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PART m.-—-(:omrlou This Part Only if the Request is for Approval of a Coilection
of Information Under the Paperwork Reouction Act and 5 CFR 1320,
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This final rule change to 1C CFR 21.21 will clarify the procedures for riporting of defects
and will reduce duplicative reporting, establish uniform time Yimits for reporting, and
clarify records retention requirements.
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OMB SUPPORTING STATEMENT
FOR PROPOSED AMENDMENTS TO 10 CFR PART 21,
REPORTING OF DEFECTS AND NONCOMPLIANCE AND
10 CFR 50.55(E), CONDITIONS OF CONSTRUCTION PERMITS

Description of Information Collection

10 CFR Part 21 requires directors and responsible officers of firms and
organizations, building, operating, owning, or supplying safety-related
components to NRC licensed facilities, or conducting NRC licensed activities,
to report defects in components and failures to comply that could create a
substuntial safety hazard (SSH). 10 CFR 50.55(¢) is being amended to require
the holder of a facility construction permit to report any defect found in the
final design or construction, or any significant breakdown in quality
assurance program,

A, Justification

1.

Need for the Collection of Information. Part 21 implements
Section 206 of the Energy Reorganization Act of 1974 (42 U.5.C.
5846). Section 206 requires directors and responsible officers of
firms constructing, owning, operating, or supplying 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 imposas obligations on the directors and responsible officers
of nonlicensees t!. . construct facilities for or supply basic
components to licensea facilities or activities. Any individual
officer or director who knowingly fails to comply with the
notification requirements is subject to civil penalties.

Section 50.55(e) of 10 CFR Part 50 establishes requirements for
reporting deficiencies occurring during the design and
construction of nuclear power plants. The regulation is designed
to enable the NRC to receive prompt notification of deficiencies
and to have timely information on which to base an evaluation of
the potential safety consequences of the deficiency and determine
whether regulatory action is required. Therefore, the holder of a
permit for the construction of a nuclear power plant is required
to notify the Commission of each significart deficiency found in
design and construction, which if it were to have remained
uncorrected, could have adversely affected the safety of opera-
tions of the nuclear power plant at any time throughout the
expected lifetime of the plant.



The revisions to the exiting regulations have the following
objectives:

a. Reduce duplicative evaluation and reporting;

b. Establish uniform time limits for evaluation, transfer of
information, and reporting;

C. More clearly and uniformly define the defects to be
reported;

d. Establish a uniform content for reporting; and

e. Clarify records retention requirements.

The amendments contain 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.
The Supplementary Information in the Federal Register notice
starting on Page 6 of the rule provides the basis for this
rulemaking action.

Section 21.21(a)(1) requires the vendor (not an NRC licensee), or
licensee to evaluate deviations and failures to comply potentially
causing an SSH to determine if the deviations or failures to
comply could cause an SSH. Depending upon the outcome of the
evaluation, the evaluation may be submitted to NRC as discussed
under Section 21.21(c)(3)(i1) below.

Section 21.21(a)(2) requires that if the vendor (not an NRC
licensee) or licensee cannot complete an evaluation of either the
failure to comply or a potential defect within 60 days of its
discovery, then, an interim written report should be submitted to
the Commission describing the defect or the failure to comply.
The report must be submitted within 70 days of discovery of the
potential defect or the failure to comply.

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. The purchaser is then
expected to evaluate the information as discussed under Section
21.21(a)(1) above.



Section 21.21(c)(3)(1) requires the Commission be notified by the
vendor (not an NRC Ticensee) or licensee vie telephone or
facsimile within two days following receipt of information by a
director or responsible office that a defect or failure to comply
associated with an SSH hazard exists,

Section 21.21(c)(3)(11) requires the submittal of a written report
by the vendor (not an NRC licensee) 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
current Section 21.21(b)(3).

Section 21.51(a)(1) reouires vendors (these suppliers are nol NRC
licensees) 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 (these suppliers are not NRC
licensees) 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 th? notification.

Section 21.51(a)(3) requires vendors (these suppliers are not NRC
licensees) of componentc to retain a record of purchasers of
components for 10 years after delivery of the component.

Section 50.55(e)(1)(1) requires CP holders to evaluate deviations
and failures to comply potentially causing an SSH to determine if
the deviations or failures to comply could cause an SSH.
Depending upon the outcome of the evaluation, the evaluation may
be]submitted to NRC as discussed under Section 50.55(e)(6)(i1)
below,

Section 50.55(e)/1)(11) reqguires that if the CP holder cannot
complete an evaluation of the failure to comply or the potential
defect within 60 days cf its discovery, then an interim written
report sh uld be submitted to the Commission describing the defect
or failure to comply. The report must be submitted within 70 days
of discovery of the potential defect or failure to comply. The
requirement to submit an interim report exists in the current
subsection 50.55(e)(3)(i1). However, a specific time period for
submittal has been added.

Section 50.55(e)(1)(i11) requires that a director or responsible
official of a CP holder be notified within § days of the
determination (based on the evaluation under Section
50.55(e)(1)(1) above) that a defect or failure to comply
associated with an SSH exists.

Section 50.55(e)(6)(1) requires that the Commission be rotified
via telephone or facsimile within 2 days following receipt of
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10.

11.

SSHs. There is no specific perio’ic rcportin?. It is not
possible to collect the requirec .aformation less frequently

without compromising the Commission’s safety function.

Records are required to be retained beyond the 3 year limit
established by OMB. This longer retention is required because
review of recent oxgcrionco 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 adequately been
evaluated and corrected as required. Records of evaluations are
therefore retained for 5 years. Procurement documents have long
been retained for the lifetime of the components. This is
standard industry practice. It is necessary so that the recards
of component characteristics and performance can be reviewed when
needed.

Consultations Outside NRC. The staff has utilized comments from
the industry on the existing Part 21 and Section 50.55(e) and
those received for this proposed rulemaking. In addition, 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.

Confidentiality of Information. Information which is identified
as proprietary, which by being disclosed will do substantial harm
to an organization’s competitive position, could be withheld from
disclosure under a Freedom of Information Act request if the
Commission determines that it is in the public interest to do so.

Questions. The proposed and current
rules do not request sensitive ir‘ormation.




12, Estimated Annualized Cost to the Federal Government.

NRC_ANNUAL BURDEN
1
HOURS PER TOTAL coST
ACTIVITY SUBMITTAL HOURS (@ _$92/HR) |
|
Review interim reports 7.8 150 $ 13,800
(20 per year)
Receive and review initial 2 800 $ 73,600
telephone FAX notification
(400 per year)
Review written reports 8 3200 $794,400
(400 per year)
Review records of 2000 $184,000
evaluations, transmittals,
lists of purchasers, and
procurement
TOTAL BURDEN 6150 $565,800

15, Estimate of Burden
Shown in Table I,

14. Reasons for Change in Burden. The burden estimated here
represents a programmatic decrease in the burden hours estimaved
under the current clearance for this rulemaking. This is due to
reduced number of duplicate reports compared to those historically
submitted under the current rule. This decrease is due to the
Timitation of duplicate reporting. The estimate more accurately
represents burden te respondents based on discussions with
respondents and includes a correction and re-estimate of the
actual burden imposed by current CFR requirements. There has been
a historic decrease in the number of responses under both 10 CFR
Part 21 and §50.55(e). This decrease is reflected in Table I.

15. guhllgnggg_gﬁ_ﬁlg;}ggjggl_ugg. Data collected through this rule
Erovidcs the input for generic information notices and bulletins.
ach report is tabulated in a computerized data base and tracked

to resolution. The data contained in the computerized system is
not published except as it is reflected in notices and bulletins.
B. COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS

Statistical methods are not used in the collection of information.

6




TABLE 1
BURDEN (ANNUALIZED CHANGE)

REPORTING REQUIREMENTS
HOURS
NUMBER SUBMITTALS PER TOTAL COSY
SECTION ANNUALLY SUBMITTAL  HOURS  (@$92/HR)
21.21(a)(1) Covered under .- .- .e
21.21(c)(3)(i1)
21.21(a)(2) 20 interim reports 95 1900 $174,800
per year-increase
in burden
21.21(a)(3) Covered under - - -
21.21(c)(3)(11)
21.21(b) Covered under .. - o
21.21(c)(3)(11)
21.21(¢)(3)(1) 100 fewer telephone 1 -100 ($ 9.200)

or FAX notifications
per year due to
decrease in reporting
and reduction in
duplication

21.21(c)(3)(11) 100 fewer written 78 -7500 ($690,000)
reports pc. year due
to decrease in
reporting and reduction
in duplication

PAKT 21 REPORTING SUBTOTAL REDUCTION -5700 ($524,400)

" Use of average burden per response of 75 hours for this calculation accounts for change in burden from
previous cleararse.
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9. An indication of whether Section 3504(h), Pub, L. 96-511 L [ﬁ>[21-
applies: Applicable

50.55(e) rules will clarify the criteria and procedures for
reporting of safety ce . .ts by licensees and nonlicensees, The
f proposed revised criteria and procedures to the existing rules

- would (1) reduce duplicate evaluation and reporting, (2)
™ establish uniform time limits fcr evaluation, transfer of
information, &nd reporting, (3) more clearly and uniformly
define the defects to be reported, (4) establish a uniform
content for reporting; and (5) clarify records retention
reguirements.

/7 10. Abstract: Pro. osed amendments to 10 CFR Part 2] and Section

Copies of the submittal may be inspected or obtained for a fee from the NRC
Public Document Room, 2120 L Street, N.W. Lower Level, Washington, D.C. 20555,

Comments and questions can be directed by mai) to the OMB reviewer:

Ronald Minsk

Office of Information and Regulatory Affairs, (3150-0011 and 3150-0035)
NEOB-3019

Office of Management and Budget

Washington, D.C. 20503.

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

Dated at Bethesda, Maryland, this day of , 1991,

For the Nuclear Regulatory Commission.

Gerald F. Cr7iford, Designated Senior
Official for Information Resources

Management
Distribution: See attached
.w‘a;
*See previovs concurrence: “,.rl-*‘“” 1
ROAB AEOD C:ROAB 06C, '« IRM
WJones:mmk  GThompson JRosenthal MG GCranford

5/15/91* 5/20/91* 5/16/91* 6/3/91 65/§/91




9. An indication of whether Section 3504(h), Pub, L. 96-511
applies: Applicable

10. Abstract: Proposed amendments to 10 CFR Part 2] and Section
50.55(e) rules will clarify the criteria and procedures for
reporting of safety defects by licensees and nonlicensees. The
proposed revised criteria iand procedures to the existing rules
would (1) reduce duplicate evaiuation and reporting, (2)
establish uniform Lime limits for evaluation, transfer cf
information, and reporting, (3) more clearly and uniformly
define the defects to be reported, (4) establish a uniform
content for reporting; and (5) clarify records retention
requirements.

Copies of the submittal may be inspected or obtained for a fee from the NRC
Public Document Room, 2120 L Street, N.W. Lower Level, Washington, D.C. 20555,

Comments and questions can be directed by mail to the OMB reviewer:

Ronald Minsk

Office of Information and Regulatory Affairs, (3150-0011 and 3150-0035)
NEOB-3019

Office of Management and Budget

Washington, D.C. 20503,

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

()
Dated at Bethesda, Maryland, this S day of e an , 1991.

Fop”the Nuciear RPegulatory Commission.

LM { (/
Gef;1d F. Cranford,

Official for Information Resources
Management







An indication of whether Section 3504(h), Pub. L. 96-511
applies: Applicable

10, Abstract: Proposed amendments to 10 CFR Part 21 and Section
50.55(e) rules will clarify the criteria and prncedures for
reporting of safety defects by licensees and nonlicensees. The
proposed revised criteria and procedures to the existing rules
would (1) reduce duplicate evaluation and reporting, (2) .
establish uniform time 1imits for evaluation, transfer of
information, and reporting, (3) more clearly and unif:;pi}
define the defects to be reported, (4) establish a uniform
content for reporting; and (5) clarify records retestion
requirements. /
A
Copies of the submittal may be inspected or obtained for 9/?ee from the NRC
Public Document Room, 2120 L Street, N.W. Lower Level, Washington, D.C. 20555.

Comments and questions can be directed by mail to ;ﬁe OMg reviewer:

NEOB-3019
Office of Management and Budget
Washington, D.C. 20503.

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

Ronald Minsk 4
Office of Information and Regulatory 7:£,l¥s. (3150-0011 and 3150-0035)

Dated at [ ‘besda, Maryland, *»i _ day of . 1991,

// For the Nuclear Regulatory Commission.

Patricia G. Norry, Designated Senior
Official for Information Resources

Management.
*See previous concurrepce:
ROAB AEQD ?p C:ROAB 0GC IRM
WJones : mmk GThompson JRosenthal GMizuno PNorry

5/15/91* 5/ /91 5/16/91* 5/ /91 8/ /91







[7590-01)
NUCLEAR REGULATORY COMM]SSTON
Documents Containing Reporting or Recordkeeping
Requirements: Office of Management and Budget (OMB) Review
AGENCY: Muclear Regulatory Commission (NRC)

ACTION: Notice of the OMB review of information collection

SUMMARY : The NRC has recently submitted to OMB for review the following
proposal for the collection of information under the provisions of
Paperwork Reduction Act (44 U.S.C. Chapter 35).

1. Type of submission, new, revision, or extension: Revision

2, Title of the information collection: 10 CFR 21, "Reporting of
Defects and Noncompliance," and 10 CFR 50.55(e), "Reporting of
Defects in Design and Construction."

3. The form number 1f applicable: Not applicable
4. How often the collection is required: On occasion

5. Who will be cequired or asked to report: NRC 1icensees and
directors or responsible officers of non-licensees that supply
componers to licensed facilities or activities.

6. An estimate of the number of responses:
Pari 21 - Reduction of 100 reports annually
§50.55(e) - Reduction of 50 reports annually

7. An ustimate of the total number of hours needed to complete the
requirements or request:
Part 21 - Reduction of 7393 hours per year
§50.55(e) - Reduction of 1103 hours per year

| 8. The average burden per response is: Part 21 - 95 hours
§50.55(e) - 95 hours
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On March 3, 1075, the NRC publishea
a proposed rule designed 1o linplement
section 206 (40 PR 8832), and on June &
1977, lssued the finkl rule, ndding part 21
(o the Commission’s ngumlun“u R

).
The regulations in part 21 limpose
re porting requirements on directors and
responsible officers of firms which
construch, own, operste, of supply base
vomponents for any facility of sctivity
licensed or vtherwise rogulated pursuant
1o the AVA of the ERA. Part 21 was
amended on Octuber 19, 1976 (43 'R
46721) to exempn “commerciul grade
ftems” from part 21 requirements until
e ems were “dedicated” for use ke
basie components in & nuclear facllity,
Approximately 12000 organizations,

loensees, and nonlicensees, fall under
the seope of part 21 reporting
reguirements. Part 21 covers licensces
granted the following licenses:
woduction and utilization fecility
jeenses issued under part 80, includi
nuclest power plants and research tnr::
tes! resctors: byproduct material
liconses issued under parts 30 throngh
36, well logging licenses issued under
Part 30, source materia) licenses ssued
under Purt 80, high level redioactive
waste disposal licenses lisued under
part 60 land disposal of radicactive
waste licenses lssued under part 61,
special puclenr materials licenses lssved
under part 70, licenses for the packeging
of radioactive materials for m.r:jnorl
YHeenses issued under part 71; spent
fuel storage licenses lssued under part

n

The nonlicenses suppliens covered
under part 21 are firma of many different
slzes, supplying many difforent types of
baslc components and services
sssociated with basic components to
NRC lcensees. For examp
construction and operation of a uclear
power plant lovolves 8 many-Jevel

eut chaln. At the tap of the
chaln s the elpctrical wtllity and the
wtility's major contractors such as the
nuclear steam system supplier. The next
m lnd:.dc‘n manufacturers wh: .
uce basle components ¢ oally

designed for nuc'ear use such as
instrumentation, controls, major piping,
pumps, and valves. These manufacturers
in turn procure necessary parts, such as
resistons, wiring, solid state devices, and
other hardware, from a multitude of

. B —— - —

sunrcen, For puclenat power reaclies
part 21 applas (o &l ters of e supply
chain lor basic componenis and to all
sttivitien which could Greate 8
substantin) #afety hazard In the case of
fuel cycle hoensees and organizations
supplying companents 1o them,
responsibility ’uv complying with part 21
does not extend past the first ter of
suppliers.

Approximately 300 reports have been
submitted to the NRC annually undet
pert 21 These reports of potentinl safety
problems have resulted In generic
communications such as NRC bulleting,
generic letters, and Information potices,
wnd have contributed to the overall
improved salety of the nuclear Industry.

Section 80.55(e)

Bection 80.86(¢) of part 80, originally
published ae o final rule on March 30,
1972 (87 FR 6459), establishes
requirements for reporting deficlencles
occurring during the design and
construction of nuclesr power plunts.
The rule was designed to enabile the
NRC 1o recelve J’""W' notification of
deficiencies and to have timely
information on which to base an
evaluation of the potontial sufety
consequences of the deficlency and
determine whether regulatory sction
wis miulnad. Therefore, the holder of &
permit for the construction of & nuclear
powet plant |s required 1o notify the
Commission of each significant
deficlency found In design and
construction, which If It were to have
remained uncorrected, ouuld bave
adversely affected the safety of
operstions of the nuclear power plant st
any time throughout the ¢
lifetime of the plant.

Approximately 750 reports were
::RC uodd;u‘mudlyl;\xh:&.&ibh

under § 60.55(¢). part
these § 50 55(¢) reports have hmcd‘ho
Lasls communications such
#s NRC bulleting, generic letters, and
informatioc wotices and have also
contributed to the overall Improved
salety of the nuclear industry.

Action Belng Takon

1 bducb‘ Dyplicote Evalvation and
Reporting Requirements
As stated wbove,  » Commission
? ‘l;um contaln four dgmm safoty
eficlency reporting requirements,
Although diuunctt?no exist between
these requirements, staff ex

indicates a need to reduce duplication in

reporting ot evalustion among part 21,
and §§ 50.55(¢), 50.72, 50.73, and 7.7,

Duplicate reporting has been primarily

a problem for part 21 and § 50.55(e).

A Part 20 and § 50000

A number of instances have oocurred
where the same deficiency in o hasie
component was eviluated and reported
Ly twao Aiflerent arganitations. ene
sttenipting to um'y the criteria of part
21, and the other attempting \o meel the
differently worded uriteria of § 50.55(¢).
The fact that repocting eriteris are
different for ench requirement and that
there o 8 lack of any explicit ramework
in the regulations 1o preclude duplicate
reporting have led 1o duplication of both
lcensee and NRC staff effort. The
revised rule makes the relstionship
between these two tegulstions
stralghtforward. Construction permit
holders will perform evalustions, repodt
s wppropriste, and keep records under
§ 50 55(e). If devintions are evalusted
under § 50.55(¢) and result in either &
negative nparnblmy determination o
reperiable defoct, then this satisfics
requirements of part 71,

Additionally, the scope of § 80.55(c)
belng expanded from covering only the
construction of puclear power ct:uu o
cover nll construction pernits lssued
under § 50.24 for an uction or
utilization facility. This action will

rovide uniform of defocts and

wllures 1o comply nesociated with &
substantial salety harard found during
construction for all production and
utilization facilities. In )
construction permit bolders will be
required 1o report under § 50.56(¢) ruther
than under part 24,

For restarch reactors, (Don power

reactors). which are currently covered
part 21, such facilities for which

future construction permits are [ssued

will report defects and non-complisnce

B Part 21 and §§ 50.72 and 5073

1o the !uuh-nhn loformation for
the amendments published for
F:t ic comment In November, 1084, (59

4450) 8 h:d discussion was N
presented on duplicete reporth
operating Neense holders m‘l :om
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The criterion for reporting & defect
under part 21 for nuclear resctors is that
8 devistion in & besle con ponent undes
reasonably expecied peretional
es, Including expected
ation, transients, and design
basls socloents, could creste o
eubstantial sofety hazard. Basic
{ ponents are plant structures
sysier N, or companenis necessary o
ensun e (1) integrity of the resctor
coolent pressure boundary, (i)
t wi the reactor and

circumsiar

normal ¢}

Capabil ty U shut d
beep it In o safe shutdown condition: or
(H1) prevent or mitigate the
consequences of an accident which
could result i potential offaite
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The orlter
exisiey

o mparable to those referred

8 for detern ,"\; the

e of a substantial safety hazard
hether a defect e
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e, resull in

epende y '

u‘-’pu'u"f netion necessary (¢
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Onseqg us
perating nuclear plants, ¢
8 are reported under §4§ L0072
' 73. Baslc components or services
ansocieted witl, basic ¢ ponents
led In the ‘l."'l\‘ th
have deviations and, ¢! could be
pote tial defects (Le. ¢
"l.v

which are insts

uld ore ale

tial pafety hazards), should be
evelustled under Bppr 3.nu't oriteria of
§1 50.72 and 50.78 10 determine if the
devietions are # reportable event or
condition. Thet is, where devistions In
basic components do produce
potentially repertable events or
conditions, the deviations should Le
evaluated und  “Ne ariteris of §§ 5072
and b0.73. Several paregrephs of

§1 5072 and 8073 contaln ariteria on
reporting of posaible defocts and are
compereble 1o the oriteria for part 21

Section FO.78(a)2)(1) and the companion

§ 50.72(b)(1 )U) provide the criteria

Any even! or comdition that esulted In the
ondition of the nuclear power plant,
Including 1ts principal salety barriers, belng
seriously degreded or that resulted tn the
vuclear power plant belng

(A) In an unanalyred condition thet
significantly compromised plant safety

(H) In & condition that was outeide the
dosign basle of the plant, o

(C) In & condition not covered Ly the
plant’s operailng and ame rgency procedur

’
Additionally, § 80.78(s)

rovides the crileria

2)vil)

Any even! where & single cause or
aused st lens ) o1

yenls or

senle
ndant ¢
siderad |
of ,.[,v,{ ot
the f'n,_"io“,’}"'
publi Ith an

™is re

(v! Auy even! or ¢
have prevented the |
Furw w of struct [}
needed o

(A) Shut down the 1
In s ar'e shutdowr

B) Remove res

(C) Cantrol the
material or

(D) Mitigete the
secident

{vl) Evenis covered In paragraph (e )2}y
of this section may o fe one of more
personnel errors, equipment lallures, and/or
discovery of design, analysis fabirication
comstraction, and/or procedurel
lnadeguacies. However, Ind vidual
component follures need not be reported
pursuant 1o this paragraph i redundant
eguipment to the same systom was opersble
and svallable to perforu the requlred safety

function &

However, a8 discussed in NUREG
1022, "Licensee Event Peport Bystem'
Seplrmber, 1063, If & basic companent
containg 8 defect, and the defect could
occwr in the functionally redundant
componert, then this second fallure
mwust be considered in the evelus
reportability, Thus, these two
requirements, one in part 21 10 include
lunulv of the functionally redundant
component in evaluation of & substential
safety bazard, and one in §§ 50.72 and
50.73 to Include fallure of the
functionally redundant component, are
compatible

on lb{

Operati '8”"‘ e holders can reduce
("\ll-‘l ate evelustion and reparting ¢ ffort

by evaluating deviatl

\ )

ne In basle
perating piants
w! ?'nu'>1¢\c‘ » which Id meet

the criteria of §§ 50 72 end $0.23. If 1}

components sla




AT | Fedgral Reolite

r { Vol Sb,

Now 142 ¢ Wednesdmy, July 81, 1909

," Rilus “'-«‘ R M Jutloms

ey #lustion of e 't||~|\,!'~f."'*t"
0 %2 or S0 73 results in o Ginding that
e event is repotiable and the event iy
teported vie these sections, then e
indicated In ' 21 .3(¢), the evaluation
outilication, recordberping. and
repatling obligations u; part 21 are met
I the event 1s determined not to be
tepurtable under §§ 5072 or 5073, then
the obligations of part 21 are met by the
evaluntion

As Indicuted in the discussion of the
substantial safety hinzard criterion
above, evaluation under the substential
salety hazard oriteria roquires
eveluation of possibilities of events
which, becuuse of the defect in the basic
component, would lead 1o & moderate
exposure, & major degradation, or &
mu‘m deficlency. This eveluation must
include conslderntion of the defect In

vonjunction with the worst :r,u!lonll
translent or design basls socident. This
requirement ls somgwhat different than
that in eithe § 50.72 or § 50.73.
However, §§ 5072 and 50.73, In the
puragraphe discussed sbove, require
exphcit evaluation of loss of safety
function. Such an evelustion would be
sdequate 10 determine if the safety
function would be lost during the worst
translent or accident

As stated in § 21.2(c), the evaluation
of the devigtion In & besle component
which causes an event which ls
evalunted using criteria of either
§4 5072 or 50.73, satisfies the required
evaluntion and reporting requirements
;-! p.hn 21. Thus, o m'. nlan,l pon’?h
1y changing n, § 1.2(c) wou
explicitly nlm the officers and
directors of holders of omnun.
hoo;mn under 50 n-d the part 21
evaluation, notification, & riing
requirements If potential u.':r’ which
produce events are evaluated and
defocts ere reported under §§ 50.72 and
50.73. The reporting requirements
sssocinted with §§ 5072 and 50.73
would:n:u 10 satls :o
corres ulremen n.

The dafuut“n';:m uhmp::u of
section 200 of the tion
Act as amended met by part
50 operating Noensees, for defects which
produce reportable events, by r:'yomm
under appropriste paragrephs
§§ 5070 and 5073,

Even tho\’h the Commission need not
be notified of defects mors than once,
where previously reported defocts
create reportable events es defined In
§4 5072 and 5073, these events must be
reported pursusnt to §§ 50.72 snd 50.73
for each nuclear power plant facllity
Luensed under part 50 where they occur,
For ligensees with more than one facility
with &n operating license, each
containing the same defect, the

Commission need only be notified once
of the defect However, §§ 4072 end

B0 73 requires reports of any events
wssoviated with the defect fur any
facility ot which they oocur. Thore s no
imention to eliminkte any reporting
eurrently required under §§ 50.72 or
573

For utilities with two faclities, one
with 8 construction permil and one with
an operating license, each having the
same defect, the Commission can be
notified vis appropriate reporting under
§§ 50.72 and 50.73 for the operating
plant if the defect creates & reportable
event. This reporting will satisfy the
requirements of §§ 50.72 end 80.73 for
the wpersting plant and § 50.55(¢) for the
facility with & construction permit.

It should be noted, as stated In
NUREG 0302, Revision 1, “Remarks
Presented {(Questiona/Answers
Discussed) ot Public Regional Meetings
to Discuss Regulations (10 CFR part 21)
for Reporting of Defects and
Noocempliance, July 12-28, .9772,"
October 1977, on pages 21.3(d)-1 and
21.3(d)-2, that deviations o pclential
defects discovered during receipt
inspection are not reportable by the

urchaser If the purchaser returns the
Lm component to the vendor for
evaluation. Il the purchaser chooses to
keep the barle component because of
unavailability of another component, or
for whatever reason, then the purchaser
should evaluate the potential ¢+fect
under part 21,

Thus, one utq:? of detects which
will still be reported by power plant
operating license holders under part 21
rather than §§ 5072 and 5073 are th
defects discovered by licensees In
equipment which has never
installed or used o the nuclear plant
Defects in these basic "
cannot create situetions are
reportable under § 50.72 or § 50.79 since
these components cannot create
reportable event or conastion. Basie

ch are delivered and
ser but are not

fallures to comply »
substantial safety hazard should still be
reported under part 21 by licensees.
C. Part 21 and § 731

Section 21.2(c) w Il explicitly relieve
the officers and dir2otors of holders of
operating licenses ander part 50 from
the part 21 evalualion, notification, and
reporting requiren ents when defects

——

| 3 At v"l'd with b !‘Q”"“J' events it
reported undor § 7871, The reporting
reguiremenia pesocinted with § 7am
would be decmed to satisfly the
corresponding requirements of part 21

N Vendors

16 addition to reliefl of licensees and
construction permit helders, § 21.21(¢)(2)
relieves vendors subject 1o the reporting
requirements of part 21 from reporting to
the Commission, if the Commistion has
been previously notiBed of o defect
under either part 21, §§ 50.79, 50 84(¢), or
§ 737 That is, for any defect identified,
eveluated, and for which the
Commission has been notified by any
entity under any of the four reguletions,
the related vendor will not be required
1o provide initial notification to
Commission, However, all entities
covered by these regulations should be
sware that the NRC will continue to
evaluste notificetions made to
determine if additional infurmation is
required. If the Commission determines
that additional Information Is required,
the Commission will contact sppropriate
vendors, Ucensees, or construc
permit holders under § 21.21(e), o
obtain sdequate Information. Based on
this information, the #t&ff will then
determine appropriate regulatory action
Such action may consist of direct
contact of generic communication such
o9 an Information Notice,

One commentor stated that the
proposed amendments did not eluiinate
the requirement for contrectors who
perform evaluations ffu'm“ or
construction permit report
defects ever ) defects were
reparted by u <8 of construction
r:rul »‘ﬂ. ae following discussion

provided to ¢ wrify this lasue. When o
vendor (including lect-engineers of

other sarvice tiona an
evalustion dmon &Wm
g7y g (oo
contract, the reporting obligetion lics

comple
beaunion f b 1 the devstion o
tions ¢
determined ‘l:) :: Jo‘w‘ “::a 0
reported or devie
determined not 1o be reportable. Under
the circumnstantes described bere, the
contractor bas no reporting obligation
provided the licensee its
reporting obligation. If subsequent to the
evalustion, the evaluating organization
(vendor, architect-engineet, or pervice
organization) discovers that the
evaluation itself contalned & defect, as
opposed 1o the original deviation, then
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et B0 construction permit of aperating
beensee would sull be subject 1o the
civil penalty provisions of section (9
(L) of the ERA < st forth in § 2101 for
the failure 1o nouly the Commission of o
delect of fallure o comply. Howevet, as
noted sbove, notification under any one
of these four regulations (part 21,

§§ 50.65(¢), 50.73, and 73.71) satielies
report ng obligetions under section 208,

F. Relationship to Other Reporting
Reguletions

Several respondents commenting on
the proposed emendments uuwdr&al
the relationship of purt 21 and § 50 55(¢)
to § 504, 509 and pant 20 should be
digcursed in these amendments,
Regarding § 509, the last sentence of

§ 509 stetes, “This roguirement ls not
.rpliub\e to lnformution which Is
already required 1o be provided to the
Commission by other reporting or
upduting requirements.”

Regurding § 804, which provides
sdministrative detalls of written
communications o the Commission,

§ 50.65(e) and part 21 contein thelr own
written communicstion directions and
reforence 10 § 50.4 |s not required.
Review of part 2 indicates that no
changes 10 the regulstions are
NECEssAry,

Thus, based on the above discussions,
§4 5072 and * 73 will be used by
operating license holders to report
defects which wreate events or
conditions reportable under these
sections. Section 50.55(e) will be used by
pert 50 construction permit holders for
reporting of defects and fallures to
comply associsted with & substantial
safety hazard discovered by
convtruction t holders or
contractors construction permit
holders (or to construction
permit holders by vendors who cannot
evaluute the defect). Part 21 will be used
:y part 50 vendors and by meteriale

comply associated with &
substuntial safety hazard. Part 50 non-
power resclor ting license holders
will use part 21 of defects
and failures to comply sssociated with o
substantial safety hazard. It abould be
noted that nuclear power plant
operating license holders will still use 10
CFR part 21 to report failures to comply
;emc"i;lud with & substantial safety
(LEE L B

\‘\\", feg i i i Y ‘;' ol
R LLET oy Tt s ooy
notification of vendars of the exislence
of 8 defect by construction pormul of
epetating license bolders and no
requirement is being placed in the
H‘.,u‘r\'uuh. 10 Feyuire ve ndors 10 inf
purchasers of @ defect lunless the
vendar cannot perform the evalvation of
the potentin) defect). it is expecied that
licensees, construction permit holders,
and vendors will continue to
communicate sbout defects with ench
other. Entities covered by these
regulations are encouraged to continue
to communicate so that sll appropriste
entities will be sware of defects.
Research reactors with opcnm
licenses will continue to report undor
art 21 sinoe they are not subject to
h #0.72 and 50.73,

2 Establishing Uniform Time Limits for
Reporting
Both § w.&s(el and part 21 currently
require an Initlal notification and &
follow-up written notification. In the
case of part 21, if the Initial notification
was & written report, no followup
notification e reguired. There are
differences between the current part 21
and § 50.68(c) for the time Hmits for both
these notificetions. In order to lmprove
conslstency between the two reguletions
uniform time Hmits are being
lm‘hmrnml
egarding the Initie] time limit, part 21
allows two days from the time the
determination hes been made that o
defect exist. Currently § 50.55(e)
requires the Initial notification 1o be
made in 24 hours. The final amendments
1o § 50.65(¢) will extend the period for
notificetion of the Commission under
Lu.u(c from one day 1o two days. In
ttion for Rul (PRM) 50-98,
filed by the Nuclear Utllity Backfitting
and Reform Group (46 FR 26282), dated
April 20, 1063, r tioners proposed
aretts 3o fiasts Be
initia) “(l‘: - m Mu::g
re sue [11). \
the pomlon recommended of e
desdline of five days for an
report Lo addition to this PRM, four
respondents commenting on the
m" smendments stated thet the
i:.o&ﬁuuun was 100 short.
d'u':‘l.h extends t'hn hl!h; MR
reporting e under § 50.856(¢
24 hours 10 two deys. The Commission
believes that the two-day requirement
will de industry with more
andwhgc oti ugl‘:wtl!:‘u!ﬂclml
w v "y problems and is
consistent wit: 3’0 objective of
nubllamnf uniform reporting criteria.
The Commission believes that the five-
day recommendation proposed by PRM-

v AN

W3- il 1 by e

[ % et d gbove 101

long considering «1alls noed to be
provided with early notification of
petentinlly generic conditions et
vonsttpchion permi Tecilities which
cauld effect operating facilities This

twoeday tme limit will be consistent
with the gurrent part 21 tme limit
Accordingly, the two-dey Ume limit in
the fina) rule addresses end resolves
lssue LT of PRM 80-36.

Additionally, the use of the same
initis] notification period for both pant
21 and § 80.55(¢) Is conslstent with the
objective of estublishing uniform
reporting time frames,

In the current part 21, submitial of the
required written report within the five
duy time limit hes beon diffioult to
sccomplish. In addition, the incremental
information evailable during the
subsequent three day interval following
the (nitial report does not provide &
meaningful addition to the informetion
already svailable 10 the Commission.
The extension to 30 duys for the time
limit for submitial of the writlen
followup report would allow submittal
of & complete report. Thus, the final rule
will change the time limit for submission
of the required followup written report
from five days to 30 duys. This time limit
for the written report submital i
consist. 3 with that in § 50.56(¢) and
§ %078,

8. Estoblishing Time Limit for Transfer
of Information

Cummlly‘.&:l 21(0)(1)(1) does not
explicitly sddress time limite for transfer
of Informstion ln situstions for which
vendors of baslc components are unsble
to evaluste whether deficloncies or
failures to comply could creste
substantial safety hazurds. This inability

to evaluate due 10 the vendor's
feck of hv%hw the basic
component ls u the end user or

for other reasons. The .3. to
§ 21.21(b) will explicitly add & time lmit
provision 1o correct this problem.

Two commentors stated thet the five
working
and wes o . The Commission
holl::;ﬂhl:o ve de ﬂu‘.ll-hh
evaluation ﬂo reached the
conclusion that the vendor cannot
determine U a defect exists.
Additionally, this time period s
O e ot Wiss ¢ St
re req ol when a defect
determined to exist.

Thus, the final nde requires that if,
dudufulho evaluation period, the
unﬁpl which discovers a devistion or
fuilure to comply thet could potentially
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The Commission is aware of » number

of cases where an lnordinate ength of

tiine passed between the Initial

discovery of & potential defect and

when the Conr was Informed of

& defect. 1n additi m
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necessary to ensure that defects ot
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substantial salety hazards sre by ught
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mv‘."’xvx'd A

the

h )

s and I 4 y wh
{ "."ll\l"'i’ ne a L 31
an evaluation might not be

npleind within 60 Inys. When

pletion of the evelustion is not
possible within the 80 day evalustion
time limit, the amended § 21.2100) would
require that an “interim®™ written report
be submitied within 00 days of the date
of discovery, No telophonic (2 day)
notification s reguired for interin
reports

The toterim report must contain
avallable mformaetion sbout the
devistion or fallure 1o comply describlog
it und contain & statement tel! ng when
the evalustion of the deviation or fallure
to comply will be comgdeted

Existing § 60.55(¢) (2) and (3) establish
time fremnes m:!, for e porting. The final
amendments to § 50.55{¢)1)(1) would
require the holder of & construction
permit 1o eveluate devistions within &0
days. As with final amendments to part
21, if completion of the evaluation Is not
poseible within 8 days, the final
n‘l"""ll‘- '-‘-ft\\”“.}n 14 re

that an ™ tter report he

inlerim”™ w }
submitted within 60 duys of the date of
liscovery of the defect ot Tallure to
ly ;!""r!r tment ¥
eN1N W

roF r'es
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infarmed within § wording days alter
completion of the evaluntion ide ntifying
diofoct of Tailure to 6 huply associsted

with 8 substantisl safety hazard
# Other Chunges

(8) For consistency with §§ 50 &5(¢)
and 8072, purt 21 has been changed to
cirect correepondence to the Document
Control Desk with appropriate coples.
Also, telephone communicetions have
been apecifically directed to the NRC
Operations Center. In addition, in part
21, the number of copies required to be
submitied has been reduced by
eliminating coples to specific NRC
offices.

(b) Section 21.2, which sets forth the
scope of part 21 coverage, hus been
revised 10 Include pert 00 Tucilities,

The e sisting rule already applies \o
prtt 60 Viceusees (os an entity licens.d
fo possess, use, and/pr transfer withis
the United Stutes source material,
Lyproduct material, special nuclear
material, and/or spent fuel) and to those
entitios that uu{;ply basic components
for an sct.vity Ucensed under part 80,
The extension of part 21 to
organizstions that construct g-ologic
repositories will complete the part 21
covernge by extending It to all the major
sctivities of facilities licensed by the
Commission.

() Additional changes o definitions
In rm 21 and § 502 for § 80 B5(e) are
beoing made in teaponse 10 comments
recelved. irst, the definition of
“gonstruction” and “constructing” ie
being sdded to § 502 This definition
wat om'tied from the previously
publishev troposed amendment.

The definition of *discovery” is belng
sdded to the regulations. The time limit
for mm dov:;:lg‘? and ‘:cﬂum
to on te a deviation
or fallure to mmb discovered. Thus,
in order to complete the documentation,
some evaluation must teke place to
{dentify & deviation o fallure to comply.

urther, the
Intended tobe iced i b

procedures necessary 1o comply with
part 21 or § 50.85(¢).

The definition of “notification” is
belng added 1o part 21 and § 50.2 for
3 -31.« The pru of this addition
i to dutly rstanding that the
Commission must be notified by
vendors, construction permit holders
and licensees by letier or telephone cail.
Second party information or word of
mouth information 1o unspecified
members of the NRC stafl does not
constitute notification,

(d) In response to pubilic comment,
] w.smmomug‘m. added to ensure
understanding thet recordkeeping in

aciordanoy with ‘ B0 Sh(e) spatizlies the
requltements of part 21

Favironmental lmpact: Categorical
Eaclurion

The NKC has determined that this
regulation is the l{pt of action described
in categorical exclusion in § §1.22(c) (V)
and (3). Therelore, neither an
environmenta) impact platement nor an
envitonmental assessment has been
prepared for this final regulution.

Paperwork Reduction Act Statement

The final rule amends Information
collection requirements that ure subject
10 the Paperwork Rleduction Act of 1980
(44 US.C 5501 e seg ). These

wirements were approved by the
m« of Management and Budget
approval numbers 31500011 and 3150
(s

Public reporting burden for this
collection of Information is estio ated to
average 98 hours per part 21 reaponse
wnd 65 hours per § 50.55(¢) response,
including the time for reviewing
instructions, searching existing dete
sources, gathering and maintaining the
duta needed, and completing and
reviewing the collection of information.
Send comments regarding this burden
estimate or sny other aspect of this
collection of information, in:luding
suggestions for reducing this burden to
Information and R » Munagement
Pranch (MNBB-7714), US. Nuclear
Regulatory Commission, Washington,

20555, and to the Desk Ofﬂw.
Office of Information and Regulatory
Affairs, NEOB-3019 (31 1and
3150-0035), Office of Management and
Budget, Washinglon, DC 20503,

Regulatory Analysis

The Commission has 1‘? .
regulatory analysis on
regulation. The analysls identifies and
examines the costs and benefits of the
final regulation and ita alternatives. The
analysis is avalleble for inspection and
copying for o fee ot the NRC Public
Document Room, 2120 L Street NW,
er Level), Washington, DC 20658,
may be from

r iam R Jones, U.? Nnal’ou

tary Commission, Washingtouw,
og‘:ma telophone (301) 492 4442,
Regulatory Flexibility Certification

As required by the Regulatory
Flexibility Act e‘ 1660, 5 US.C. 805(b) et
seq. the Euumluian certifies that this
rule, will not have a significant
economic mpact on & substantial
pumber of small entities. The revision to
§ 50.55(¢) applies solely to the holders of
construction permits issued under
§ 5023, none of which can be

- S SO i . (b e, -

cunsidered smull entilies. Although (he
reviston to Part 21 gould ‘7"“ ‘-'"‘1”
atfeet @ substantial number of small
entities {uee NRC size gtandurds
published December 9 1985, 40 FR
80241) who supply basic companents o
NRC licensees, the economic impact on
these firms is expected 10 be elight.
Approximately 80 percent of the 300
annual nuclear power plant related 10
CFR part 21 reports have been
subimitted by licensees: the remaining 20
perceni have been submitted b
nonlicensee suppliers and vendors
Section 21.2 eliminstes duplicate
reporting for those organizations subject
10 the defect reporting requirements, and
therefore should reduve the economic
impact an these orgenizations, including
emall businesses.

Rackfit Analysis

The Commistion has determined thet
the final rule, when effective, does not
impose new sality reparting
requirements on 80 licennees.
Therefore, ¢ fit Analysin Is not
required for this final rule pursuant to
§ 90109

List of Subjects
10CFR et 1

Nuclear power plants and reactors,
Penalty, Radistion protection, Reporting
and recordkeeping requireinenta.

10 CFR Pant 0
A:'uwnl'.‘ Classified lnl':mwm. Civu
nalty, Wﬂ; tion
y reference, mummmum
relations, Nuclear power plants and
resctors, Radiation noucl.;‘on. Reactor

.
the NRC ls & the following
amendments 10 10 CFR parts 21 and 50.

PART 21—-REPORTING OF DEFECTS
AND NONCOMPLIANCE

1. The sutharity clation for part 21
continues 1o read as follows:

Authority: £oc 161, 86 Sia’ 8
amended. sec. B34, B8 Gtal 444, as amended
(42 U S.C 2201, 2282} sece. 201, &8
200, 88 Stel 1242 a9 smended, 1246 (12 USC
5641, H48)

Section 212 e1so lasued under secs. 138,
141, Pub, L 97-425, 00 St 2252 2241 (42
VS C 10148 1081)

For the of sec. 223, 08 Stat 458w
smended n U‘IC 279} 1) 218, 21.2008)
and 21.31 are saved under sec. 101h, 68 Stat.
948, a9 amended (42 USC. 2201(0)) end
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S tion 218 i revised o read u such licemsees to report defects under hazard ot determuining whethor & failure

foliome poction 200 of the Energy Reorgunization 1o comply is sssocisted with o
Act ol 1974 substantial salety hecard

§210 Scope

(a) The regulietions In this part epply,
except ap specifically provided
otherwise (b parts 31, 34, 35, 30, 40, 60,
“ 20, of Ym 72 of this chapter, to cach
widividusl, partnership, corporstion, of
other antity licensed pursuant o the
regulations in this chiapter o passess,
use, of transfer within the United States
pource material, byproduct material,
special nuclear matertal, and/or spent
fuel and high level redionctive waste, or
10 construct, manufscture, possess, own,
operate of transfer within the United
Stutes, nny production or utilization
tucility of independent spent fuel
storage installation (ISPSI) ar monitored
retrievable slorege installstion (MRS)
and 1o pach director and responsible
officer of such & loensee. The
regulations in this part apply also to
euch individual, corporetion,

artnership or other entity doing
cwlneu within the United Stetes, and
euch director und responsible officer of
such organizetion, that constructs
'»vduci on or utilization facility lcensed

ot manufucture, construction, or
ornuon pureuant to part 50 of this
chapter, an 1SPSI for the storage of spent
fuel Yoensed pursuant to part 72 of this
chapter, 8 MRS for the siorage of spent
fuel or high level radiosctive waste
pursuant o part 72 of this chapter, or &
ﬁ-okzic repository for the disposal of

igh level redionctive waste under part
60 of this che mmwﬂn basic
companents for a ty of sctivi
licensed. other than for export,
parts 30, 40, 50, 60, 81, 70, 71, or part 72 of
this chapler,

(b) Por persons licensed 1o construct &
facility under & construction t
Issued under § 50.23 of this \
evaluation of potential defects and
fallures to mnry reporting of
dslects and fallures to comply under
§ 50.55(¢) of this chapter satisfies each
Iooring blgaton b epor delecs

tu report defects
and fullures to under this past
and the responsibility of individual
directors and responsible officers of
such Ucensees to report defoots under
section 208 of the Rnergy Reorganization
Act of 1974,

{€) F +r persons licensed to operate &
nuclear power plant under part 50 of this
uh;ptu. evaluation of punhld ‘de
an cpropvlu!o reporting ecly
under §§ S0.72 50.73 or § 73.71 of this
chapter satisfies each person's
evaluation, notification, and reporting

(d) Nuthing in these regulutions
should be deemed to preclude either an
individusl, & menufacturer, or @ supplier
of & commercial grade item (sce
§ 20.8(8-1Y) not subject to the
regulations (n this part fram reporting fo
the Commission, & known o1 suspected
defoct of fallure to comply and, as
suthorized by lew, the identity of
Knyone so wgmm-: will he withheld
from disclonure. NRC regions! offices
and headgquarters will accept collect
telephone calls from Individucls who
wish to speak to NRC representatives
concerning nuclear safety related
problems. The location and telephone
numbers of the five reglons (answered
during regular working hours), are listed
in appendix D to part 20 of this chapter,
The telephone number of the NRC
Operstions Center (answered 24 hours a
day~—Including bolidays) ls (301) 961

0550,
3 In § 219 paragrapha (h) through (1)
are redesignated ae paragraphs (j)
through (n); paragraph (g) s
redesignuted as paragraph (h). new
puragrephs () and {{) are added; and
puragraphs (8)(3) and (c), and newly
redesignated (h) and () are revised to
read as follows:
{219
. . . . .

‘.) [ B 3 |

(%) In all cancn, basic
includes safety related des
lnTocuon. testing. fabiion
replacement parts, or consul
services thet are associated with the
component bardware whether these
Jervices are performed by the
component suppliet or
. . . . .

analysis,

(¢) Constructing or canslruction
means the analysls, design,
many’acture, febrication, placement,
e S,

on, of tes & facility or
activity which is mm to the
regulations in this part and consulting
services velated to the facility or activity
that are safety related.
.

() Discovery menns the completion of
the documentation first identifying the
existence of a deviation or failure to
comply potentially associsted with o
substantial safety hozard within the
evaluation procedures discussed in
§ 2121 (a)

(1) Netficotion weans the telephonic
communication to the NRC Operations
Conter o written transmittal of
information to the NRC Doacument
Control Desk

(1) Operuting or operotion means the
vperation of & feeility or the conduci of
a licensed sctivily which Is subject to
the regulations in this part and
consaiting services related to operations
that are safety related

. . 9 . .

4 Section 21.5 |s revised 10 read o
follows:

218 Commurdastions,

Except where otherwise specified in
uu; part, sll written %w«um'
and reports conce "
in this part must mﬂuu:lo the
2oc\lu\enl Cco;n::‘l' Dt‘::. a.l. rku':l‘eu

tory o ashington,
D:';'&a 1o the case of & licenser, &
copy mus! also be senl to the

o e onal Adminlstrator st
oo it

specified ln sppendix D to
part 20 of this Chapter,

8 In § 2021, paragraph (b)(1) s
ndv:‘xuw (C)(1): parngre

) 3
heading and s (a), and
e (e cﬁn ey
revised W road 8

§ 2121 Kotfication of fallare to comply o
exivtonce of & defact and ks evalustion

(#) Each individual, corpors
or other

(2) Basure that if an evaluation of an
Identified deviation or fallure to comply
potentially associated with e substantial
safety hazard cannot be completed
within 80 days from discovery of the
devistion or failure to comply

, &n
interim report is and submitied
1o the Gommlnlm & director or
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1) le off 4!1"'v&"'.x‘4(“»t§li
e Ciscussed iy ‘.'\.’\: iS5 The interir,
e it should deseribe the deviation of
fuiluie o comply that it belng evalustea
sud shou'd also stete when the
evaluation will be completed. This
(nterim report must be submitted in

writing within 00 days of discovery of
the devistion ot fuilure \o comply

(8] Ensure that o director or
responsible officer subject to the
regulations of this part is informed oy
soon 8 practicable, and, in all cases,
within the § working days afer
completion of the evaluation described
in § 21.20(a)(1) or § 21.21(a)(2) I the
construction or operation of & facility ot
sctivity, or & Lasic component supplied
for such facility or sctivity —

{1) Fails to comply with the Atomie
Poergy Act of 1054, a8 amended, of any
applicable rule, regulation, order, or
eense of the Commission relating to o
submtantial safety hasard, or

{1 Contalne a defect

19) 1f the deviation or failure Yo
comply s discovered by e pupplier of
basie components, or services
sesociated with barle components, end
the supplier determines thet It does not
have the capoblity to perform the
eve' wtion to determine If a defect
exiuts, then the rupplier must Inform the

wrchasers of affected loensees within

ve working days of this determinetion
s0 that the purchasers or affected
licensees may evaluste the deviation or
fallure to comply, pursuant to § 21.21(s).

‘c)(l) A director ot responsible officer
subiject to the regulations of this part or
& person designated under § 21.21(c)(8)
mwus!t notify the Commission when be or
she - btaing Information reasonably
Indicating & fallure to comply or & defoct

affecting -

(l* The construc ton or operation of &
facility or an sctivity within the United
States that s wtr'ci 10 the licensing
requirements un 30, 40, 50, 80,
o1, 70, 71, or 72 of this chapter and that
Is within his of her organization's
responsibility or

(i) A basic somponent the! is within
his or her organization’s responsibility
and (s supplied for a hdll? or an
sctivity within the United States that is
subject to the licensing requirements
under parts 30, 40, 50, 80, 61, 70, 71, ot 72
of this chapter,

(2) The notifl atlon to NRC of a faflure
to comply or of a defect under
paragraph (c)(1) of this section and the
evaluation of a fallure to comply or &
defect under paragrephs (a)(1) and (a)(2)
of this section, are not nﬂutmd if the
director or responsible officer has actual
knowledge that the Commission has
been notified in writing of the defect or
the failure 1o comply

{3) ot fication re Qu! ed \) |‘u!r"'.\j"|
(o) of this section must be made oy
.' } who-

{1) Initial netification by lecsimile

which is the preferred method of
notfication, to the NRC Operations
Center ot 301 4026187 ot Ly telephone
o 301851 055 within two deys
folluwing receipt of information by the
director of responsible corporate officer
undet paragraph (:)(l) of this section. on
the (dentificution of & defect or & failure
10 comply. Verification that the faceimile
has been recelved should be made b
calling the NRC Operations Center. This
parsgraph does not apply to interim
reports desaribed 'n rn.m. (2),

(11) Written notificetion 1o the NRC at
the sddress speaific * < § 21.5 within 30
days following receipt of information by
the director of responsible corporate
officer under pcrunﬂh (0)(3) of this
section, on the identification of & defect
or & fatlure to comply.

. . . . .

(d) Individuals subject to this part
may be romulnd bﬁ ¢ Commisalon o
iu&!p', additional Information related to
u defect ¢z tallure to comply.
Commisslon sction 1o obtain edditionsl
information mey be based on reports of
defects from other repo entities,

8 Scction 21.51 s revised 1o read o
follows:

§ 2151 Malntennnce and inapection of
records.

(a) Each Individusl, corporation,
partnership, or other entity subject to
the regulations In this part must prepare
and malnteln records necessary to
sccomplish the purposes of this part,

ficall
.’(.t?humdduum of el

deviations sed fallures to comply for e
minimum of five years after the Sm of
L o of baate "
componen
must ﬂ potifications sent lo
purchasers and effected licer.sees for &
minimum of Aive years afier the date of
Rt of it sansas
.“’t gom

mus! retaln & record of the s of
T

ve or
uMo:’ associated with & basle

com t

tbs Each individusl corporation,
partnership, or other entity subject to
the regulations in this part must sfford
the Commission, at all reasonable times,
the epportunity to Inspect records
perta 1o baslc components that
relate to the discovery, evaluation, and
reporting of deviations, failures to
comply and defects, Including any
advice glven to purchasers or licensees
on the placement, erection, Installation,

(RS |
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eporetion, maintvnen . B

inspection of @ basic camponent

PARY 50 -DOME STIC LICENSING OF
PRAODUCTION AND UTILIZATION
FACILITIES

7. The suthority citation for part &0
continues to read as follows

Authority: Sece. 102 100, 104, 108, 181, 182,
163, 106, 100 66 Biel 90a, K37, B4 A §5D,
054, 055, 994, 69 smended, soc. 1M, K Blat.
1244, 00 wmarded (42 USC 2152 113 1M,
P10, 2a0n, 2230, 2203, 2096, 2200 LKD) sece
201, a0 emended, 202, 206, 88 Sial 1242 o0
amended, 1244, 1248 (42 U S C 5541, 6042,
Lbal)

Section 50.7 e1eo leeved under Pub. L 96-
801, sec. 10, 82 Slet. 2ub1 (42 US.C 8851)
Bection 50,10 also lasued under secs 101, 188,
o6 Stat 036, 058, o0 amended (2 VEC 1IN,
2238) sec 102, Pub L 01180, 83 Stat 853 (42
U £ C 4242) Sections 50 13, $0.54(dd). and
80100 also tnsued under sec. 108 68 Slel 839,
as amended (42 U8 C 2188) Sections 50 23,
1008, 5088 and 5056 a1so lerued under sec.
145, 68 Stat. 058 (42 116 7. 2238) Sections
#0550, 50.85a, and Appendix Q sl Isaved
under sec. 102 Pub. L 91100, 83 Siat 853 (42
VS G 482) Sections 80.54 and 8004 also
tasued under sec. 204, 08 Siat 1245 (2USC
544). Boctione 50 58, 5091, end S0.62 also
issued under Pub. L 97414, 00 Slal 2079 (42
U8 C 2299) Bection 50.78 also lesued un
soc 122, 68 Siat 099 (42 U S C 2162) Sections
80 80 through 5081 a1so lesued under sec. 184,
66 Stal 054, o0 amended (42 USC 22M)
Appendix F also issued under sec 167, 08
oo st (2 UAC a2av)

Ui the of sec 223, 66 Sial G50 w0
amwnded S.C 2278) 14 6040 (s) and
(b). sod 50.54(c) are issved under sec. 1010,
1611 and 1610, 68 Stal S48 s amended (42
USC za0i(b)) 4 80.7(e) mq.nahnu
(&) and (¢} m.r«t 8048 ()

50 47(h), A48 (a) d). and (e} 50.4%a)

)

JM&ML

(8) and (b) are insued under sec. 1010, 86 Sat

by by by Y
W

s {7 vl bl Asri

L] S020(8). 8071 (8)4¢) and (e).

$0.72(s), 50.79 (8) ars (0), BO.74, BOR end

50680 are iasuod under soc. 1610, 06 Sial 950,

«s amended (42 USC 2201(0))

& Section 50.2 (s amended by adding
the fol) definitions In alphabetical
order to read as follows:

§ 502 Definitione
. . . . L

Basic { means, for the
purposes of § 50.55(¢) of this chapler

1) When applied to nuclear power
reaclors, any plent structure, system,
component, of part thereol necessary to
ansure

(i) The integrity f the reactor coolant
pressure boundary,

IO
0 ) 50.80
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his sul {1
o In this part and
ting services related \¢ the I
vily thaet sre salety rlaled

. . - .

t activity w!

Deflect means, for the purg» sen of
§ H0.55(e) of thils ¢ ).p) tar

(1) A deviation in & baslc component
delivered to 8 purchuser for uss in e

fachity or activity subject 1o 8

construction permit under this part if on
the basls of an evalustion, the deviation
could create a substantia! sefety hazard
Y

(2) The installation, use, or operation
uf 8 busle componen! conlaining &
defect as defined in paragraph (1) of this
definition; or

\3) A deviation In & portion (x'l
facility spubiject to the constructics
permit of this part provided the
deviation could. on the basis of an
evaluation, areate & substantial safety

harard

. .

means, for the purp ses of

y5(e) of this chapter, a departure
al ot 1,”ﬂ l) REBUranoe

od In remont

niract that defines the
h e ties or hasl
4

s lH'vY.! orier | \u o

epiable by the pu vhaset

. L . .

Responsible of!
purposes of | 0
president, vice pres) fenl, or olher
individua! in the organization of 8
corporation ;nuﬁ.n'-h!y or other entity
who s vestod with executive authority
over sctivities sut ject U thie ;wr\

* L B L .

Or Mesns for the

b

LAY f this chapler 8

Substantial sofety hasard mesns, for
(he purpos-s of § 50.55(¢) of this chapler
& lose of o sty function 1o the extent
that ‘uere s & major reduction lan the
degree of protection provided W public
he alth and sefety for any facility or
activity authorized by the construction
permit lssued under this pant
- . . L] .

0. 1o § 60.58, paragraph (¢) ls revised

y read a2 Tollows

§ 5058 Conditions of ponstriaction
peridta
. - L L .
{e) 1) Es h individual « srporstion,
%\uv'.'.- rship, or other entity holding »
acility construction permi! subject o
this part must ad
] 1
Proce v
i Eval
'v" )

ool g e
pLag priate

'

o!‘l"*(’.
hen the eval
s Interin
Wi

‘l,)l.r-

By

1 “.“l"‘l
resp ! & officer of the b
'.. ")u

\der of @
nstrucior l.n“l\]!. | ]l"'\'(\

formed s s00n0 A
practicable, and, In il cases within the
1]

b work ;«"n);«".u'l.,n,plu‘-wn'!\t
ation d

thie part Is ir

evi escaribed in )mw}j'»,h
(eX1)01) or (e){1) ) of this sectior
wruction of & factlity

lod for sucl

{f the
caong

bLasle component »

'
facility or activil]

{A) Fails to oo iply with the Atombe
Energy Aot of 1054, as amended, or any
soplicable rule, regulation order, or

i

license of the Commission re \M":g o
subistantial safety hazard,

(B) Contalne & defect or

{C) Undergues any significant
breakdown in any prtion of the quality
BERUPONCE PrOgram | mnducted pursuant
1o the requirements of appendix B o 10
CFR part 80 which could have produced
s defect 1n & basle component. Such
bhreakdowns in the (‘ul‘!l) BABUTANOS
program are reportable whether or not
the 'sm akdown sctually resulted in &
defect In & deslgn approved and
released for constructiva or lnstallation

(2) The holder of a facility
construction rmit s ‘f) ¢l 1o this ‘4&\1
wha obtaing information ressonsbly
indlcating thet the facility falls to
vomply with the Atomic Enes Aot of
1054, s amended, or ruy n-mﬁ able
rule, regulation, order, or license of the
Comn & substantial
safety hazard musi notify the
Cot seior

asion n“-'.n\h!

,‘l\'.

of the [allure to comply

1in
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(3] The holder of 8 Toc .ﬁ.?’
construction pennit subject to this part
who obtab information reasonkbily
Indicating the existence of any defect
fourd In construction or any defect
fund in the final design of & lacility o8
spproved and relessed for construction
must notily the Commiseion of the
defect through o director or responsible
tfficer or designated person &
discussed In paregraph (e)(7) of this

section
(4) The holder of & facility
construction permit subject to this part
who obteine information reasonably
Indicatir.g that the quality assurance
c;\'m s undersone any significant
ehdywn discussed In paragraph
el uuc? of this section must notify
m' nloodlhnbno;::mmh
uality essurence program L
3&«.1“ or responsible officer or
designated person as discussed ln
paregraph (e)(?) of s section
(8) The notification requirements ol
paragraphs (e)(2), (e)(3). and (e)4) of
(s section apply 1o ell defects and
fallures to comply sssociated with o
subutantial sefety hazard regardiess of
whether exte wxive evaluation, redosign,
or repair is required to conform to the
eriteria and buses stated in the safety
analysis report or construction permit.
Evaluation of potential defects and
fallures to comply and reporting of
defects and Tallures to comply under this
section satisfies the construction permit
holder's evalustion and notificstion
obligetions under part 21 of this chapter
and, satiafes e responsibility of

permits lssued undes § 50.23 of this
chapter to report defects, and tallures to
munda\d with substantial

buql anlaation Aet of 107

(s) %WN
mlﬂ’h (X2} (e)3), and (e)4) of
soction musl consist of-

1) Iniiial notification by facsimile,
which Is the method of
notificetion, lo the NRC tous

Center st 301-402-8187 o by telephone
at 5010510550 within two

ffoer
under m of this
uoﬂo%.o’;'.ih,mm of & defect
orafls

ure to comply. Verificetion that
ba Raada by callng thy NRC Operstion
ma . retions
Center. 11:{0 paragreph does not apply
to Interfm reports described In
paragraph (e)(1)(

(i) Written notification submitted to
the Dooument Control Desk, US.  °
Nuclear Regulatory Comunission,
Washington, DC 20588, with & copy to

Fediral Register [ Vol ™
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thy gppropnate Regi ol Adwrinistiator
at the wdaress specified In appendia D
L1 |t:rl;’.f'\'1‘ IL‘IV,M" and 8 copy o
e appropriate NRC resident ingpector
within 30 days lollowing roceipt of
information i‘) the director or
responsible corporate officer under
paragraph [e)(1)(ih) of this section, on
the identification of a defect ot fallure W0
comp!

(7F "ho director or responsibile officer
may suthorize an Individual to provide
the notification required by this section,
provided that this must not relieve the
director of responsible officer of his of
her responsibility under this section.

(8) The writien mﬂm:'a:’l:;n req:;md
by paragraph (¢)(0)(1i) s pection
m{.ﬂ clearly indicate that the written
notification is being submaitted under
§ 50.85(¢) and include the following
information, to the extent known

(1) Name and address of the Individusl
ot individusls Informing the
Commission,

(4) ldentification of the fucility, the
activity, or the basle component
supplied for the facility o the sctivity
within the United States which contalng
o defect o falls to comply.

(1if) 1dentification of the firm
constructing the facility o1 supplying the
basic component which fails o comply
ot contains & defect,

(iv) Nuture of the defect or failure to
compi, and the salety haznrd which (s
created or could be created by such
defect ot fallure 10 co !&'

(v) The date on whm information
of such defect or failure to comply was
o e avit g b

vl ¢ case of & basic component
w\kl containg a defect or fuils to
comply, the number and location of all
Seblectlo e rgulations i this part.
s e ations

(vii) The corrective action which has
Leen, is or will be teken; the
name of the dual or organization
responsible for the action; end the
length of time thet has been or will be
taken to complete the sctfon.

(viil) Any advice related to the defoct
ot fallure to comply about the fecility,
sctivity, 67 basic component that has
been, s being or will be given to other
entitien

(#) The holder of a construction permit
must prepare and maintain records
necessary to sccomplish the purpuses of
this section, specifically <

(i) Retaln procurement docume s,
which define the requirements that
facllities ot bas'c components £ mes’
In order to be considered acceptable, 12
the lifetime of the basic component.

{11) Retain evaluations of all
deviations and fuilures to comply for
minimum of five years,

1a -'.\ "\ M 1o

R b e e b -
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(i) Ma 1 aieag recimds in

aecord with this section satisfics

the cuns tigh o { holdem

tecordheg el,",».'.ll.oullhr;ai;]

of this chapter. The recordheeping
ol gutions of responsible officers and
directors under part 21 of this chapler
are el by recordbeeping In accordance
with this section,

(10) The requiremments of this
§ 50 56(¢) are satiafied when the defect
ot fallure 1o comply associated with o
substantial safety huzard has been
previously reported under Part 21 of (his

chapter or under § 73.71 of this chapter -

under § 50.55(e) o § 50.73 of this part.
For holders of construction permite
Issued prior to Oclober 20,109,
Evaluation, reporting and recordkeeping
requirements of § 50 55(¢) mey be met
Ly complying with the comparable
requirements of Part 21 of this chapter.

Datod 81 Rockville, Md, this 241h duy of
July, 101

For the Noclear Regulatory Commisston
Samual | (hilk,
Secretory of the Commission.
(PR Dioc. 91-17004 Piled 750 @), 545 am)
BALING COKE 7990018

DEPARTMENT OF THANSPORTATION
Federal Aviation Adminisiration

14 CFR Parts 21 and 26
m,M Special Conditions Na.

Spocial Conditions: British Aerospace
Puolie Umited Company Model €100
Al plane, Main Cabin Alsle

A rangement

Asency: Pederal Avistion
2 Aministration (FAA), DOT,

~eTIoN: Pinal sreclel conditions.,

FUMMARY: These special conditions are
fssued far the British Aerospace, Public
Limited Company (BAe), Mode! 4100
slrplane. This alrplane will have & novel
or unusual design festure ansocisted
with the muti cabin alsle arrangement.
m 3? e In adequate

. not contaln & or
sppropriate safety standards for this
particular design festure. These special
conditions contain the sddidonal sale
s andards which the Afminlstrator
necessary 1o establich a level of safety
equivalent 10 that established by the
sirworthioess standards of part 28 of the
Federal Aviation Regulations (FAR)

EFFECTIVE DATE: August 30, 1991,




