to the
censignee.

Section 71.91 requires the licensee to maintain records of each shipment
of licensed material not exempt under Sectich 71.1C fcr two years and to main-
tain quality assurance records for the life of the packaging. The licensee -

must also maintain records of the determinations required by Section 71.65, of
nionitoring, inspection, and auditing of work performance during design, fabri- :

I caticn, esserrbly, testing, nodification, maintenance, eno repair of the pack- ,

aging. These records are requireu to determine whettur the licensee's shipping
'

activities are conducted in accordance with the authorization in the license. i

tection 71.93(c) requires that the licensee notify MRC at least 45 cays prior
to fabricaticn of a package to be useo for the shiprrent of licenseo material
having a decay heat load in excess of 5 W cr with a maximum normal operating
pressure in excess of 103 kilcpascal guage. This inforniaticn is needed to give
hRC inspectors the oppcrtunity tc verify indererder.tly that a package (cask)
for the shipment of hazardcus quantities of radioactive material (spent nuclear
fuel) is constructed in accordance with the apprcved package design and quality
assurance program. Certain vital parts of casks are covered up by other
ccmpcnents during fabrication ano are not inspectable after the conipletien of ;

fabrication.

Section 71.95 requires that licensees report to the NRC within 30 cays -1y
instance in which there is a significant reduction in the effectiveness of any
authori:ed packaging curing use, and details of any cefect with safety signi-
ficance in the packaging after first use, with the means employed to repair the
oefects and prevent their tecurrence. This recuirement is needed to provice
feectack to NRC ccncerning the odecuacy of approved packages and package appro-
val technio9s. This is a one-time recuirement. Only those persons who note a
substtntial reduction in the effectiveness of an authorized package during use,
or a defect with safety significance, are required to report under this previ-
sien, an.ounting to only one or tm reports a year. The reports are an
important part of the program to imprcyc tl.e quality of packaging for licensed
raoicactive traterial and the related regulatory review process, and to provide
asstrance that any cefective packages will Le ren.oved from use withcut
incident..

Section 71.97 requires each licensee to give advance notification to the gover-
nor 01 c State or the governor's cesignee for the transport of certain nuclear
wastes to, through, or across the boundary of the state. The notificaticn must
be in writirg, raust centain the name, accress, and telephone number of the
shipper, carrier, and receiver of the nuclear waste shipment; a oescription of
the nuclear waste, the point of origin of the shipment, the seven-day period
during which ceparture of the shipment is expected to occur, and the seven-cay
period during which a: rival of the shipment at State bounoaries is estimated tc
occur; the destination ci the shipment and the seven-ooy period during which
arrival of the shipment is estimated to occur, anc a point of contact with a
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telephone number for current shipment information. Licensees must also give
notice of revisions to schecules anc cf cancellaticns of shipments for which
notification was given. Licensees are requireo to retain a copy of the notifi-
cations and cancellations as a record for one year. In nooition, licensees
must keep for one year a record of the name of the individual in the Governur's
office who was contacted and informed concerning a revision in shipment

,

schedule information. The records are requireo in order to permit NRC
inspectors to determine compliance with the regulations.

Sections 71.101 through 71.137 establish cuality assurance (QA) requirements
which apply to all activities affecting the components of packaging which are
significant to safety. Sections 71.101 and 71.103 specify licensee responsibi-
lity for establishing a QA program. Pricr to use of any package for shipment
of licensed material, the licensee shall file a descriptien cf its QA program
with NRC and cbtain its approval. The licensee must also notify NRC of its
intent to use a previously-approved QA program. Section 71.103 requires
licensees to clearly establish and delineate in writing the authority and ,

duties of persons and crgani:aticns performing activities affecting the
safety-related functions of structures, systems and components. Section 71.105
recuires the establishment of a QA program, documented by written proceaures or
instructions. Section 71.107 requires the establishment of written procedures
for package design control. Section 71.109 requires licensees to establish
measures to assure that adequate quality is required in procurement documents.
It also requires that licensees shall, to the extent necessary, require
contractors or subcontractors to provice a OA program consistent with the
applicable provisions of Part 71. Section 71.111 recuires that activities
affecting e clity shall be prescribed by dccumented instructions, prcceoures,
ur orawing.t. Section 71.113 requires the establishment of measures to control
the issuarce of documents, such as instructions, procedures, and drawings,
inclucing changes thereto, which prescribe all activities affecting cuality.

,

Section 71.115 requires the establishment of measures to assure that purchased
material, ecuipment, ano services ccnform to the precurement dccuments, and
requires that such cccumentary evidence be available prior to installation cr
use of the material ano equipment. The documentary evidence must be retainea by

..

'

or available to the licensee and must be sufficient to identify the specific
requirements met by the purchased material ano equipment. Section 71.117
requires the establishment of measures to assure identificction ar.o control of
materials, parts, and ccmponents, either by number on the item or on records
traceable to the item. Section 71.119 requires the establishment of measures
to assure that special prcccsses, including welding, heat-treating, and
r.ct-oestructive testing, are controlled and accomplished by qualified personnel
usine cualified proceoures, in accordance with applicable codes, standaros,
specifications, criteria, and other special requirements. Section 71.121
requires the establishment of a program for inspection of activities affecting
quality, including specification of any necessary mandatory hold points in
appropriate documents. Section 71.123 requires written procedures for a test

| program to dEmenstrate that the packaging components wW perform
L satisfactorily in service, and requires that the test results be oocumented and

evaluated. Section 71.125 requires the establishment of measures to assure the
proper centrcl, calibration, ano aojustment of tools, gages, instruments, and
other reasuring ano testing devices. Secticn 71.127 requires the establishment
of measures to centrol the handling, storage, shipping, cleaning and

| preservation of materials and equipment to be used in packaging in accordance

|

__ __ . _ _ _ _ _ _ _ _ _ _ - _ _ _ _ __
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with instructions to prevent damage or oeterioration. Section 71.129 requires
establishment cf measures to indicate, by the use of raarkings such as stamps,
tags, labels, routing cards, or other suitable means, the status of inspections
and tests performed on individual items of the packaging. Measures are also
required for indicating the cperating status of components of the packaging,
such as tagging valves and switches, to prevent inadvertent operation.
Secticn 71.131 requires the establishment of documented procecures 1cr
controlling materials, parts, or components which do not conform to
requirements in orcer to prevent their inadvertent use or irstellation.
Section 71.133 requires establishment of measures for documenting the identi-
fication, cause, and correcticn of significant cenditiens adverse to quality.
Section 71.135 requires that the licensce maintain sufficient recoros to
furnish evidence of activities affecting quality, including design recoros,
records of use and the results of reviews, inspections, tests, audits,
monitoring of work performance, anc raaterials analyses, as well as cicsely
relateo data such as qualifications of personnel, procecures, and scuipment. !

Reccrds must be identifiable and retrievsble. Records pertaining tc the
fabricaticn cf the package must be retair.eo for the life of the package to ;

which they apply. Recercs pertaining to the use of the package for shipmert of I

radioactive material must be retained fcr 6 periou of C years after the
shipment. Cctsistent with applicable regulatory requirements, the licensee is
requireo to establish rcquirements concerning recoro retention, such as
duration, lccation, ar.d assigned responsibility. Section 71.137 rce, Lites that
a ccmprehensivt system of 0A aucits be carried cut in accorcance with vritten
procedures or check lists, and that auuit nsults be documented ano revitked by
management.

The purpcse of these requirements is to assure that packages are desist.eo,
fabricated, testeo, procured, used, maintaineo, repaired, and modified in
accorcance with the Certificate of Compliance (approvci) 1ssuec f cr the
package.

.

Use of Impreved Information Management Technolooy

There are no legal obstacles to recucing the burden associated with this
intortnation ecliecticn. Applicants and licensees may use electrcnic
information processir4 :.ystems to prepare and submit nquireo information.

Efforts to Avoid Luplicaticn

The Information Pequirements Control Automated System (IRCAS) was searchec to
determine cuplication. None was fcund, hhc has edepted a single package
approval sys1.em (Certificate of Compliance for each packaSe oesign) and
subsequent registration of other users withcut additienal technical data that
has minimized duplication by licensees and others (DOE, State licensees).

Effort to use Similar Information

There is no similar information available.
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Effort to Reduce $ mall Euriness Burden

| In previous years the requirc:r,ent for each package user to have a copy of the
entire safety analysis repor: for each package has deleted in favor of a
requirement only to have a topy of the drawings and operating procedures. This
results in a recuced burden for small businesses.

Consequer.ccs cf Less Frccuent Collecticn

Applications for new package certifications are submitted only once. Other
infcrmation is collected as dictated by specified events. Less frequent
collection would impair the ability of NRC te evaluate the adequacy of the
safety'of package designs for transport.

Circumstances Which Justify Variation from OMB Guidelin_es

Contrary to the OMB Guidelines in 5 CFR 1320.6(b). Section 71.6a(b) requires
thct licensees submit a notification tc TRC in less than thirty days frem the
cate of identifying infcrmation having significant implications for the public
health and safety or the common defense and security anc which is not covered
by other reporting requirements. The recuirement to provide notification
within two working days following the identification of the information is
necessary to ensure that NRC is made aware of the significant safety infor-
rnatiot, so as to take prempt effective action to protect the public health and
safety.

Contrary to the OMB guidelines in E CFR 13'0.6(b), Section 71.95 requires that2
licensees report to the NRC within 30 cays any instance in which there is a
significant reduction in the effectiveness of any authori:ed packaging curing
use, and detaiis of any cefect with safety sign 1Ticance in the packaging aftcr
first use, with the means employeo to repair the defects and prevent their
recurrence. This requirement is needed to provide feedback to NRC concerning
the adequacy of approved packeyes and package apprcval techniques. This is a
cne-time requirement. Only those persons who note a substantial reduction in
the offectiveness of an authorized package during use, or a defect with safety
significance, are required to report urder this provisicn, amounting tc enly
one or two reports a year. The repcrts are an important pLtt of the program to
improve tl quality of packaging for licensec radioactive material and the
rehteo regulatory review prccess, and reperting within the prescribed tine is
needed tc provido assurance that any defective packages will be removed frcm
use without incident.

Sections 71.91 and 71.135 require that quality assurance records br retcinec
for the life cf the package to which they apply, which period may exctec the
3-year CMB guideline certair.ed in E CFR 1320.6(f). These records are needed in
order to be able tc den:custrate und permit a determinaticn at any time during
the life of the pachage, and a1ter any cccident involving the package, that. the
package has been design %, t'abricated, tested, procured, used, maintained,
repaired, and modified in 6ccordance with the approved pekage design ano
c,uality cssurance prcgram.
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. Ccosultations Outside the Agency

There have been no'outside consultations since.the previous clearance.

Assurance of Confidentiality.
,

- None, except for proprietary information.

S_en_si_tive Ouestions ;
,

Ec0e
,

Publicttien fcr Statistical Use

None-

,

Estimate of Compliance Burden"

Reporting Requirements
No. of Licensee Staff Hours Total Annual

Section Responses Annually Per Submittal Licensee Burden (Hrs)

- 71.5 2- 0.5 1

71.6a(b) 35 1 35

71.7' - Included in 71.31

71.12 200 1 200
,

,

71.31 100 300 30,000 i

71.33 - Included in 71.31
'i

- 71.35 - Included in 71.31

-71.37- - Included in 71.31

71.39 20 1,000 20,000
, . ,

71.85(c) 100 0.5 50

71.89 100 0.17 17

. 71.93 1 1 1

71.95 2 24 48

71.97 100 1 100
|
'

71.101 thru 71.137 100 160 16,000

Total 760 66,452

l

i,{', -_
'
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Recorckeepindeouirements

No. of Annu61 Mcurs per Recordkeeping Retention
Recordkeepers Recordkeeper Hourt Period :

'71;87 - Included in 71.91 3 yrs

71.91 350 18 6,300 Life of Pkg ,

+ 3 yrs
;

71.97 - Included'in 71.91 3 yrs i

71.135 - Included in 71.91 Life of Pkg

Total f: umber of Recordkeepers 350

Total Recorakeeping Fours Annually 6,500 '

TOTALANNUALBURDEN(ERS) -72,752

Estimated Cost to Public to Respond

Section Annual Cost to Respond '

71.5 $95
.

71.6a(b) $3,325

71.7- - Included in 71.31

71.12 19.000

71.31 2,850,000

71.33 - Included in 71.31

71.35 --Included in 71.31

71.37 - Included in 71.31

71.39 1,900,000

71.ES(c) 4,750

71.87(e) & (f) - Included in 71.91

71.89 1,615

71.91 598.500

71.93 95
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[, Estimated Cost to Public to Respond (cont'd)

>71.95 4,560
a

71.97 9.500

71.101 thru'71.137 1,510,000

t

"

TOTAL. $6,911.440a

i

L Source of Burden and Cost Data and Vethoo of Estint.tir.c Burden and Cost
!

This data is tesec on info 11,ui censultations by the staf f- with a small number
j- of typical licensees and cn the r. umber of submittals to KRC in past years.

.

Cost to licensees and applicants is cciculated at a rate of 595 per hour,
i-

Chance in Burden

None.-

'

Estimat'e cf Cost to the Federal Goverrrent

Arrual Cost - hkC Staff Review
(Professicr.al' effort - 20.800 hours G 5%/hr) = $1.976,000

Annual Cost - Clerical Processing-

.(Clorical: effort - 4,160 hours G S45/hr) =$ 187,200

Annual Aaniinistrative Costs
(Postage,har.dling, envelopes,etc.) =$ 1,004

Annual Cost for Recora Holdings
(1,4t.0cL. ft x SE09/cu. ft.) =$ 300,960

Annual _Printire Costs =$ 200

L Annual Cost for Storage of Foilus in NRC Supply
($2.10per1,000) =$ 4

Annual ADP Cost =$ 30,000

| Total Ar.r.ual Cost = 10.495,948

!
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