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[7590-01]
U.S. NUCLEAR REGULATORY CUMMISSION
Documents Containing Reporting or Recordkeeping Regquirements:
Office of Management and Budget (OMB) Review

AGENCY: U.S. Nuclear Regulatory Commission (NRC)

ACTION: Notice of the Office of Management and Budget (OMB) review of

information collection.

SUMMARY : The NRC has recently submitted to the OMB for rcview
the following proposal for the collection of
information under the provisions of the Paperwork

Reduction Act (44 U.S.C Chaptar 35).

; Type of submission, new, revision, or extension:

Revision

e The title of the information celliection: 10 CFR Part

21, "Reporting of Defects and Noncompliance."

3

The form number if applicable: Not applicable
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How often the collection is required: On occasion

Who will be required or asked to report: Ail
directors and resgonsibie officers of firms and
organizations building, operating, or owning NRC
licensed facilities as well as directors and
responsible officers of firms and organizations
supplying basic components and safety related design,
analysis, testing, inspection, and consulting services

to NRC licensed facilities or activities.

An estimate of the number of responses: 350 annually
(150 initial notifications, 150 written reports, and 50

interim reports;

An estimate of the average burden hours per response:

66 hours

An estimate of the total number bf hours needed to
complete the requirement or request: 22,988 (19,300

reporting hours and 3,688 recordkeeping hours)

An indication of whether Section 3504(h), Pub. L.
96-511 applies: Not applicable
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10. Abstract: 10 CFR Part 2] implements Section 206 of
the Energy Reorganization Act of 1974, as amended. It
requires directors and responsible officers of firms
and organizations building, operating, owning, or
supplying basic components to NRC licensed facilities
or activities to report defects and noncompliances
that could create a substantial safety hazard at NRC
licensed facilities or activities. Organizations
subject to 10 CFR Part 21 are also required to
maintain such records as may be required to assure

compliance with this regulation.

Copies of the submittal may be inspected or obtained for a fee from the NRC
Publ ¢ Document Room, 2120 L Street, NW. (Lower Level), Washington, DC 20555.

Comments and questions should be directed to the OMB revieuer:

Ronald Minsk

Office of Information and Regulatory Affairs (3150-0035)
NEOB-3019

Office of Management and Budget

Washington, DC 20503

Comments can also be submitted by telephone at (202) 395-3084.
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The NRC Clearance Officer is Brenda Jo. Shelton, (301) 492-8132.

Dated at Bethesda, Maryland, this 42;1 day ofi;L(unu- 1992.

For the Nuclear Regulatory Commission
A

L‘«w

{ Gerc]d F. Cxanford, Degignated Senior
Official for Informatibn Resourcea
Management




*REPORTING OF DEFECTS AND NONCOMPLIANCE"

Description of the Information Collection

10 CFR Part 21.21 requires directors and responsible officers of firms and
organizations building, operating, owning, or supplying basic components to
NRC licensed facilities, or conducting NRC licensed activities, to report
defects in components and failures to comply that could create a substantial
safety hazard (SSH). 10 CFR 21.51 requires each or?anizat1on subject to 10
CFR Part 21 to maintain such records as may be required to assure compliance
with 10 CFR Part 21.

A.  JUSTIFICATION
1. Need for the Collection of Information

Part 21, “"Reporting of Defects and Noncompliance," implements Section
206 of the Energy Reorganization Act of 1974 (42 U.S.C. 5846). Section
206 requires directors and responsible officers of firms constructing,
owning, operating, or suppiying the basic components of any facility or
activity licensed under the Atomic Energy Act to immediately report to
the Commission the discovery of defects in basic components or failures
to comply that could create a SSH. In addition to imposing obligations
on the directors and responsible officers of NRC licensees, Section 206
also imposes obligations on the directors and responsible officers of
nonlicensees that construct faciiities for or supply basic components to
licensed facilities or activities. Any individual officer or director
who knowingly fails to comply with the notification requirements is
subject to civil penalties.

Part 21 contains reporting and recordkeeping requirements which are
necessary in order that the NRC be informed of safety defects so that
the agency can take appropriate regulatory action. Records are required
to be maintained so that technical issues may be effectively resolved
and for enforceability of the regulations.

Section 21.21(a)(1) requires the vendor (not an NRC licensee) or
licensee to evaluate deviations and failures to comply to identify
defects and failures to comply associated with substantial safety
hazards. Depending upon the outcome of the evaluation, the evaluation
ma{ be submitted to NRC as discussed under Section 21.21(c)(3)(i1)
below.

Section 21.21(a)(2) requires that if the vendor or licensee cannot
complete an evaluation of either the failure to comply or deviation
within 60 days of its discovery, then an interim written report should
be submitted to the Commission describing the deviation or the failure
ty> comply. The report must be submitted within 60 days of discovery of
the deviation or the failure to comply.
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Section 21.21(a)(3) requires that a director or responsible official of
a company covered by 10 CFR Part 21 be notified within 5 days of the
determination (based on the evaluation under Section 21.21(a)(1) above)
that a defect or failure to comply associated with an SSH exists.

Section 21.21(b) requires that a vendor that cannot perform an
evaluation of a deviation transmit information to the purchasers of
basic components containing a deviation within 5 working days of the
determination. The purchaser is then expected to evaluate the
information as discussed under Section 21.21(a)(1) above.

Section 21.21(¢)(3)(1) requires the Commission be notified by the vendor
or licensee via telephone or facsimile within two days following receipt
of information by a director or responsible officer that a defect or
failure to comply associated with an SSH hazard exists.

Section 21.21(c)(3)(i1) requires the submittal of a written report by
the vendor or licensee to the Commission within 30 days of
identification of a defect or failure to comply associated with an SSH.
The report contents are defined in the Section 21.21(c)(4).

Section 21.21(d) provides for the Commission to obtain from individuals
subject to 10 CFR Part 21 any needed additional information related to a
defect or failure to comply.

Section 21.51(a)(1) requires vendors or licensees to retain records of
evaluations of deviations and failures to comply for § years from the
date of the evaluation. .

Section 21.51(a)(2) requires vendors of components to retain
notifications of potential defects or failures to comply that were sent
to affected licensees for 5 years from the date of the notification.

Section 21.51(a)(3) requires vendors of components to retain a record of
purchasers of components fur 10 years after deliverv of the component.

2.  Agency Use of Information

10 CFR Part 21 reports are reviewed by the NRC staff to determine
whether the reported defects or noncompliances in basic components at
NRC licensed facilities or activities are potentially generic safety
problems. These reports have been the basis for the icsuance of
numerous NRC information notices, generic letters and builetins that
have contributed to the improved safety of the nuclear industry.

The records required to be maintained in accordance with 10 CFR 21.51
are subject to inspection by the NRC to determine compliance with the
subject regulation. These records fall into four categories: records
relating to evaluations cefined by 10 CFR 21.3, records of previously
submitted reports pursuant to 10 CFR 21.21, records of procedures
required to assure compliance with 10 CFR Part 21, and procurement
documents necessary to ensure that background specifications are
available to evaluate potential defects and noncompliances.



Industry organizations, such as the Institute for Nuclear Operations
(INPO) and the Nuclear Management and Resources Council (NUMARC), are
urged to share and distribute such informaiion to all affected parties
as it becomes available. The NRC further disseminates significant
generic information to all affected parties via NRC information notices,
generic letters, and bulletins and encourages the elimination of
duplicate reporting. Computer databases are used extensively by the NRC
and the nuclear ingustry for tracking these reports.

3. Reduction of Burden Through Informetion Technology

There are no legal obstacles to reducing the burden associated with this
information collection. Industry organizations are urged to share and
distribute such information to all affected parties us it becomes
available. NRC disseminates significant generic information to all
affected parties via generic communications. Automated systems for
tracking reports are being used to the extent possible.

4, Effort to Identify Duplication

Commission regulations contain several safety deficiency reporting
requirements. Distinctions exist between these requirements. The
revised 10 CFR Part 21 which became effective October 29, 1991,
clarified the reporting and evaluation requirements to reduce
duplication among 10 CFR Part 21, 10 CFR Part 50.55(e), 10 CFR Part
50.72, 10 CFR Part 50.73 and 10 CFR Part 73.71.

5.  Effort to Use Similar Information

10 CFR Part 21 implements Section 206 of the Energy Reorganization Act
of 1974. as amended (U.S.C. 5846). It is the only regulation that
currently requires directors and responsible officers of firms and
organizations building, operating, or owning NRC Ticensed facilities, or
conducting NRC licensed activities, to report defects and noncompliances
that could create substantial safety hazards. Similar information is
not currently available within the NRC or industry to accomplish the
intent of Section 206.

6.  Effort to Reduce Small Business Burden

Approximately 12,000 licensees and other organizations are under the
scope of 10 CFR Part 21. The majority of these respondents are not
considered to be small businesses. The revised 10 CFR Part 21,
effective October 29, 1991, has reduced the reporting burden for these
licensees and other organizations.

7.  Consequences of Less Frequent Collection

10 CFR Part 21 has no specific period for reporting; instead, it
requires the reporting of defects and noncompliances immediately after
it is determined that they could create a substantial safety hazard.
Less frequent collection of such information could reduce the NRC
effectiveness in the area of assessing potentially generic safety issues
and in disseminating such information to affectad parties.
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8.  Circumstances which Justify Variation from OMB Guidelines

10 CFR Part 21 requires the reporting of defects and
noncompliances that could create a substantial safety hazard in
facilities or activities licensed by the NRC. This information is
needed within 30 days to ensure that the NRC receives prompt
notification of these defects and noncompliances, evaluates them,
and is able to promptly disseminate informaticn regarding those
defects and noncompliances that are determined to be potentially
generic safety problems.

In addition, 10 CFR Part 21 requires records to be retained beyond the 3
year 1imit established by OMB. This longer retention is required
because review of recent experience with existing records in recent
reviews indicates that a 3 year retention would not be adequate for
review and evaluation of recurring defects. It is necessary to be able
to verify that the deviation has been adequately evaluated and corrected
as required. Records of evaluations are therefore retainea for 5 years.
Supplier notifications to purchasers/affected licensees are retained for
5 years. Supplier records of purchasers of basic components are
retained for 10 years after delivery of basic component.

9. Consultation Nutside the NRC

The staff has utilized comments from licensees and other
orgarizations regarding the requirements of 10 CFR Part 21. In
addiiion, the recommendations of the Presidential Commission on
the Accident at Three Mile Island on the safety defect reporting
system have also been considered and used as appropriate.

10. Confidentiality of Information

Information that is identified as proprietary or confidential,
which is defined as information that if disclosed could do
substantial harm to an organization’s competitive position, would
be withheld from disclosure under a Freedom of Information Act
r$q:§s§d1§ the NRC determines that it is in the public interest to
withho W

) + r i

This rule does not request sensitive information.
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ACTIVITY

Review interim reports
(50 per year)

Receive and review initial
telephone FAX notification
(150 per year)

Review written reports
(150 per year)

Review records of
evaluations, traasmittals,
lists of pur. asers, and
procurement

TOTAL BURDEN

NRC_ANNUAL BURDEN

HOURS PER
SUBMITTAL

12

12

13. Estimate of Industry Burden

The total burden to respondents for reporting and recordkeeping in
accordance with 10 CFR Part 21 is estimated to be 22,988 hours
based on 150 initial notifications, 150 written reports, and 50
interim reports, annually from 100 respondents, or $2,643,620 at
$115 per hour of professional staff time. Details are included in

the attached table.

14, Reasons for Change in Burden

TOTAL

600

300

1800

1000

3700

e e o e e e

(0ST
e$115/41.F°
$69,000

34,500

207,000

115,000

425,500

The estimate reflects the number of reports expected in the next few
years, 200 (150 written reports, 50 interim reports) annually based on
the number received in the last few years and the Part 21 interim report
requirement. It also reflects a new estimate that more accuratel,
represents the burden to respondents based on discussions with
respondents and includes a correction and new estimate of the actual

burden imposed by the current regulations.
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15, Publication for Statistical Use

The data collected through this regulation provides input for generic
communication issued by the NRC such 2s information notices, generic
letters, and bulletins, Each report received is coded and entered into
a computer catabase system that is used for tracking thess reports. A
printout of the informatiun in the database is distributed to NRC
offices monthly to inform them of the 10 CFR Part 21 reports that have
been received by the NRC, their review status, and the reason for
closeout. The data is not published except as it is reflectec in
notices and bulletins.

COLLECTIONS OF INFCRMATION EMPLOYING STATISTICAL METHODS

Statistical methods are not used in the collection of information.
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Burden Table
Reporting Requirements

No. of Responses Hours Per Total Cust
Section Annually Response  Hours 8$115/br
21.21(a)(1) Included in 21.21(c)

(3)(i1)
21.21(a)(2) 50 95 4,750 $546,250
21.21(3)(3)  Included in 21.21(c)

(3)(i1)
21.21(b) Included in 21.21(c)

(3)(11)
21.21(c)(3) (1) 150 2 33C 34,500
21.21(c)(3)(i1) 150 95 14,250 1,638,750
21.21(d) Included in 21.21(c)

(3)(11)
Total Reporiing Burden 19,300 $2,219,500

Recordkeeping Requirements
There are 100 licensees maintaining records.
Burden Per Total Cost

Section No. of Records  Record Hours @$115/hr
21.51(a)(1) 8 375 300 $34,500
21.581(a)(2) 5 .375 188 21,620
21.51(a)(3) 250 .128 3,200 368,000

Total Recordkeeping Burden 3,688 $424,120

R S B s Eeel S e B --—-—..—-.-,T-

daaa e L e e B e b o e e



53 FR 31651

42 FR 28881

UNITED STATES NUCLEAR REGULATORY COMMISSION
RULES and REGULATIONS

TITLE 10, CHAPTER 1. CODE OF FEDERAL REGULATIONS ~ ENERGY

PART
21

Geemaal Provisions

Definitions
Interpretationa
Communicstions
Posting requirementa
Exemptions

ilé
bR

218 Information . lection requirements
OMB approvai
Noriricarion
» 2121 Notificauon of fulure w comph or
exs\nee of a defect and W8 evaluation
Procureset Docowesrs
:1.31 Procurement documents
Ingrecrions, Recoxns
1141 Inspections
3> 2151 Maunenance and inspecuon of records
Ewroscemert
21 61 Fallure 1o nouty

Autbority: Sac. 181, 88 Stat 948, &4
cmended sec 104 ) Stat, ¢4 sa amendad
42 USC 220 2282) secs 201 &0 amended.
206 80 Stat. 1242 as amended. 1248 (42U SC
5841 5848).

Sec. 1.2 a'so issuod under sece. 135 141,
Pub. ] 7425 Sl 222 241 (QUSC
10158 .ne1)

For the purposes of sec. 223 88 Siat. 954 as
amendad (42 US.C 273 §§ 218 21 21(0)
Wnu 2101 sre aasuerd under sec. 181D 88 Siat
44 as amended (42 U S.C 22m(b)) and
$H 2121 20,41 and 21.51 are sused under sec.
1610, 88 St . 980, a3 amanded (2 USC,
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Geweral Provisions

§21.1 Purpose.

The regulations in this part estab-
lish procedures and requirements for
implementation of section 208 of the
Energy Reorganization Act of 1974
That section requires any inAdividual
director or responsible officer of »
firm constructing, owning, operating
or supplying the ts of any
facility or activity which s licensed or
otherwise regulated pursuant to the
Atomic Energy Act of 1954, as amena-
ed, or the Energy Reorganization Act
of 1974, who obtains information rea-
sonably indicating: (a; That the facill-
ty. sctivity or basic component sup-
piied to such factlity or activity fails to
ermply with the Atomic Energy Act of
1.34, a3 amended, or any applicable
rule, regulstion, order, or license of
the Commission relating to substantial

FR288%)

safety hazards or (b) that the facility,
activity, or basic component supplied
o uch facility or activity contalrs de-
fecs, which could create ¢ substantial
safety hazard to immediately notlly
the Commission of such fallure to
comply or such defect, unless he has
sctual knowledge that the Commission
has been adeyuately Informed >f such
defect or [allure to comply.

;Hu Scope

|
|
\
|
|
|

S6FR¥O8) ——

{8) The regulations ii, this part apply.
except as specifically provided
otherwise in parts 31. 34, 35, 39, 40, 80,
81. 70, or part 72 of this chapter, to each
individual, partnership. corporation, or
other entity licensed pursuant to the
regulations in this chapter to poasess,
use, or transfer within the United States
source material byproduct material,
speciel nuclear matenal, and/or spent
fuel and high lavel radiosctive waste, or
to construct. manufacture, possess. own,
operate or transfer within the United
States. any production ot atilization
facility or independent apent fuel
storage installation (ISFSI) or monitored
retrievable storage installation (MRu):
and (o each directot and responsible
officer of such & Licensee. The
regulations in this part apply also to
each individual, corporation,

rtnership or other entity doing

usiness within the United States, and
each director and responsible officer of
such organization, that constructs &
rmducuon or utilization facility licensed
'or manufacture. construction, ot
operation pursuant to part 50 of this
chapter, an ISFSI for the storage of spent
fuel licensed pursuant to part 72 of this
chapter. 8 MRS for the storage of apant
fuel or high level redicactive waste
pursuant to part 72 of this chapter. or a
geologic repository for the disposal of
high-level radicactive waste under part
80 of this chapter: or supplies basic
components for e facility or activity
licensed, other than for export. under
parts 30, 40, 50, 80, 61, 70, 71, or part 72 of
this chapter.

(b) For persons licensed to construct a
facility under a construction permit
issued under § 50.23 of this chapter,
evaiuation of potential defs cts and
faliures 1o comply and repo ting of
defects and failures to com; ly under
§ 30.55(e) of thia chapter sa isfies each
petton's evaluation, notific ation, and
reporting obligation to rep s#t defects

21

l
|
|
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21.3(a)

REPORTING OF DEFECTS AND NONCOMPLIAN&E

and failures to comply under this part
and the responaibility of individual
directors and responsible officers of
such licersees 10 report defecis under
section 208 of the Energy Reorganization
Act of 1874

(c) For persons licensed to operste a
nuclear power plant under part 50 of this
chapter, evaluation of potential defects
and appropriate reporting of defects
under §§ 50.72,. 50.73 or § 73.71 of this
chapter satisfies each person's
evaluation, notification. and reporting
obligation to report defects under this
part and the responsibility of individual
directors and respensible officers of
such licensees 10 report defects under
section 206 of th~ Energy Reorganization
Act of 1974,

{d) Nothing in these regulation=
should »~ deamed to preclude either an
ind/- L a. anufacturer, or a supplier
of a mercial grade (te™ (see
§ 21, ) not subject 10 the
regulatiosn. . this part from reporting 0
the Commission. a known or suspected
defect or failure 0 comply and. as
autherized by law, the ideutity of
anyone so reporting will be withheld
from disclosure. NRC regional offices
and headquarters will accept coliect
teiephone calls from individuals who
wish to speak to NRC representatives

nuciear salety-related
problems. The location and telephone
numbers of the five regions (answered

during lar working hours), ere listed
in sppe D to part 20 of this chapter
The telephane number of the NRC

Operstions Center (answered 24 hours a
day—including holidays) is (301) 951-
0550.

47 FH 5T448

§213 Definitions.

As used In this part:

(aX1) “Basic component.” when ap-
plied L0 nuciear power reactors means
& plant structure, system. component
or part thereo! necessary L0 assure (1)
the integrity of the reacior coolant
pressure poundary, (i) the capabllity
1o shut down the resctor and maintain
it in & safe shutdown condition, or (Ui)
the capabllity to prevent or mitigate
the consequences of accidents which
could result in potential ofisite exno-
sures comparabie Lo those referred Lo
in § 100.11 of this chapter

(2) "Bagic component.” when spplied
Lo other facilities and when appited to

Juty 31, 1991



~47 FRSTad8

Preus

21.3(a)

other activities licensed pursuwnt to
Parts 30, 40, 30, 60, 81, 70, 71, or 72 of
this chapter, means a component,
strucsture, systera, or part thereof that
is dizec'ly procured by the licensee of
& facility or activity subjecy W0 the reg-
wistions 1o this part and in which »
defect (see §21.3id)) or fadwe W
comply with any applicable reguistion
in this chapter, order, or lic:nse lssued
by the Commission could create & sub-
stantial safety hazard (see § 21.3(k)).

3> (3) In ell cases. bosic component

56 FR RO/

includes safety related design. enalysis
inspection. testing, fabirication
replacement parts. or consulting
services tha! are associaied with the
componen! hardware whether these
services are performad by the
companen! suppher or others

r {4) A commercial grade item s not a

|

{

AT FR STaa8

part of a basic component until afler
dedication (see § 21.3(c-1)}

(a=1) "Commercial grade item” means
an item thet w J*) 2ot subject to design
or specification requirems.. ““=' are
unique to faciilies or activities licensed
pursuant 1o Parts 30, 40. 50, 80,61 .70 71, o
72 of this chapter and (2} used in
applications other than {acilities or
activities licensed pursusnt to Parts 34
40 80 80.41.70. 71 or 72 ¢f ibis chapler
and (3] to be ordered from the
manulacturer/sup !m on the basis of
specifications set forth in the
manufacturer's published product

Lduaipnon (for example a catalog).

T42FA 2880

(b) “Commission” means the Nucle-
ar Regulatory Commission or Its duly

. suthoriaod represeniatives.

| B (¢) Constructing or construction

-——1 r—u -n-un—-]r-—-— 56 FR 38081 ——

472 FR 3800

means the analysis. design
manufacture. fabrication. placement
erection. installation. mod:fication
inspection, or testing of a facility or
activity which is subject to the
regulations in this part and consulting
services related to the facility or activity
that are safety related.

(e-1) “Dedication” of a commercial
grade item occurs after receipt when
that item is designated [or use &s s
basic component.

(d) "Defect” means:

(1) A deviation (see § 21.3(e)) in a
basic component delivered (0o a pur-
chaser for use in & facility or an activi-
ty subject to the regulations in this
par. i, on the basis of an evaluation
(see § 21.3(g)), the deviation could
create s sulstantial safety hazard: or

Juty 31, 991

PART 21 ¢« REPORTING OF DEFECTS AND NONCOMPLIANCE

-

(2) The installation, vse, or oper.
stion of » basic component containing
s delect as defined I paragraph (dx 1)
of this section, or

(3) A deviation in & purtion of & fa-
ellity subject o the construction
permit or manufacturing licensing re-
quirements of Part 50 of this chapter
provided the deviation could, on the

| basis of an evaluation, create & sub-
| stantial safely hazard and the portion

42 FR 28881

of the facility containing the deviation
has been offered to the purchaser for
acceptance; or

(4) A cond.tion or circumstance in.
volviiig & basic component that could
contribute 10 the exceeding of a safety
limit, as defined in the technical speci-
fications of & license for operation
issued pursuant to Part 50 of this
chapter

(e) “Deviation” means & departure
from the technical requirements In-
cluded In a procurement document
(see § 21.3¢1)).

(f) “Director” means an individual,
appointed or elected according Lo law,
who s suthorized to manage and
direct the wifairs of a corporstion,
partnership or other entity. In the

| case of an individual proprietorship,

“director’ means the (ndividual.

—

| 3 (g) Discovery means the completion of

e 58 FR 36081 ——————

the documentation first identifying the
existence of a deviation or failure to
comply potentially associated with a
substantial safety hazard within the
evaluation procedures discuesed in
§21.21 (a)

(h) Evaluation means the process of
determining whether a particular
deviation could create a substantial
hazard ot determining whether a failure
1o comply is associated with a
substantial safety hazard.

(i) Netification mesna the telephonic
commumnication to the NRC Operations
Center or written transmittal of
information to the NRC Document
Control Desk.

{§) Operating or operation means the
operation of a facility or the conduct of
a licensed activity which is subject 10
the regulations in this part and
consulting services related (o operdtions
that are salety related

(k] “Procurement document’” means
3 contract that defines the require-
ments which fscilities or basic compo-
nents must meet in order Lo be conaid-
ersd scceptable by the purchaser.

(Il “Responsible officer” means the
president, vice-president or other indi-
vidual in the organizaticn of & norpo-
ration, partnership, or other entity
who is vested with execut!ve authority
cyer activities subject Lo this part.

212

e v] 2 FR28891T] o

47 Froaseni

21.6(¢)

(m] *Bubstantial ssfety hazard™ means

| #loss of safety function to the extent

l that there is & me ‘or reduction in the
degree of profection provided 1o public

health and salety for any facility or

activity ltu other than lor export

pursuant to mn«uo 60, o1,

z 7071, 0r 72 of this chapter.

5%

i “Supplying” or "supplies’ means
contractually responsible for a basic
component used or to be used in a fa-
ellity or activity which s subject to
the regulations in this part.

§214 Interpretaiions

Except as specifically suthorized by
the Comunission in writing, no inter-
pretation of the meaning of the regu-
Istions in this part by any oilicer or
employee of the Commission other
than s written (nterpretation by th+
General Counsel will be recognized to
be binding upon the Commiss)”

§ 215 Communications.

Except where otherwise specified in
this part. all wntten communications
and reports concermning the reguiations
in this part must be addressed to ths
Document Control Desk. U.S. Nuclear

- Regulatery Commission. Washington.
3 DC 20555. In the case of & licensee. a

| copy must &lso be sent to the

| appropriate Regional Administrator at
the address specified in appencix D to

Lpaﬂ 20 of this chapter

-

§2116 Posting requirements.

(a) Each individual, partnership, cor-
poration or other entity subject to the
regulations in this part, shall post cur-
rent copies of the following documents
in & conspicuous position on any prem-
fses, within the United States where
the activities subject to this part are
conducted (1) the reguiations in this
part, (2) Bection 206 of the Energy Re-
organization Act of 1974, and (3) pro-
cedures adopted pursuant 'o the regu-
lations in this part.

(b) 1f posting of the regulstions In
this part or the procedures adopted
pursuant to the regulations in this
part is not practicable, the licensee or
firm subject to the reguiations in this
part may, in addition to posting sec-
tion 204, post a notice which describes
the regulations/procedures, including
the name of the individual to whom
reports may be made, snd states where
they may be examined.

(¢) The effective date of this section
:1:11. been deferred until January 6,

e
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§$217 Exemplions.

The Commilssion may, upon applics
tion of any interested person or upon
its own i(nitlative, grant sucl exemp-
tions from the reguirements of the
reguistions (n this part as it deter
mines are suthorized b law and will
not endanger life or property or the
common defense and security ana are
otherwise in .he public InteTest

Sup-

pliers of commercial grade items are
exempt from the provisions of this
part to the extent that they supply
commercial grade items.

§ 218 informatien collection
reguirements. OMB approvek

(a) The Nuclear Regulatory
Commission has submitted the
information collection requirements
contained in this part to the Office of
Management and Budget (OMBE) for
spproval as requiced by the Paperwork
Reduction Act of 1980 (44 U.S C. 3501 e!
seq ). OMM has approved the
information collection requirements
contained in tus part under control
number 3150-0035.

{b) The approved information
collection requirements contained in this
part appear in §§ 21.21 and 21.51.

o

NOTIFICATION

3> §21.21 Notification of isliure to comply of

sxistence of 8 detect and M evaluation.

(a) Each individual, corporation,
partnership. or other entity subject to
the regulations in this part must adop!
appropriate procedures (o—

{1) Evaluate deviations and failures to
co= nly to idesufy defects and failures
to comply associated with substantial
safety hazards as soon as practicable.
and. excep! as provided in paragraph
(a)(2) of this section. in all cases within
60 days of discovery, in order to identify
& reportable defect or failure to comply
that could create a substantial safety
hazard, were it to remain uncorrected,
and

(2) Ensure that if an evaluation of an
identified deviation or failure to comply
Jotentially associated with & substantial
safety hazard cannot be completed
within 80 days from discovery of the
deviation or failure to comply, an
interim report is prepared and submitted
to the Commission through a director or
responsible officer or designated person
as discussed in § 21.21(c}{5). The intenm
report should describe the deviation or
failure to comply that is being evaluated
and should also state when the
evaluation will be completed. This
interim report must be submitted in
writing within 80 days of discovery of
the deviation or faiiure to comply.

|

56 FR 35081

(3) Ensure that a director or
responsible officer subject to the
regulations of this part is informed as
soon as practicable and. in all cases,
within the § working da; * aftet
completion of the evalu’ jon described
in § 21.21(a)(1) or § 2* '.(a){2) if the
constrection or o,-*-.aon of & facility or
activity, ot & basic component supplied
for such facility or activity—

(i) Fails to comply with the Atomic
Energy Act of 1854, as amended. or any
applicable ruie, regulation, order. or
license of the Commission relating to &
substantial safety hazard, or

(i} Contains & defect

{b) If the deviation or failure to
comply 18 discovered by & supplier of
basic components, or services
associated with basic components, and
the supplier determines that it does not
have the capability to perform the
evaluation 1o determine if a defect
exists, then the supplier must inform the
Furchncn or affected licensees within

ive working days of this determination
o that the purchasers or affected
licensees may evaluate the deviation or
failure to comply. pursuant to § 21.21(a).

{c){1) A director or responsible officer
subject to the regulations of this part or
@ person designated under § 21.21(c)(5)
must notify the Commission when he or
she chtains information reasonably
indicating a failure to comply cr & defect
affecting—

(i) The construction ot operation of &
facility or an activity within the United
States that (s subject to the licensing
requirements under parts 30. 40, 50. 80,
61. 70, 71, or 72 of this chapter and that
is within his or her organization’s
responsibility: or

(i1} A basic component that i1s within
his or her organization's responsibility
and is supphed for a facility or an
activity within the United States that is
subject ‘0 the licensing requiremer..s
under parts 30, 40, 50, 60, 81, 70, 71, or 72
of this chapter.

(2) The notification to NRC of a failure
to comply or of a defect under
paragraph (c)(1) of this section and the
evaluation of a failure to comply or a
defect under paragraphs (a)(1) and (a)(2)
of this section. are not required f the
director or responsible officer has actusl
knowledge that the Commission has
been notified in writing of the defect or
the failure to comply

(3) Notification required by paragraph
{c)(1) of this section mus! be made as
follows—

{i) Initial notifi.s tion by facsimile.
which is the preferred methoc of
notification. to the NRC Operai..~
Center at 301-492-8187 or by telephone
8! 301-851-0850 within two days
following receipt of information by the
director or responsible corporate officer
under paragraph (a){1) of this section on
the identification of a defect or a failure
to comply. Verification that the facsimile
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21.21(d)

has been received should be made by
calling the NRC Operations Center. This
paragraph does not apply to interim
reports described in § 21.21(8)(2)

{1) Written uiotification to the NRC at
the address specified in § 21.5 within 30
days following receipt of information by
the director or responsible corporate
officer under paragraph (a)(4) of this
section, on the idextilication of 8 defect
or a failure to comply

4] The written report required by
this parsgraph shall include, but need
not be limited to, the following infor
mation, to the extent known:

(1) Name and sddress of the individu-
al or (ndividusls informing the Com-

mission.

(1) Identification of the facility, the
activity, or the basic component sup
plied for such facility or such activity
within the United States which falis Lo
comply or contains s defect.

(141) ldentification of the firm con-
structing the facility or supplying the
basic component which falls to comply
or contains s defect,

{iv) Nature of the defect or fallure 1o
comply and the safety hazard which is
created or could be created by such
defect or fallure to comply.

(v) The date on which the informa-
tion of such defect or fallure to
comply was obtalned.

(vi) In the case of & basic component
which contains & defect or fails to
comply. the number and location of all
such components in use at, supplied
for, or being supplied for one or more
facilities or sctivities subject to the
regulations in this part.

(vil) The corrective action which has
been, is being, or will be taken: the
name of the individual or organization
responsibic for the action; and the
length of time that has been or will be
taken to complete tie action.

(viil) Any advice reiated to tle
defect or failure & comply about the
facliity, activity, or basic component
that has been, is being, or will be gives
to purchasers or licensees.

(5] The director or responsible offl.
cer ma suthorize an Individual to
provide the notification required by
this paragraph, provided that, this
shall not relieve the director or re-
sponsible officer of his or her responsi
bility under this parsgraph.

(d) Individuals subject to this part
may be required by the Commission to
supply additional information related to
a defect or failure to comply
Commission action 16 obtamn addition!
information may be based on reports o
defects from . ‘her repurting vntiiws
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ProcuremeNt DocuMEsNTs
§21.31 Procurement documents.

Each Individual, corporstion, part-
nership or other entity subject to the
regulations In this part shall sasure
that each procurement document for s
facility, or a basic component lssued
by him, her or it on or after January
6. 1978 specifies, when applicable, that
the provisions of 10 CFR Part 21

apply.
InsrecTiONS, RECORDS
§21.4)  Inepections.

Each individual, corporstion, part
nership or other entity subject o the
regulations in Lhis part shall permit
duly authorized representatives of the
Commission, o Inspect its records.
premises, activities, and basic compo-
nents &3 necessary to effectuate the
purposes of this part.

~—

—

».”“‘ Maintsnance and inapection of
recovas.

|

(a) Eack individual. corporation
partnership. or other entity subject to
the regulations in this part must prepare
and maintain records necessary to
accomplish the purposes of this part,
specifically—

(1) Retain evaluations of all
devistions and failures to comply for &
minimum of five years after the date of
the eveluation:

(2) Suppliers of basic components
mus! retain any notifications sent to
purchasers and affected licensees for 8
minimum of five years after the date of
the notification

(3) Suppiiers of basic components
must retain a record of the purchasers of
baric components for 10 years after
delivery of the basic component or
service associzled with a basic
component.

{b) Each individual, corporation.
partnership. or other entity subject o
the regulations in thia part must afford
the Commussion, at all reasonable times,
the opportunity to inspect records
pertaining ‘o basic compenents that
relate to the discovery, evaluation. and
reporting of deviations. failures to
comply and defects. including any
advice given to purchasers or licensees
on the placement, erection. installetion,
operation, maintenance. modification, or
inspec‘ion of & basic ce.nponent.
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Exrorcemest

§ 2181 Fallurw to notity

Any director or responsible officer
subject 10 the regulations in this part
whs knowingly and consciously fails to
provide the notice required by § 21.21
shall be subjec! 1o & civil penalty equa!
1o the amount provided by section 234 of

L!hc Atomic Energy Act of 1054, as

46 Fir 13

emended.

[ Note removed 49 FR 19621
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