January 21, 1994

Mr. Rod Thomas

¢/o Dresser Indusrial Valve
P.O. Box 1430

Alexandria, LA 71509

Dear Mr. Thomas:

As you requested, I am forwarding a copy of two different documents. First is a
photocopy of the July 31, 1991, Federal Register Notice for the amendments to

10 CFR 21 and §50.55(e). Second is a copy of a more readable version of 10 CFR 21.
As we discussed, this is not the latest revision.

If T can be of further assistance, please contact me.

Sincerely,

William R. Jones

Reactor Operations Analysis Branch

Division of Safety Programs

Office for Analysis and Evaluation
of Operational Data

Enclosures: As stated

Distribution:
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Authority: Sac. 101, 65 Stal 048 us
amended. sec. 234, 82 Sint, 494, es amended
(42 US.C 2201, 2287} sece. 201, as amended.
208, 88 Stal 1242 as amended. 1240 (€2 US.C
S641. 5848).

Sec. 21.2 also laaved under secs. 135, 141,
Pub. L 87-425, 90 Stat. 2232 2241 ({uUsSC
10158, 10181).

For the purposes of sec. 273, 88 Siat 958, e
emended (42 US.C. 2273}, 44 218 21.21(a)
and 21.31 are issued under sec. 181h. 68 Stat.
948, a8 amende § (42 US.C. 2201(bj} and
$1 21.21. 21,40 and 21.51 are isused under soc.
1610. 68 Stat. 950, as amended (42 US.C
2m(o)).

General Provisions
Purpose.

The reguistions in this part estab-

lish procedures and requirements for

implementation of section 206 of the
Reorganization

Act of 1974

That section requires any individual
director or responsible officer of .
firm constructing, owning

or supplying
facility or
otherwise regulated pursuant to the

Atomic Energy Act of 1954, as ameng-
ed, or the Energy Reorganization Act
of 1974, who obtains information rea-
sonably indicating: (s) That the {aciil-
'¥. sctivity or basic component sup-
plied to such facility or activity fails to
comply with the Atomic Energy Act of

. Opersting
the components of any
activity which is lcensed or

&8 amended, or any applicable

rule, regulation, order, or license of
the Commission relating to substantial

42 FRzZoa M)

58 FR 38081

safety hazards or (b) that the facility,
activity, or basic component supplied
to such facility or sctivity contains de-
fects, which could creste a substantial

sctusl knowledge the Commission
hss been informed of such
defect or fallure Lo comply.

-
~—

34212 Scope

(8] The regulations in this part apply,
except as y provided
otherwise in parts 31. 34, 35, 30, 40, 80,
nn:{nnndmhm.wuch
individual, partnership, corporation. or
other entity licensed pursuant to the
regulations in this chapter to possess.
use, or transfer within the United States
source material, byproduct material,
special nuclear meterial. and/or epent
fuel and high level radicactive waste, or
to construct, manufacture, own,
operate or tansfer withis the United

any
facility or independent spent fuel
storage installation (ISFSI) or monitored
retrievable starege installation (MRS}
&nd to each director and responsible
officer of such l;h licensee. 'ﬂu“"
regulations in part apply to
each individual, corporstion,

or other entity doing
m:muuuuaumm

esch director and responsible officer of
such organization, thet constructs e
production or utilization facility licensed
for manufacture, construction. ;ww.
operation pursuant to part 50 o
chapter, an ISFSI for the storage of spent
fuel licensed pursuant to part 72 of this
chapter, 8 MRS for the storage of spent
ruel or high level radioactive waste
punh:-: o part 72 :l Mm?i:pt«. OI"I
repository for posal o
m-lcnl radioactive waste under part
60 of this chapter; or supplies basic
compaonents for & facility or sctivity
licensed, other than for export, under
Nm)ﬂ.‘ﬂ.ﬁﬂ.ﬂ).ﬂ.mn.orpan?zof
this chapter.

{b) For persons licensed 10 construct &
facility under & construction permit
issued under § $0.23 of this chapter.
evaiuation of potential defects and
failures 10 comply and reporting of
defects and failures to comply under
§ 50.55(e) of this chapter satinfies each
person’s evaluation, notification. and
reporting obligation to report deiects

214

47 FR 5Te4r

21.3(a)

REPORTING OF DEFECTS AND NONCOMPLIANCE

and failures to comply under this part
and the responsibility of individual
directors and responsible officers of
such licensees to report defects under
section 206 of the Energy Reorganizaton

in appendix D 1o part 20 of this chapter.
The telephone number of the NRC
Operstions Center (anawered 24 hours &
day-~including holidays) is (301) 851-
as50.

e

-

£213 Definitions.

As used in this pait:

(X1) “Basic component.” when &p-
plied Lo nuclear power resctors means
& plant structure, system, component
or part thereof necessary to assure (i)
the integrity of the reactor coslant
pressure boundary, (1) the capability
Lo shut down the reactor and maintain
it in & safe shutdown condition. or un
the capability to prevent or mitigate
the consequences of accidents which
could result in potential offsite expo
fures comparablie 10 those referred o
in § 10G.11 of this chapter

(2) “Basic component.” when applied

! 10 other facilities and when applied o
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21.3(a)

other activities licensed pursusnt to
Parts 20, 40, 50, 60, 61, 70, 71, or 72 of
this chapter, means & component,
structure, system, or part thereof that
{s directly procured by the licensee of
& {acllity or activity subject to the reg-
ulations to this part and in which a
defect (see §21.3(4)) or faflure to
comply with any applicable regulation
{n this chapter, order, or license issued
by the Commission could create & sub-

stantial safety hazard (see § 21.3(k)).

r§> (3} In all cases, basic component

v

£

L

.

-

3

o
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includes salety related design, analysis.
inspection, testing, fabrication,
replacement parts, or consulting
services that are associated with the
component hardware whether these
services are performed by the
component supplier or o .

{4) A commercisl grade ltem is not @
part of & baskc component unti] aftar
dedication (see § 21.3(c-1]}

(a1} “Commercial grade ltem™ mesns
a0 ltem that is (1) Dot subject to design
or tion requirements that are
unique 1o facilities or sctivities licensed
pursuant o Parts 0. 40, 50, 60.61.70, 71, of
72 of this chapter and (2) used i
spplications othcr than thes or
sctivities licensed pursuant to Parts 30,
40, 50. 80, 61,70, 71 0¢ 72 of this chapler

manufecturer’s published product
description (for example s catelog).

(b “Commission” means the Nucle-
ar Regulstory Commission or its duly
authorized representalives.

{;i’ {¢) Constructing or construction

-—-1 r—u =n d“?l"]r-———— 56 FR 28081

k3 FR 1688

means the analysis, design.
manufecture, fabrication, placement.
erection, instailation, modification.
inspection, or testing of s {acility or
sctivity which is subject to the
regulstions in this pert and consuiting
services related to the facility or activity
that gre safety related.

{c-1) “Dedication” of s commercial
grade ltem occurs after receipt when
that item Is designated for use &5 &
basic component.

(d) "Defect” means:

(1} A deviation (see §21.3(e)) In &
basic component delivered to 8 pur
chiser for use in a {acility or an sctivi
ty subject to the regulations in this
part if, on the basis of an evaluation
(see § 21 3g)), the devistion could
oreate a substantial safety hazard, or

42 FR280%)
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(2) The installation, use, or oper-
ation of s basic component containing
a defect a5 defined in parsgraph (dX1)
of this section: or

(2) A deviation In a portion of & fa-
clliity subject to the construction
permit or manufacturing licensing re-
quirements of Part 50 of this chapter
provided the deviation could, en the
basis of an evaluation, create a sub-
stantial safety hazard and the portion
of the facility contalning the deviation
has been offered to the purchaser for
acceptance; or

(4) A condition or circumstance in-
volving & basic component that could

partnership or other entity. In the
case of an individual proprietorship,
“director” means the individual

58 FA 38081

3> (5) Discovery means the completion of

the documentation first identifying the
existence of & deviation or failure to
comply potentially associated with &
substantial safety hazard within the
eveluation procedures discussed in

§ 21.21. (a).

(b) Evaluation means the process of
determining whether & perticuler
deviation could create @ substantial
hazard or whether a fallure
to comply is sssociated with e
substantiel safety hazard

(i) Notification means the telepbouic
communication to the NRC Operations
Center or written transmittal of
information to the NRC Document
Control Desk.

{j) Operating or operation means the
operation of « facility or the conduct of
¢ licensed activity which is subject to
the reguletions in this part end
consulting services related to operations
that are safety related.

(k) “Procurement document” means
s contract that defines the require-
ments which facllities or basic compo-
nents must meet in order to be consid-
ered acceptable by the purchaser.

(I' “Fesponsible officer” means the
president, vice-president or other indi-
vidual in the organization of & corpo
ration, partnership. or other entity
who 15 vested with executive authority
over activities subject Lo this part.

.. activity licepsed, other

56 FR 3608

21.6(c)

(m) "Substantial salety hazard™ means |
a loss of safety function 1o the extent
that there is & major reduction in the
degree of protecilon provided to public
health and safety for an&:ncﬂny or
n for export,
pursuant to Parts 30, 40, 50, 60, 61,

# 70,71, o 72 of this chapter.

(n) “Supplying” or “supplies” means
contractually responsible for s basic
component used or L be used in & Ia-
cllity or sctivity which Is subject to
the regulations in this part.

=

§214 Interpretations.

42 FA 20891

authorized by

Except where otherwise specified in

;
£
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47 FR I

this part, all written communications |
and reporis concerning the tions
in this part must be to the
Document Control Desk. U.S. Nuclear
Regulatory Commission. Washington.

reports may be made, and states whei
they may be examined.

(¢) The effective date of this section
has been deferred untll January 6,
| 1978

!
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§21.7

The Commission may, upon applica-
tion of any interested person or upon
fts own (nitiative, grant such exemp-
tions from the requirements of the
regulations in this part as it deter-
mines are suthorized by law and will
not endanger life or preperty or the
common defense and security and are
otherwise In the public Interest.

Exemptions.

Sup-
pliers of commercial grade items wre
exempt from the provisions of this
part tc the extent that they supply
commercial grade (lems.

§ 218 information coliection
reguiremants: OB spprovel.

(&) The Nuclear Reguletory
Commission has submitted the
information collection requirements
contained io this part to the Office of
Mansgement and Budget (OMB) for
spproval as required by the Paperwork
Reduction Act of 1980 (44 U.S.C. 3501 et
seq ). OME has epproved the
information collection requirements
contained in this part under control
pumber 3150-0035.

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

NOTIFICATION

s §21.21 Notification of faliure 1o comply or
axistence of & sefect and its evalustion

{a) Each individual, corporation,
partnership, or other entity subject to
the regulations in this part musi adopt
appropriate procedures to—

(1] Evaluate deviations and failures to
comply to identify defects and failures
1o comply associated with substential
salety hazards as soon as practicable,
and. excep! as provided in paragraph
{2)(2) of this sectian. in all cases within

— §8 FR 26081 ———

80 days of discovery, in order to identify
a repartable defect or failure to comply
that could create s substantial safety
hazard, were it 1o remain uncorrected,
and

(2) Ensure that if an evaluation of an
identified deviation or failure to comply
potentislly sssociated with a substantial
safe'y nazard cannot be completed
within 80 days from discovery of the
deviation or feilure to comply, an
interim report is prepared and submitted
to the Commission through s director or
responsible officer or designated person
as discussed it § 21.21(c)(5). The interim
report should describe the deviation or

fariure to comply that is being evaluated
| and should also state when the
evaluation will be ((1171;)""'.‘5 This
interim report must be submitted n
writing within 60 days of discovery af

the deviat or fadure i

58 FR 3604

{3) Ensure that a director or
responsible officer subject to the
regulations of this part is informed &8s
soon as practicable, and, in all cases,
within the § working days aiter
completion of the evaluation described
in § 21.21(a)(1) or § 21.21(a)(2] if the
construction or cperation of & facility or
activity, or a basic component supplied
for such facility or sctivity—

(i) Fails to comply with the Atomic
Energy Act of 1954, s amended, or any
epplicable rule, regulation, order, or
license of the Commission relating to a
substantial safety hazard. or

{ii) Contains s defect.

(b} If the deviation or failure o
comply is discovered by a supplier of
basic eo:rmu or services
associated with basic components, and
the supplier determines that it does not
have the capability 10 perform the
evaluation to determine if & defect
exists, then the supplier must inform the
purchasers or affected licensees within
five working days of this determination
30 that the purchasers or affected
licensees mey 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
a person designated under § 21.21(c)(5)
must notify the Commission when he or
she obtains information ressonably
indicating & failure to comply or a defect
affecting—

(i) The construction or operation of &
facility or an activity within the Usited
States that is subject to the licensing
requirements under parts 30, 40. 50. 80,
81, 70. 71, or 72 of this chapter and that
is within his or her organization’s
responsibility: or

{ii) A basic component that is within
his or her organization's responsibility
and is supplied for a facility or an
activity within the United States that is
subject to the licensing requirements
under parts 30, 40, 50, 60, 61, 70, 71, or 72
of this chapter.

{2) The notification to NRC of a fallure
to comply or of s defect under
paragraph (c)(1) of this section and the
evalustion of a feliure to comply or &
defect under paragrephas («)(1) end (e)(2)
of this section. are not required if the
director or responsible officer has actual
knowledge thet the Commission has
been notified in writing of the defect or
the failure to comply.

(3) Notification required by paragraph
(€)(1) of this section must be made as
follows—

(i) Initial notification by facsimile
which is the preferred method of
notification, to the NRC Operations
Center at 301-492-8187 or by telephone
a1 301-951-0550 within two days
following receipt of infarmation by the
direcior or responsible corporate oflice
under paragraph (ajil]

the

of this sec!

'

iwdenmtification of a delect or 2 Tailue

1o comply  Verification thal the Tacmr
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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(a)(2).

(ii) Written notification to the NRC at
the eddress specified in § 21.5 within 30
days following receipt of information by
the director or responsible ate
officer under paragraph (a)(3) of this
section, on the identification of a defect
or a failure to comply.

{4} The written report required by
this psragraph shall include, but need
not be limited to, the following infor-
mation, to the extent known:

(1) Nume and sddress of the individu-
sl or individuals informing the Com-
mission.

(i) Identification of the facliity, the
activity, or the basic component sup-
plied for such facility or such sctivity
within the United Btates which falls to
comply or contains & defect.

(i) ldentification of the firm con-
structing the facility or supplying the
which fails to comply
or contains & defect.

(iv) Nature of the defect or fallure to
comply and the safety hazard which is
created or could be crested by such
defect or faflure to comply.

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

(vi) In the case of & basic component
which contains & defect or falls W
comply, the number and location of sll
such components in use at, supplied
for, or belng supplied for one or more
facllities or activities subject to the
regulations in this part.

(vil) The corrective sction which has
been, 18 being, or will be taken; the
niame of the Individual or organization
responsitile for the action: and the
length of time that has been or will be
taken to complete the action.

(vill) Any advice relsted to the
defect or faflure to comply about the
facility, sctivity, or basic component
that has been, is being, or will be given
to purchasers or licensees.

(s) The director or responsible offi-
cer may 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 peragraph.

{d) Individuals subject to this part
may be required by the Commission to
supply edditional information reluted o
s defect or failure o comply.

Commission action to ohtawn wdditianadd
information may be based an reports of
defects from other reporting vntitees

July 3% 1990
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UNITED STATES NUCLEAR REGULATORY COMMNISSION

RULES and REGULATIONS

TITLE 10, CHAPTER 1, CODE OF FEDERAL REGULATIONS — ENERGY

REPORTING OF DEFECTS AND NONCOMPLIANCE

PART
21

62 FR 8225
Published 3/17/87
Etfecrive 7/14/87

Licenses and Radwtion Safety
Requirements for Well Logging

See Pars 39 Statemenu of Consideration

52 FR 31600
Published 8/21/87
Etfoctive B/18/87

Statement of Organization and General
Inf ormation

See Part 1§

531 FR 6137
Pubished 3/1/86
Etectve 3/1/88

tnof C

idergtion

Felocation of Office of Nuclear
Reactor Regulation

Ges Part 19 Starements of Comidersrion

53 FR 31681
Published 8/19/88
Efective §/19/88

Licensing Requirements for the
Independent Storage of Spant Nuclear
Fuel and Hh-Lewe! Radioactive
Wasie

See Part 72 Statements of Consideration
SIFR 43419

Published 10/27/86

Efective 10/27/88

Relocation of NRC's Public Docurment
Room, Other Minor Nomencilature

Changes

See Part 1 Statements of Consideration

54 FR 42287
Published 10/16/89
Etiective 11/11/89

Change in Commerciel Telephone
Number for Region il Office

See Part 20 Statements of Consideration

54 FR 52342
Publistied 12/21/89
Amendatony Instructions, (

TRCTN

See Part 7 Statements of Consideration

STATEMENTS OF CONSIDERATION

56 FR 19283
Published 4/26/91
Ettective 4/26/31.

Change in Commercial Telephone
Numbar foc Region V

Soe Part 20 Statements of Consideration

56 FR 36081
Publiished 7/31/91
Eftective 10/28/91

10 CFR Parts 21 and 50
RIN 3150-AAGE

Criteria and Procedures for the
Reporting of Defects and Conditions
of Construction Permits

agemcy: Nuclear Regulatory
Commission.

acrion: Final rule.

susmmary: The Nuclear Regulatory
Commission is amending its regulations
on the reporting of safety defects. The
amendments are a result of the
Commission efforts to apply the
e as & result of the
Three Mile Island accident and alsc
reflect Commission experience to date
with the existing regulations. The
amendments are applicable to
Commission licensees, and to
nonlicensees who construct facilities
for, or supply basic components o
facilities or activities licensed by the
Commission. The amendments would
reduce duplicate reporting of defects,
clarify the criteria for reporting defects,
and would establish uniform time
periods for reporting and uniform
requirements for the ~ontert of safety
defect reports.

pares: These emendments will be
effective October 29, 1991.

FON FURTMER INFORMA TION CONTACT.
W.R jones, Office for Analysis and
Evalustion of Operational Deta. US.
Nuclear Regulatory Commission.
Washington, DC 20555, telephone: (301)
4024442

SUPPLEMENTARY INFORMATION. On
November 4, 1968, the Nuclear
Regulatory Commission [(“NRC" or
“Commission”) published in the Federal
Register (53 FR 44584) for public
comment proposed amendments to 10
CFR Part 21 {part 21), "Reporting of
Defects and Noncompliance™ and

§ 50.55 "Conditions of Construction
Pormits * The purpose of these proposed
amendments was to reduce duplicate

evaluation and reporting, estabiish

21-8SC1

consistent time limits for reporting,
establish @ time limii for transfer of
information from vendors to purchasers
of basic components, more clearly
define defects that must be reported,
and establish consistent content for
reporting. Other minor changes were
proposed.

Public comments regarding the
proposed amendments were received
from thirty-five respondents. These
comments were received from segments
of the nuclear industry as follows:
Twenty-three were received from
utilities; five, from law firms

members of the nuclear

final uou.‘l'hpubucoonmu
mdlmndbcbwhmnocﬁonwi(h

the final regulations.

A detailed analysis of the public
comments has been p and is
available for public inspection in the
NRC Public Document Room.

Background

The existing tions contain
several safety deficiency reporting
requirements that apply to the
construction and operation of nuclear
power plants:

—Part 21 epplies to all NRC licensees.
an well as censees who construct
facilities for or supply basic

ts or services associated

of the Energy ization Act of
1874, us amended uag..s.c

5641 et mJ. requires
reparting of defects that could create
o “substantial safety hazard.” and
failures to ly related to &
“gubstantial safety hazard™ as defined
in regulations.

—Section 50.55(¢) applies solely to the
holders of construction permits and
currently requires the reporting o
'8 nt deviations™ or “significant
d es" which could have &n
adverse effect upon safety if they
remaln uncorrected.

—Sections 50.72 and 50.73 establish an
event system that applies
unif 1o all opersting nuclesr
power plants. These regulations
require the licensee t0 make prompt
telephone notification to NRC and to
submit a written report for each
opereting event or adverse plant
condition. As discussed below.
changes to §§ 50.72 and 50.73 are not
being made a! this time
Section 7371 epplies lo hcensees and
eytablishes a repa ling syslem for

July 31, 1991
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safeguards events, including eny
security failure, degradation, or
discovered vulnerability of o
safeguards system. As stated in

§ 73.71, & report under § 73.71 satisfies
reporting requirements in both

1§ 50.72 and 50.73. Section 73.71 is not
being changed at this time.

Task 11 ].4 of the TMI Action Plan
directed the NRC stafl to evaluate and
revise, if necessary, the existing
requirements of part 21 and § 50.55(e) to
sssure prompt and comprehensive
reporting. Over several years, the need
for revision of these regulations has
become apparent. Accordingly, based
upon the stafl experience with part 21
and § 50.55(¢), the final rule will:

1. Reduce duplicate evaluation and
reporting:

2 Establish uniform time limits for

reporing,

3. Establish & time limit for transfer of
information to end users when &
substantial safety hazard determination
by vendors is not possible:

4. More clearly and uniformiy define
the defects that need ta be reported
und: ¢ § 50.55(e):

5. Establish uniform content for
reports submitted under § 50.55(e) and
part 21

6. Clarify the definition of “basic
cumponent”

7. Clarify records retention
req - ements including the ment
for retention of records of evaluations of
deviations that did not result in &
finding of substantial safety hazard:

& Establish time limits for eveluation
of potential defects and failures 1o
comply: snd

% Meke other minor changes detailed
below.

These revisions wiil reduce the
amount of time and effort expended by
industry in complying with existing
reporting and evaluation requirements
while still ensuring that safety
deficiencies are identified and evaluated
in & timely manner.

Part 21

Part 21 was intended to implement
section 208 of the ERA. Section 208
requires directors and responsible
officers of firms constmeting, owning.
aperating. or supplying the basic
components of any facility or sctivity
licensed under the Atomic Energy Act of
1954, as amended, (AEA), (2 US.C
2011 et seq.). 1o immediately report to
the Commission the discovery of
“defects” in “basic components” or
failures to comply that could create &
“substantial safety hazard " In addivion
to imposing obligations on the directors
and responsibie officers of NRC

licensees, section 206 of the ERA also
imposes obligations or the directors and
responsible officers of nonlicensees that
construct facilities for or supply basic
components to licensed facilities or
sctivities. Any individual officer or
director who knowingly fails to comply
with the notification requirements is
subject to civil penalties

On March 3. 1976, the NRC published
a proposed rule designed to implement
section 206 (40 FR 8632), and on June 8,
1977, issued the final rule, adding pert 21
to the Commission’s regulations (42 FR
28893).

The regulations in part 21 Lmpose
reporting requirements on directors and
responsible officers of firms which
construct. own, operate, or supply besic
components for any facility or activity
ted pursuant

items” from part 21
the items were “dedicated” for use as
basic components in & nuclear facility.
Approximately 12.000 organizations.
licensees. and nonlicensees, fall under
the scope of part 21 reporting
ts. Part 21 covers licensees
granted the following licenses:
Emdncﬂon and utilization facili
censes issued under part 50, Inclmi.t:s
end research

special nuclear materials licenses
under part 70, licenses for the packaging
of radioactive materials for
licenses issued under part 71; and spent
fuel storage licenses issued under part

72

The sonlicensee suppliers covered
under part 21 are firms of many different
sizes. supplying many different types of
basic components and services
sssociated with basic components o
NRC licensees. For example,
construction and operation of a nuclear
power plant involves & many-leve!
procurement chain. At the top of the
chain is the electrical utility end the
utility's major contractors such as the
nuclear steam system supplier. The next
level includes manufscturers who
produce basic components specifically
designed for nuclear use such as
instrumentation, controis, major piping.
pumps. and valves. These manufecturers
in turn procure necessary parts. such es
resistors. wiring. solid-state devices, and
other Lurdware, from a multitude of

sources. For nuclear power reactors,
part 21 applies to all tiers of the supply
chain for basic components and to all
activities which could create &
substantial safety hazard. in the case of
fuel cycle licensees and organizations

supplying ts to them,
responsibility iot complying with pert 21

does not extend past the first tier of
suppliers.

Approximately 300 reports have been
submitted to the NRC ennually under
part 21. These reports of potential safety
problems have resulted in genenc
communications such s NRC bulletins,

letters, ard information notices,
snd have contributed to the overall
improved safety of the nuclear industry.

Section 50.55(e)

Section 50.55(e) of part 50, originally
pubuchdunﬁulmhenmn.
1972 (37 FR 6458). establishes
requirements for reporting deficiencies
occurring during the design and
construction of nuclear power planis.
The rule was designed to ensble 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
was Therefore, the holder of a
permit the construction of & nuciear
power plant is required to notify the
Commission of each significant
deficiency found in design and
construction. which if it were to have
remained uncorrected. could have
sdversely affected the safety of
operations of the nuclear power plant &t
any time throughout the expected
lifetime of the plant.

Approximately 750 reports were
submitted annually in the past to the
NRC under § 50.55(e). As with part 21,
these § 50.55(¢) reports have formed the
bcmtumuicmuﬂadmoud:
&8 NRC bulletins, generic letters. and
information notices and have also
contributed 10 the overall improved
safety of the nuclear industry.

Action Being Taken

1. Reducing Duplicate Evaluation and
Reporting Requirements

Ag stated sbove, the Commission
regulations contain four different safety
deficiency reporting requirements.
Although distinctions exist between
these requirements, staff experience
indicates a need to reduce duplication in
reporting or evaluation among pert 21.
and §§ 50.55(e), 50.72. 50.73. and 73.71.

Duplicate reporting hes been primarily
a problem for part 21 and § 50 §5(e}
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A Part 21 and § 50.55(e)

A number of instances have occurred
where the same deficiency in a basic
component was evaluated and reported
by two different organizations, one
attempting to satisfy the criteria of part
21, and the other attempting to meet the
differently worded criteria of § 50 55(e)
The fact that reporting criteris are
different for each requirement and that
there is & lack of any explicit framework
in the regulations te preclude duplicate
reporting have led to duplication of both
licensee and NRC staff effort. The
revised rule mekes the relationship
between these two regulations
straightforward. Coustruction permit
holders will perform evaluations, report
s appropriate, and keep records under
§ 50.55(e). If deviations are evaluated
under § 50.55(e) and result in either a
negative reportability determination or
reportable defect, then this satisfies
requirements of part 21.

Additionally, the scope of § 50.55(¢) is
being expanded from covering only the
construction of nuclear power plants to
cover all construction permits issuved
under § 50.23 for any production or
utilization facility. This action will
provide uniform reporting of defects and
failures to comply associated with &
substantial safety hazard found during
construction for all production end
utilization fecilities. In summary,
construction permit holders will be
required to report under § 50.55(e} rather
than under part 21.

For research reaciors, (non-power
reactors), which are currently covered
by part 21, such facilities for which
future construction permits are ‘ssued
will report defects and non-compliance
{ound during construction under
§ 50.55(¢). No expansion of current
reporting requirements is taking place.
The regulation under which research
reactors would report is being shifted
from part 21 to § 50.55(e).

Special consideration has been given
1o those holders of construction permits
issued prior 10 the effective date of these
amendments. Section 50.85{e)(10),
sllows these construction permit holders
to continue 1o report and evealuste
defects under part 21 if they so choose.
This provision is intended to avoid
requiring these construction permit
holders to change reporting procedures.

B Part 21 and §§ 50.72 and 50.73

In tihe Supplementary Information for
the proposed amendments published for
public comment in November, 1988, (53
FH 44504) & briel discussion was
presented on duplicate reporting by
opetating licenae holders under § 5073

[Licensee Event Reports (LERs)) and
part 21. The statement was made that
§ 50.73 would not be changed at this
time and that the duplication of
reporting was minimal for these two
regulations. Licensee Event Reports and
reports made under part 21 were
reviewed for 1988. The amount of
duplication was small. Approximately
55 percent of the part 21 reports
submitted in 1968 were submitted by
licensees. Of these, only & few were
submitted by an LER.

Most of the respondents commenting
on the proposed amendments stated that
in actual practice there is some
duplication of evaluation and reporting
effort between part 21 and §§ 50.7% and
50.73 and many respondents urged the

§§ 50.72 and 50.73 at the same time as
those for part 21.

Amendment of §§ 50.72 and 50.73 has
been reconsidered. Other changes to
{4 50.72 end 50.73 unrelated to these
issues are also under considerstion and
brosd changes cannot be sccomplished
on a schedule consistent with the
present changes (o part 21 and
{ 50.55(e). A piecemeal approach would
be burdensome and confusing. Hence.
changes to §§ 50.72 and 50.73 to
eliminate duplicste evaiuation and
reporting are not being made at this
time. They are currently being

To eliminate possible confusion
created by the brief discussion in the
Supplementary Information for the
proposed amendments. the following
discussion addresses the concerns
raised by numerous commentors to the
proposed rule, and describes the
relationship between §§ 50.72 and 50.73
and part 21.

The criterion for a defect
under part 21 for reactors is that
& deviation in & basic component under
reasonably expected operstional
circumstances, including expected
normal operution, transients, and design
basis sccidents, could create a
substantie! safety hazerd Basic
companents are plant structures.
systems, of components necessery 1o
ensure the (i) integrity of the reactor
coolant pressure boundary: (1i)
capability to shut down the resctor end
keep it in a safe shutdown conditicn: or
(iii) prevent or mitigate the
consequences of &n sccident which
could result in potential offsite
exposures comparable to those referred
to in § 10011,

The criteria for determining the
existence of & substantial safety hazard
and. conseguently, whether a defect is
reportable under part 21 are given in
NUREG-0302 Revision 1, "Remarks

e et

Presented {Questions/Answers

Discussed) &t Public Regional Meetings

1o Discuss Regulations (10 CFR part 21)

for Reporting of Defects and

Noncompiiance, july 12-286, 1877." as:

—Moderate exposure to or releass of
licensed material. Moderate exposure
is further clarified as exposure in
excess of 25 rem to the whole body
and exposure 1o an individual in an
unrestricted area of 0.5 rem;

—Major degradation of essential safety-
related equipment. This phrase is
considered to represent a loss of
redundancy if, in conjunction with &
single faiiure, & required safety
function could not be performed: or

—Major deficiencles involving design.
construction, inspection, test, or use.
“Major deficiency” means a condition
or circumstance which under normal
operating conditions, an anticipated
transient. or postulated design basis
sccident contribute to
exceeding a safety limit or cause an
sccident or in the event of an sccident
due to other causes could, considering
an independent single failure, result in
& lose of salety function necessary to
mitigate the consequences of the
sccident.

For opersting nuclear plants, events or
conditions are reported under §§ 50.72
and 50.73. Basic components or services
associated with basic components
which ere installed in the plant which
have devistions and, thus, could be
potential defects (i.e.. could create
substantial safety hazards), should be
evaluated under appropriate criteria of
§§ 50.72 and 50.73 to determine if the
deviations are & reportable event or
condition. That is, where deviations in
basic components do produce
potentially reportable events or
conditions, the deviations should be
evaluated under the criterie of §§ 50.72
and 50.73. Severel paragrephs of
§§ 50.72 and 50.73 contain criteria on

of possible defects and are
ble to the criteria for part 21.
Section 50.73{a)(2)(ii) and the companion
§ 50.72(b)(1)(ii) provide the criteria:

Any event or condition that resulted in the
condition of the nuclear power plant.
including its principal safety barriers, being
seriously degraded. ot thet resulted in the
nuclear power plant being:

{A} ln an unanalyzed condition thet
significantly compromised plant salety

{B) In & condition that was outside the
design basis of the plant: or

(C) In & condition not covered by the
plant’s opereting snd emergency procedures

Additionally, § 50.73{a}{2){vii}
pruvides the criteria:

Any event where a single cause or
condition caused ot least one ndependent

July 31, 1991
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train or channel to become inopersble in
mulliple systems or twe independent Lrains
or channela to become inoperable in & single
sysiem designed lo

{A) Shut down the reactor end maintain it
in & safe shutdown condition:

(B) Remove residual hest:

{C) Control the release of radioactive
material; or

(D] Mitigate the consequences of an
sccident

Substantial safety hazard evaluations
of potential defects in basic components
must consider failure of functionally
redundant basic components in
determining whether @ loss of safety
function could occur. A condition,
circumstance, or deviation which could
cause & fallure of the functionally
redundant component must be
considered in evaluating potential losses
of safety function or major reduction in
the degree of provided the
public health and safety.

This requirement ls similar to
(l s)o.rz(b)(z)(m) and § 50.73(a)(2)(v) and

vi)

{v] Any event or condition the! alone could
have prevented the fulfillment of & safety
function of structures or systems that are
needed to:

(A) Sbut down the reactor and maintain it
in & safe shutdown coadition:

() Remove residual heat

{C) Control the release of radicactive
material; or

(D) Mitigate the consequences of an
accident.

{vi} Events covered in paragrsph (a}(2)(v)
of this section may include one or more
personne! errors. equipment fallures. and/or
discovery of design. analysis, [sbrication,
construction, and/or procedural
inadequacies. However, individual
component failures need not be reported
pursuant 1o this paragraph If redundant
equipment in the same system was operable
and svailable to perform the required safety

However, as discussed in NUREG-
1022, “Licenses Event Report System”,
September, 1883, If & basic component
contains a defect, and the defect could
occur in the functionally redundant
component, then this second fallure
must be considered in the evaluation of
reportability. Thus, these two
requirements, one in part 21 to include
feilure of the functionally redundant
component in evaluation of & substantial
safety hazard, and one in §§ 50.72 and
50.73 to include failure of the
functionally redundant component, are
compatible

Operating license holders can reduce
duplicete evalustion and reporting effort
by evaluating deviations in basic
components installed in opersting plants
which produce events which could meet
the criteria of §§ 50.72 and 5073, If the

evaluation of events using the criteria of
§4 50.72 or 50.72 results in a finding that
the even! is reportable and the event is
reported via these sections. then as
indicated in § 21.2(c). the evaluation,
notification. recordkeeping, and
reparting obligations of part 21 are met.
If the event is determined not to be
reportable under §§ 50.72 or $0.73, then
the obligations of part 21 are met by the
evaluativn.

As indicated in the discussion of the
substantial safety hazard criterion
above, evaluation under the substantial
safety hazard criteria requires
evaluetion of possibilities of events
which, because of the defect (n the basic
component, would lead to & moderate
exposure, & major degradation, or a
major deficiency. This evaluation must
include consideration of the defeci in
conjunction with the worst operational
transient or design basis accident. This
requirement is somewhat different than
thet in either § 50.72 or § 50.73.
However, §§ 50.72 and 50.73, in the
paragraphs discussed sbove, require
explicit evaluation of loss of safety
function. Such an evaluation would be
adequate to determine if the safety
function would be lost during the worst
transient or accident.

As stated in § 21.2(c), the eveluation
of the deviation in a basic component
which causes an event which is
evaluated using criteria of either
§§ 50.72 or 50.73, satisfies the required
evaluation and reporting requirements
of part 21. Thus, to the exten! possible
by changing part 21, § 21.2(c) would
explicitly relieve the officers and
directors of holders of ting
licensees under part 50 the part 21
eveluation. notification, and reporting
requirements {f potential defects which
produce events are evaluated and
defects are reported under §§ 50.72 and
50.73. The reporting requirements
associeced with §§ 50.72 and 50.73
would be deemed 1o satisfy the
corresponding requirements of part 21,

The defect reporting requirements of
section 208 of the Energy Reorganization
Act as amended would be met by part
50 opernting licensees. for defects which
produce reportable events, by reporting
under appropriate paragraphs of
§§ 50.72 and 50.73.

Even though the Commission need not
be notified of defects more than once.
where previously reported defects
create reportable events as defined in
§§ 50.72 and 50.73, these events must be
reported pursuant to §§ 50.72 and 50.73
for each nuciear power plant {acility
licensed under part 50 where they occur
For licensees with more thun one facility
with an operating license, esch
containing the same defect. the

Commission need only be notified once
of the defect. However, §§ 50.72 and
50.73 requires reports of any events
associated with the defect for any
facility at which they occur. There is no
intention to eliminate any reporting
currently required under §§ 50.72 or
50.73.

For utilities with two facilities. one
with & construction permit and one with
an operating license, each having the
same defect, the Commission can be
notified via appropriate reporting under
§§ 50.72 and 50.73 for the opersating
plant if the defect creetes a reportable
event. This will satisfy the
requirements of §§ 50.72 and 50.73 for
the operating plant and § 50.55(¢) for the
facility with a construction permit

It should be noted, a¢ stated in

Discussed) at Public Regional Meetings
to Discuss Regulations (10 CFR part 21)
for Reporting of Defects and
Noncompliance, July 12-26, 1977,
October 1877, on pages 21.3(d}-1 and
21.3{d}-2. that deviations or potential
defects discovered during receipt
inspection are not ble by the
g“nn:huctllﬂu returns the
ic component to the vendor for
evaluation. If the purchaser chooses to
keep the basic component because of
unavailability of another component. or
for whatever reason, then the purchaser

‘should evaluate the potential defect

under part 21.

Thus, one category of defects which
will still be reported by power plant
operating license holders under part 21
rether than §§ 50.72 and 50.73 are those
defects discovered by licensees in
equipment which hes never been
installed or used in the nucleer plant.
Defzcts in these besic ts
cannot create situstions are
reportable under § 50.72 or § 50.73 since
these components cannot cresle &
reportable event or condition. Basic
components which are delivered and
accepted by the but are not
installed in the plant should be
evaluated under part 21 and reporied
under part 21 if found to be reportable.

As & finel t regarding the
relationship between part 21 and
§1 50.72 and 50.73, since these sections
are not being changed at this time,
fallures to comply associated with e
substantial sefety hazard should still be
reparted under part 21 by licensees.

C.Part 21 and § 73.71

Section 21.2{c) will explicitly relieve
the officers and directors of holders of
operating licenses under part 50 from
the part 21 evaluation. notification, and
reporting requirements when defects
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sasociated with safeguards events are
reporied under § 73.71, The reporting
requirements associated with § 73.71
would be deemed to satisfy the
corresponding requirements of part 21.

D. Vendors

la addition to relief of licensees and
conatruction permit holders. § 21.21(c){2)
relieves vendors subject to the reporting
requirements of part 21 from reporting to
the Commission, If the Commission hes
been previously notified of & defect
under either part 21, §§ 50.73, 50.55{¢), or

§ 73.71. That is, for any defect identified,
evaluated, and for which the
Commission has been notified by any
entity under any of the four regulations,
the related vendor will not be required
to provide initial notification to the
Commission. However, all entities
covered by these regulations should be
sware that the NRC will continue to
evaluste notifications made to
determine if additional information is
required. If the Commission determines
that sdditiona! information is required.
the Commission will contact appropriate
vendors licensees, or construction
permit holders under § 21.21(e), to
obtain adequste information. Based oo
this information, the staff will then
determine appropriate regulatory action.
Such sction may consist of direct
contact or generic communication such
as an Information Notice.

One commentor stated that the
proposed amendments did not eliminate
the requirement for contractors who
perform evaluations for licensees ot
construction permit holders to report
defects even though the defects were
reported by licensees or construc Jon
permit holders. The following discusslon
is pmvidodlndu‘l!ythhluu.%mn
vendor (including architect-engineers or
other service organizations) performs an
evaluation of a deviation for a licensee
or construction permit holder under the
direction of the licensee and under
contrect, the reporting obligation lies
with the licensee or construction permit
holder. When the evaluation is
complete, the evaluation satisfies the
licensee's obligation under the
regulations if either (1) the deviation is
determined 10 be a defect and is
reported or {2} the deviation is
determined not to be reportable. Under
the circumstances described here, the
contractor has no reporting obligation
provided the licenser fulfills its
reporting obligation. If subsequent to the
evalustion. the evaluating organization
{vendor, architect-engineer, or service
arganization) discovers that the
evaluation itself contained a defect. as

# arigina! deviation. then

the evalualing organization has the
obligation to report the defect.

E. Enforcement

Responsible officers and directors ofa
part 50 construction permil or operating
licensee would still be subject to the
civil penaity provisions of section 200
{b) of the ERA as set forth in § 21.61 for
the failure to notify the Commission of
defect or failure 10 comply. However, as
noted above, notification under any one
of these four regulations (part 21,

§4 50.55(¢). 50.73, and 73.71) satisfies
reporting obligations under section 208

F. Relationship to Other Reporting
Regulations

Several respondents commenting on
the proposed amendments stated that
the relationship of part 21 and § 50.55(¢)
to § 504, 50.9 and part 20 should be
discussed in these amendments.
Regarding § 50.8, the last sentence of
§ 50.9 states. “This requirement is not
epplicable to information which is
siready required to be provided to the
Commission by other reporting or
updating requirements.”

Regarding § 504, which provides
administrative details of written
communications to the Commission.

§ 50.55(¢) and part 21 contain their own
writien communication directions and
reference to § 50.4 is not required.
Review of part 20 indicates that no
changes to the regulations are
necessary

Thus, based on the above discussions.
4 50.72 and 5078 will be used by
operating license holders to report
defects which create events or
conditions reportable under these
sections. Section 50.55(e) will be used by
part 50 construction permit holders for
reporting of defects and fallures to
comply associated with a substantial
safety hazard discovered by
construction permit holders or
contractors hired by construction permit
holders (or referred to construction
permit holders by vendors who cannot
evaluate the defect). Part "1 will be used
by part 50 vendors and by materiels
licensees and their vendors covered
under parts 30 through 35, 36, 40, 80, 61.
70, 71. and 72 to report defects and
fallures o comply essociated with &
substantial sefety hezard. Part 50 non-
power reactor operating license holders
will use part 21 for reporting of defects
and failures to comply associated with &
substantial safety hazard. It should be
noted thet nuclear power plant
operating license holders will still use 10
CFR part 21 10 report failures to comply
associated with a substantial safety
hazard

While no requirement is being placed
in these regulations to require the
notification of vendors of the existence
of a defect by construction permit or
opetating license holders end no
requirement is being placed in the
regulations to require vendors to inform
purchasers of a defect (unless the
vendor cannot perform the evaluation of
the potential defect). it is expected that
licensees, construction permait holders,
and vendors will continue to
communicate sbout defects with each
other. Entities covered by these
regulations are to continue
to communicate so that sll appropriate
entities will be aware of defects.

Research resctors with operating
licenses will continue to report under
part 21 since they are not subject to
§§ 5072 and 50.73.

2 Establishing Uniform Time Limits for
Reporting
Both § 50.55(¢) and part 21 currently
Nﬁ:l:anw notification and &
follow-up writien notification. In the
case of part 21, |f the initial notification
was 8 written report, no followup
notification is required. There are
differences between the current part Z1
and § 50.55(¢) for the time limits for both
these notifications. In order to tmprove
consistency between the two regulations
uniform time limits are being
implemented.
the {nitial time limil. part 21

allows two days from the time the
determination hes been made that a
defoct exist. Currently § 50.55(¢}

the initiel notification to be
made in 24 hours. The final amendments
wlwss(c)wlﬂoxmd(hpdndfu
notification of the Commission under
§ 50.55(e from one day to two days. In
Petition for Rulemaking (PRM) 50-36.
m-dbthudutUulumeu
and Reform Group (48 FR 28282). dated
Apﬂlﬂ.lﬂlpoﬁﬂaunmd
revising § 50.55(e) reporting
nquhmnwdlnluuthnuhm
initial report (lssue II). Alternatively.
lhcp.ﬁ&onmmwdcdopuonoh
deadline of five days for an initial
npot\.hcddmonwchhm{out
mpondcuhmmtmm
ptvpondnmndwuouudthntme

:
g
:
s
i

24 hours 10 two days. The Commission
believes that the two-day requirement
will provide industry with more
flexibility while still allowing sufficient
warning of safety problems and (s
consistent with the objective of
establishing uniform reporting criteria
The Commission believes that the five
dav recommendation proposed by PRM

July 31, 1891
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50-36 and recommended by the
commentors mentioned above is too
long considering staff's need to be
provided with early notification of
potentielly generic conditions &t
construction permit facilities which
could effect operating facilities. This
two-day time limit will be consistent
with the current part 21 time limit.
Accordingly, the two-day time limit in
the final rule addresses and resolves
lesue 1 of PRM 50-34.

Additionally, the use of the same
initial notification period for both part
21 and § 50.55(e) Is conaistent with the
objective of establis: ing uniform
reporting time fram

In the current part 21, submittal of the
required written report within the five
day time limit nas been d'™ it to
accomplish. in addition, the w.cremental
information svailable during the
subsequent three day interval following
the tnitial report does not provide a
meaningful addition to the information
already svailable to the Commission.
The extension to 30 deys for the time
limit for submittal of the written
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 days. This time limit
for the written report submittal ia
consistent with that in § 50.55(e) and
§ 5073

& Establishing Time Limit for Transfer
of Information

Currently, § 21.21(e)(1)(ii) does not
explicitly address time limits for transfer
of information in situations for which
vendors of basic components are unsbie
to evaluate whether deficiencies or
failures to comply could create
substantial hazards. This (nability
to eveluate may be due to the vendor's
lack of knowledge of how the basic
component is utilized by the end user or
for other reasons. The to
§ 21.21(b) will explicitly add u time limit
provision to correct this problem.

Two commentors stated that the five
working dey time limit was too short
and was arbitrary. The Commission
believes that the five day time limit e
not arbitrary. It begins sfter the formal
evaluation process has reached the
conclusion that the vendor cannot
determine if a defect exists
Additionally, this time period {s
comparabie to the two day initial

requirement when a defect i»
determined to exist.

Thus. the final rule requires that if,
during the evaluntion period, the
supplier which discovers s deviation ar
failure 1o comply that could potentially

Lk 1Y 10419

creste 8 substantial safety hazard
determines that it is unable, due 10
insufficient information or other
reasons, to perform the evaluation, then
that entity must inform the purchasers of
the "basic componen!™ within five days
of this determination.

Transfer of information from vendors
to purchasers or affected licensees is
expected to be a formal process which
should involve records retention
discussed below and will trigger the
start of the evaluation process by the
purchasers or affected licensees,

4. Defining Defects To Be Reported
Section 206 of the ERA requires the
reporting of “defects which could create
# substantial sefety bazard.” Existing
§ 21.3(k) defines substanticl safety
hazard as “s loss of safety function to
the extent that there is @ meajor
reduction in the of protection
provided io public th and safety for
any facility or activity licensed, other
than for export, pursuant to parts 30, 40,
50,60.61,70, 7L, 0r72 * * *"In
addition, the supplementary information
for the original part 21
june & 1977 (62 FR 2680), contsined the
following guidance on what constitutes
& “substantial sefety hazerd":
—~Moderate expoeure to, or release of,
licensed material, or
—-M.jordqndnhudmwodﬂy-
related pment,
—Major ubvolvh.duim.

Existing § 50.55(e) requires the
reparting of deficiencies in design and
construction which could adversely
effect the safety of operations of &
nuclear power plant and which
represent the following:
~A significant breakdown in any

ponbudlhqnmym

—Admntdcﬁdcuyhlﬂul
design, or

—A significant deficiency in the
construction of, or significant damage
o & structure, system, or component

corrective action involving
extenaive effort, or

~—A significant devistion from
performance specifications requiring
cotrective action involving extensive
effort.

NRC experience with § 50.55(e)
reports has indicated that clarification
of the type of deviation tha! is required
to be reported would be advuntageous.
Accordingly, the reporting criteria in
§ 50.55(¢) are amended to be the same
as those contained in part 21.

As stated sbove, duplicetion of
eveluation and reporting has primarily
been & problem for § 50.55(e) and part

21-SC-6

21. This increase in the reporting
threshold end extension of § 50 55(e)
application to sll construction permit
holders will aliow the Commission to
obtain the proper level of reporting with
no loss of significant safety information,
i.e. the amendment raising the § 50.55(¢}
threshold will facilitete eliminating
duplicate reporting by making the
definition of defects reported under

§ 50.55(e) identical to tiose reported
under part 21. This reduction of
duplication will be accomplished with
no loss in critical safety information and
will reduce unnecessary industry
burden.

It should be poiated out that a slight
difference exists between the current
definition of “deviation” in part 21 and
that in the emendments to § 50.55(¢). In
the current part 21, “procurement
documents” are specifically referred to
as dohmhlu the requirements of &

basic component. However, in
§ 50.55{(¢). procurement documents are
not mentioned as these
requirements. The basis for
difference is that in § 50.55(¢),
besic components have
requirements imposed on them not only
by their procurement documents, but
also by other licensee documents. in the
case of part 21, application of the
regulation to vendors will require the
use of procurement documents to
determine the requirements which the
purchaser placed on the basic
component.
5. Reporting Content

The final revisions to § 50.55(e)(8) will
require the content of the informetion
reported under § 50.55(¢) to be
consistent with that required by current
§ 21.21(b)(3). These revisions will assure
that the Commission obtains all the
information necessary 1o eveluste and
take corrective sction. in reference 1o &
particular defect
6. Clarification of *Basic Component”

Current § 21.3(«)(3). which clarifies
items which are to be considered as
“basic components.” includes:

* Y * design. inspection, lesting. or

are being sdded to the definition of
“basic component.” The subsection is
revised to read

* safety related design. anaiysie,
inspection, testing, fabrication. replecement
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paris, or consulting services U st are
essociated with the component hardware
whether these services are performed by the
companent supplier or others.

The proposed rule published
November 4, 1988, for public comment
contained the additional items “"quality
assurance,” “training."” and
“maintenance” in the definition of basic
component. These items have been
eliminated from the definition based on
public conunent. Eleven commentars
responding to the November 4. 1988
request for public comment stated that
the additional items were not
clarifications, but, actually expanded
the scope of part 21 and § 50.55(e). One
commentor stated that the addition of
the items to the definition of basic
component exceeded the legal authority
granted the NRC by section 208 of the
FERA. As discussed below, the legal
suthority provided in section 206 is not
exceeded

The Commiseion regards the
additional items se clarification. The
items “analysis,” “fabrication.” and
“replacement parts” are clearly within
the scope of the present pert 21. They do
not expand the scope of pert 21.

The final amendments retain the
coverage of significant quality
assurance breakdowns in § 50.55(e).
Such breakdowns in the quality
#ssUranCe msy not actually
result in & defect being crested in &
basic component. However, such
breakdowns may be severe enough or
extensive enough to indicate that the
overall program ls deficient to the extent
that the program itself represents &
defect In such cases, these
programmatic breakdowns are
reportable as defects because they could
clearly have produced substantial safety
hezards. Enforcement action resulting
from of these quality sssurance
breakdowns will be consistent with
ordinary enforcement policies.

Also. it should be noted that, as steted
in the current definition of basic
component in § 21.3(e)(1), “systems” are
properly considered as “basic
components.” These systems are those
systems vhich are safety-related
Examples are the auxiliary feedwater
sysiem for pressurized water reactory
and the high pressure cooclant injection
system for boiling water reactors.

The Supplementary Information
sccompanying the proposed
smendments discussed the reporting of
the fire protection system and the
security system defects under part 21.
Seven commentors stated that fire and
security systems were not safety related
systems and that the components are
purchased as commercial grade items

Where fire and securily systems are
not basic components, defects are not
reportable under part 21. However, to
the extent that basic components sre
involved, defects in fire protection and
security systems are reportable under
pert 21. In addition, a deficiency in
either of these systems could produce &
reportable event under § 50.72. 50.73 or
§ 73.71 even though & “basic
compogert” is not involved.

in sddition. vendors, construction
permit bolders, and licensees are
encouraged to voluntarily report
potential defects in components for
these systems and in the systems

Section 50.55(¢)(¢) in the final rule and
finel zevisions to § 21.51 clarify the
specific records that must be maintained

know what happened 1o basic
components in licensed faciiities and.
thus, did not know how long the lifetime
would be. Additionally, since services
sre included in basic components,
lifetime retention requirements for these
ts were to implement
because the lifetime of & service st &
licensed facility wes tmpossible for
vendors to sscertain. The NRC has
recent experience with records review
performed as pert of our regulatory
function. Based on the above, the time
period for retention of records of
purchasers of basic components has
been reduced to 10 years.
Some persons commenting on the
proposed amendments slso stated that
the records ts for evaluations
and notifications should be discussed in
more detail. The purpose of the
requirement to retain evaluations for 5
years assures thet vendors, licensees,
end constouction permit holders
maintain recards of evaluations of
deviations which were found reporteble
and also those found not reportable. The
ragords of notifications raquired to be

~a e~

maintained under § 21.51 are
notifications which vendors have sent
informing purchasers or licensees that &
deviation has been found and the
vendor is unable 10 complete the
substantial safety hazard evaluation.

Also based on public comments,
clarifying phrases have been added to
the records retention requirements. The
phrase, “alter the date of the
eveluation™ has been added to
§ z1.51(a)(1) and § 50.55{e)(@}(ii] to
clarify this requirement. The phrases
“after the date of the notification™ and
“after delivery” have been added to
$§ 21.51(e)(2) and 21.51(a)(3)
respectively to clarify these
requirements.
8. Evaluation Time Limit

Under existing § 21.21(b)(2), the initial
notification of a defect or failure to
comply must be made to the NRC within
two days of the time a director or
responsible officer obtains information
on ths existence of & reportable defect.
However, the existing rule is silent
concerning the time period between the
discovery of a potential defect and the
time when an evalustion of the potential
defect should be completed. Similarly,
no deadline is established prescribing
when the director or responsible officer
must be informed of & potentially

In the proposed amendments
published for public comment in
November, 1988, no amendment to part
21 was proposed to prescribe & specific
le of time allowed for the
evaluation. However, & time period of 30
days was discussed ee @ reasonable
time to complete evaluations in the
Supplementary Information
eccompanying the proposed
amendments published in November,
1986

The Commission ia aware of & number
of cases where an inordinate length of
time between the initial
discovery of & potential defect and
when the Commission was informed of
the existence of & defect. In addition,
NRC discuseions held with wutility
personnel indicate that generally
believe a time limit for evaluations is
necessary to ensure that defects or
fallures to comply which create
substantial safety hazerds are brough!
to the ettention of the Commission.
Also, section 208 of the ERA indicates
that the Commission should be notified
immediately of defents and {ailures to
comply associated with & substantial
safety hazard. Thue, in order to ensure
congistency in the evalugtion of the less
complex issues, the final amendments to

§ 21.21{#)(1) require that, except in
certain instances discussed below, the

-~
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evaluation of deviations be completed
within 90 days after the date of
discovery of the deviation, instances of
allowing long lapses in the evaluation
process due (¢ administrative problems
or personnel sbsence must be avoided.
The final amendment to § 21.21(8)(3)
also requires that s director or
responsible officer be informed within §
wurking days of conpletion of the
evaluation identifying exisience of 8
delect or failure to comply sssociated
with a substantial safety hazard
Over half of the pe.sons responding o
the proposed smendments published for
public comment were concerned with
the time limit for evalustion. Industry
comments concerning the establishment
of & specific time limit for evalustion
were in genersl concerned that the 30
day period was insufficient 1o
adequately evalur'c more complex
issues. The commentors stated that the
time period would result in over-
of lrsues due to lack of
adequate time for evaluation.
Additionslly, several commentors
recommended th 1 & reasonableness
standard should be applied which was
based on the complexity of the issue
being eveluatel
In general. the Commission believes
that most devistions . d be
evaluated within 80 - However, the
Commission agrees ' ' ere are
deviations and failu. -+ comply which
require complex evai. - ons and. es
such, an evelustion m. at not be
comr ‘eted within 80 days. When
compittion of the evaluation is not
possible within the 60 day evaluation
time limit, the amended § 21.21(b) would
require that an “interim” written report
be submitted within 80 days of the date
of discovery. No telephonic (2 dsy)
notification is required for interim

The interim report must contain
availabie information about the
aeviation ~r failure to comply describing
it and contain e statement telling when
the evalustion of the deviation or failure

to comply will be completed.
Existing § 50.55(¢) (2} and (8) establish
time frames only for reporting. The final

emendments to § 50.55{e)(1)(1) would
require the holder of a construction
permit to evaluate devistions within 80
days. As with final amendments to pert
21, if completion of the eveluation s not
possible within 60 days. the final
amended § 50.55(e)(1){ii) would require
that an “interir” written report be
submitted within 80 days of the date of
discovery of the defect or failure to
comply. The final amendment to

§ 50 551} (i) would require that a
directar ar responsibie officer be

Aoty 311991

informed within § working days after
completion of the evaluation identifying
a defect or failure to compiy associsted
with & substantial safety hazard.

@ Other Changes

(a) For cousistency with §§ 50.55(e)
and 5073, part 21 has been changed lo
direct correspondence to the Document
Control Desk with appropriste copies.
Also, telephone communications have
been specificaily directed to the NRC
Operations Center. In eddition. in part
21, the number of copies required to be
submitied has been reduced by
eliminating copics to specific NRC
offices.

(L) Section 21.2. which sets forth the
scope of part 21 coverage, has been
revised to include part 60 facilities.

The existing rule slready spplies to
part 80 licensees (as wn entity
1o possess. use, and/or transfer within
the United £1. es source ma
byproduct v¢ srial special nuclear
material. and or - pent fuel) and to those
entities that s ply basic compenents
for an sctivi’y ucensed under part 60.
The extens on of part 21 to
orgenizations that construct geologic
repasitories will complete the part 21
coverage by it to ail the msjor
sctivities or facilities licensed by the
Commission.

(c) Additional changes to definitions
tnpm.'.landiln.zlorlw.“(e)m
being made in response to comments
received. First, the definition of
“construction” and “constructing” is
being edded to § 50.2. This definition
was omittad from the previcusly
published proposed amendmuwt

The definition of “discovery™ is being
sdded 1o the regulations. The time limit
for evaluation of deviations and failures
1o comply begins on the date a deviation
or failure to comply is discovered. Thus,
in order 1o complete the documentation.
some evaluation must take place to
identify & deviation or fallure to comply.
Further, the #'scovery process is
intended to oe inciuded in the
procedures necessary 10 comply with
part 21 or § 50.55(e).

The definition of “notification” is

ehquddadtopm!‘lundlso.zfor
§ . 1.55(¢). The purpose of th' . “dition
is 1o -darify understanding tha: the
Commivsion must be d by
vendors. construction permit holders
and licenisees by letter or telephone call
Second party information or word of
mouth information to unspecified
smbers of the NRC staff does not
constitute notification.

{d) In response to public comment,

§ 50.55(e){10)(ii1) was sdded to ensure
understanding that recordkeeping in

21-5C-8

accordance with § 50.55(e) satisfies e
requirements of part 21.

Esviroamental lmpact: Categorical
Exclusion

The NRC has determined that this
regulation is the type of action described
in categorical exclusion in § §1.22(c) (1)
and (3). Therefore, neither &n
environmental impact statement nor an

environmental assessment has been
prepared for this final regulation.

Paperwork Reduction Act Statement

The final rule amends information
collection requirements that are subject
to the Paperwork Reduction Act of 1980
{44 US.C. 3501 et seq.). These
reguirements were approved by the
Office of Managemen' and t
approvel numbers $150-0011 and 3150

0035.

Public reporting burden for this
collection of information is estimated to
nwlshmrpmnmponu
and 85 hours per § 50.55(¢) response,
including the time for

Regulatory Commission. Waeshington,
DC 20555; and to the Desk Officer,
Office of Informetion and Regulatory
Affgirs, NEOB-3019 (3150011 and
3150-0035), Office of Management snd
Budget. Washington. DC 20503.

analysis is available for inspection and
copying for e fee at the NRC Public
Document Room. 2120 L Street NW.
Lower Level) W DC 20555,
Single copies may be ined from
william R jones. U.S. Nuclear
Reguiatory Commission. Weshington.
DC 20555: telephone (301) 4924442,
Regulatory Flexiblity Cartificetion

As required by the Regulatory
Flexibility Act of 1980, 5 US.C. 805(b) et
veq.. the Commission certifies thet this
rule. will not have & significant
economic impact on s substantial
number of small entities. The revision to
§ 50.55(e) applies solely to the holders of
construction permits issued under
§ 50.23. none of which can be
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considered small entities. Although the
revision 1o Part 21 could potentially
affect a substantial number of small
entities {see NRC size standards

hed December 9. 1985, 50 FRt
50241) who supply basic components 1o
NRC licensees, the economic impact on
these firms is expected to be slight.
Approximately 80 percent of the 300
annual nuclesr-power-plant-related 10
CFR part 21 reports have been
submitted by licensees: the remaining 20
percent have been submitted by
nonlicensee suppliers and vendors.
Section 21.2 eliminates duplicate
reporting for those orgenizations subject
to the defect reporting requirements, and
therefore should reduce the econemic
impact on these organizations. including
small businesses.

Backfit Analysis

The Commission has determined that
the final rule, when effective, does not
hnpoumnmynpoﬂm
m\'upmwuamu.
Therefore, & Backfit Anslysis is not

for this final rule pursuent to

§ 50.109.

List of Subjects
10 CFR Part 21

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

10 CFR Part 50

Antitrust. Classified informatior 2|
Ity Fire protection. Incorpore:
g;nl:lmm. Intergovernmenta!
relations, Nuclear power plants and
reactors, Radiation protection, Reactor
siting criteria, Peporting and
recordkeeping requirements.

For the reasans sei out in the
Pnunbhudmdnlhnlbmﬂydth
Amhmmdlm”mdcd.
the Energy Reorganization Act of 1974.

as amended, and § US.C. 552 and 553.
the NRC is adopting the following
amendments to 10 CFR parts 21 and 50.

" €0
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TITLE 0. CHAPTER 1, CQUE OF FEDERAL REGULATIONS -~ ENEAGY

PART
21

PROPOSED RULE MAKING

2> 63 FR 44594
Publiched 11/4/85
Commaent period sxpires 1/3/86.

10 CFR Parts 21 and $0

Criteris And Procedures for the
Feporting of Defects

AqEwcy: Nuclewr Regulatery
Commission.

ACTON: Proposed rule.

SuMMARY: The Nuclear Rm;l.tory
Commission proposes 1o emend its

Three Mile Island accident and also
refloct Commission experience o date
with the existing regulations. The
proposed amendments would be
applicable 1o Commission licensees, wnd
;o who eolutnnc‘t. fucilitics
or. or supply components to facilities or
activities licensed by the Comm ‘esion.
the smendments would eliminais
duplicative reporting of defects. clarify
the criteria for reporting defects. and
would establish uniform tme periods for
reporting and uniform rements for
the content of reports of defects.
DATES: Submit comments January 3,
1989 Comments received this dete
willb-enuldaodlﬂlhmcucdwdo
80, but assurance of considerstion
cannot be given except as to comments
received on or before this date.
ACORESSER: Submit written comments
10 Secretary, US. Nuclear Regulstory
Commission, Washingion, DC 20588,
Attention: Ducketing and Service
Branch. Deliver comments to: 11555
Rockville Pike, Rockville, MD 20852
between 7:30 a.m. end 415 p-m. Federsl
workdeys. Coples of comments rece; ved
end the regulatory anelysis may be
examined 61 the NRC Public Document
Room, 2120 L Street NW. Wa shington,
DC 20585

21-PR-1

REPORTING OF DEFECTS AND NONCOMPLIANCE

FOR FURTMER INFORMATION CONTACT:
W.R. Jones, Office lor Analysis and
Evaluation of Operational Dats. US
Nuclear Regulatory Commission,
Washington, DC 20555, Telephone: (301)
£U2-4442

SUPPLEMENTARY INFORMATION

Background

Exieting Comnission regulations
contain seversl salety deficiency
reporting requirements applicable to the
construction and opersticn of nuclesr
power plante:

-+10 Part 21 applies to 4il NRC

nsees, us well o i s
who construct fecilities for or supply
components to these licensees, and
requires the of defects that
could create & “substantial sufety
hazard." as defined in regulations,

~10 CFR 50.55(¢) applies solely to the
holdn:'d couln;ﬂ:n permits and

Currently rec uires the reporting of

“significant deviations™ or “significant

" which could adversely

affect selety. .

—10 CFR 80.72 and 50.73 establish
reporting system thot spplies
w«-& to all operating nuclewr
power plents. These regulstions
require the licensee to mo ke prompt
telephone notification to NRC and 1o
subinit & writien report for each
significent operating event or adverse
plant condition. Secvion 50.73 replaced
previous Licensee Event Report (LER)
requircments in § 50.34.

~=10 CFR 73.71(c) applies 1o licensees
and establishes & reporting system for
sccurity failure, tions, or
discovered vulnerability Lo o
safeguard systems. As stated in
§ 73.71(c). @ report under § 73 Tilc)
satisfies reporting requirements in
both § 50.72 and 10 CFR Part 21.
Tesk I1 1.4 of the TMI Action Pian

directed the NRC staff to eveluate and

revise, if necessary, the existing

;uqmumudlomhn:l‘md
50.55{¢) 10 ensure prompt &

comprehensive reporting. Over several

years, the need for revision of these
regulations has become apperent.

Accardingly, basey upon the stalf

expenience with Part 21 end § 50.55(e),

the proposed revision would:

1. Eliminate duplicative evaluation
and reporiing:

2. More clearly and uniformily dofine
the defects that need 1o be reportes
under § 50.55(e),

Novembe- 30, 1988



LR C
- XN
e
od 8 5
propose

npe ng t+
rung sale
par uel

N

Feorger
ve §
g, 0w
¥ ens
ey £
t
’ L 4
t
Y ¢
g4
sible
Ll B
L
#
a8
. .
]
eme
>y
. ’
8
e L
. 8
! v’
g e
any
wise re
‘
L
. .
4 as
v

¢
¥
I
entis
the
“
sle
.
s
3
of
she
o
”

.
" 314 !
sees. are
¢ N S 3 8 - v .
e ¢ ¢ emaine .
er the wing gve adversely o e : é
! ‘ . ’ L wWer ' i
LR
e 8 ¥ $ are
b e v € e! B
ENises 189 § 50550 As w art 21, these
; » e § 50.55(e) reports have e e basis
§ € uce @ L L
2l bu ns, genernic ieflers, &
nation not s And heve als
vied ne vera i Ve
sale { the nuclear industry

above, (

ral ’ ™.
SEVETAL salely Ge

' equirernents. Al
exiet Detween t!
experience indicalies ¢ neeClo ¢ ¢
plication ir r or evalusti
121 55(e]. and § 73. A
instances have ¢ ATt
¢
he same Ce eacyn s
rector h as the e8! LY :
- v . wonent wes evalusted and rep
svslen er & Dext level i1 - . ™
supg i - o ’ reanizations. one
8 urers wt I W ¢ m ne 9
2 atlemy g salls e era ¢
s ¥ esgned jor r CAr use 3 -
and the er atie £ 3 mee ¢
£ 2 ¢ s s { N
’ { ere Yy worde etia of § S50.55(e
u v e ese
o v s y ¢ nal the reg g criteria are
5 ery A ro CCrune -
’ ’ . ¢ each requirement &
58 es resis ¢ ge ack of any ex amework the
3 e O "4 & er ha wore )
] . pre L i ve
e scna § eaf
” ” 9 . eporing have le plica i
' ant 7 es r -
» sev g r | 28 L,
' es y chuir all s ce
¢ proposed revis : v
! rale & subste al ralety
r el ers nsin D pe &
[ At X glely 300 re g are S - 2
er § 50.23 from the Pert 2
' e the N I selly f
f 4 { evalua r hcation, and reporting
a ese reporias of pote 8l salety
! Oonsit es U they repont e
g iemns have resulied in gener A
3 ’ 3 p inder § 50.55(¢). The proposed revisio
L alione sy s NEU bulietine
4 int ¢ § 50.550¢) establishes the applicadie
gene etiers, an jormation t
eva d revorting nroced
P have ate he overs aluyation gad reg g proce e, &8
we recordkee g requirements. §
ed sale - 8 . L 8 :
(11, pe : ers mpiie
ru{, el re . -~ (R
a ' ¢ ‘ palis ne - 8
. &9 8 8 . ements rart 2
FR 845 extablighes ' mahe reporting
? fre $ £ n "t - sl \ g ¥
8 § the design & sistent lor all §
i L ear Pow & 3 8 nis ed. 1ho sCORM
¢ e was designed 1o enable the § 50.55(¢), which { erly ere
¢ v : a F ns enr [OWE
3 TR g PXDHN e W
v e pre § LE8us
¢ 0 » 4 i K ¢ .
v ' H ¢
y & ’ 28 W e s ¢
‘ y . -




PART 21

requirement is being imposed on these
facilities

Likewise, proposed § 21.2 would
explicitly relieve the officers snd
directors of the holders of opersting
licenses under Part 50 from the Part 21
eveluation. notification. and reporting
requirements because defects will be
reported by holders of operating
licenses under § 50.73 or § 73.71. The
reporting procedures and recordkeeping
requirements currently in § 50.73, would
be deemed (o satisfy the corresponding
requirements of Part 21.

Thus, the defect reporting
requirements of section 208 of the
Energy Reorgenization Act would be
me! by Part 50 licensees by reporting
under either § 50.55(¢) or § 50.73, as
spproprisie. However, res,
officers and directors of & Part 50
licensee would still be subject to the
civil penaity provisions of section 206(L)
of the Energy Reorganization Act es set
forth in § 21.61 for the failure to notify
the NRC of a defect.

In eddition. proposed revisions to
§ 21.21 would relieve vendors subject to
the reporting requirements of Part &1
from re to the Commissicn under
Part 21 if a defect has been previously
reported under §§ 50.55(e). 50.73, or
73.71. Thet is, in proposed § 21.21{b){2),
for any defect identified. evaluated. and
reported by & CP or OL holder pursuant
1o §§ 50.55(e), 50.73, or 73.71, the related
vendor would not be required to provide
& report.

Proposed § 50.55(e)(8) will relieve the
holders of construction permits under
Part 80 from reporting & defect if it has
previously been reported under Part 23,

The NRC stalf will continue 1o
evaluate notifications made to NRC
under Part 21, §§ 50.55(e). 50.72, 5073 or
73.71. Where necessery, NRC staff will
cortact the licensee and appropriate
vendor (o obtain edditional information.
Additionsi vendor information obtained
by NRC direct contact under the
proposed amendment 10 § 21.21{¢)
would consist of information on
additionsl locations of baric
components containing the defect.
corrective sctions required, and sdvice
provided to recipients of the basic
tomponents. Based on thia information.
the saffl will then determine appropriate
regulatory action. For cases in which the
vendor notifies NRC and has not
notified licensee purchasers, NRC would
evaiuate the need to notify licensees
based on safety significance of the
defect or noncompliance. Where
wiurranted. NRC would notify the
sppropriate hicensees, either directly or
Via 8 genenic communication such as an
Infremation Notice, of the existence of
such & dofect. NRC stelf will evaluste

the need to notify vendors of a licensee
notification, where warranted by the
safety significance and generic aspects
of the defect or noncompliance, in order
that vendors are aware of the existence
of 8 defect.

Relief for hoiders of opersting licenses
from reporting under § 50.73 similar 1o
that in proposed § 50.55(e) outlined
sbove will be implemented in the nesr
future. However, the original intent of
NRC defect reporting requirements was
thal reporting under only one of the
requirements would satisfy the other
requirements. Additionally, it should be
»ted that stalf experience with

defect). Part 21 will be exclusively used
for reporting defects discovered by
materiela licenses covered under Parts

Atomic Energy Act of 1654, s amended.
or the Energy Reorganization Act of
1874, &s smended.

In order to facilitate the elimination of
duplicate reporting, the proposed
revision also establishes § 50.55(¢;
content similar to thet contained in 10
CFR Part 21, It is anticipated that tils
proposed revision will significantly
reduce the reporiing ns on the
reguisted indastry, as well as improve
the Commission staff evaluation of these
reports, without any loss of relevent
salety information.

In addition to the reporting of defects
in basic components, Part 21 elso
tequires the reporting of failures to
comply with the Atomic Energy Act of

21-PR-3

PROPOSED RULE MAKING

1854, as umended. or any applicable
rule, regulation, order, or license of the
Commisgsion related to & substantial
safety hazard. To further make reporting
more consistent, holders of construction
permits would notify the Commiasio.. of
{ailures to comply under § 50.55(e)
insteed of Part 21 under the proposed
smendments.

2. Defining Defects To Be Reported.
Section 208 of the Energy
Reorgacization Act requires the
reporiing of “defects which could creste
& substantiul safety hezard™
§ 21.3(k) defines subsiantiel safety
hazard es “a loss of safety function to
the extent that there (s & major
reduction in the of

protection
and safety for
licensed. other

—Major deficiencies involving devign
construction. inspection, test. or us2.
Existing § 50.55(¢) requires the
v o Aeitees

significant breakdown In avy
portion of the quality assurenc:

program, or
~=A significant deficiency in a final

d.m;u deficiency ia the
sodh ncy

construction of, or significant damage

10 @ structure. system. or component

corrective action involving
extensive effort, or
~—A significant devigtion from
performance specifications requiring
corrective sction invoiving extensive
effon.

NRC experience -.ith § m
reports has indicated that ton
of the type of devistion that {s required
ic be reported would be advantageous.
Accordingly, the reporting criteris in
proposed § 50.55(e) are the same as
those conlained in § 21.3.

This increese in the reporting
threshold to all construction permit
holders will allow the Commission to
obisin the proper level of reporting with
no loss of significant sulety informetion,
Le. the proposed emandment reising the
§ 50.55(¢) threshold will facilitate

November 30, 1988
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eliminating duplicative reporting by
making the definition of defects reported
under § 80.55(e) identical to those
reporied under Part 21. This elimination
of duplicetion will be accomplished with
no loss in critical salety information end
will reduce unnecessary industiry
burden.

It should be pointed out thet a siight
difference exists between the current
definition of “deviation” in Purt 21 and
that in the proposed § 50.55(e). In the
current Part 21, “procurement
documents” are specificslly relerred w
a8 determining the requirements of «
basic component. However, in
§ 50.55(e). procurement documents sre
not mentioned as dete these
requirements. The basis for this
difference i that in applying § 50.55(e).
basic components will have
requirements imposed on them not only
by their procurement documents. but
other licensee documents. In the case of
Part 21, spplication of the regulation to
vendors will require the use of
procurement documents to determine
{he requirements which the purchaser
placed on the basic component.

3. Establishing Uniform Time Limits
for Reporting 1n the current Part 21,
submittal of the required writien report
within the five day time limit hes been
difficult to accomplish. In addition, the
incremental information available
during the subsequent § day interval
following the initial report does not
provide & mesningful addition 1o the
information siready svailable to the
Commission, The proposed extension lo
30 days for the time Jimit for submittal of
the written followup report would eliow
submitial of a complete report. Also,
addition of time limits for evaluation of
defects will further ensure that the siaff
1 informed regarding significant safety
hazards, Thus, the rule would
change the time limit for submission of
the required followup writiza report
from five daye 1o 30 days.

As outlined ebove, the proposed
smendments woud establish uniform
reporting deadlines for Part 21 and
§ 50.55(e). Initis] notification 1o the NRC
18 required within two days of
identification of s defect. A difference
exists between this requirement and
§ 50.72 where initial reporting of events
ot conditions is required within one 10
four hours depending on the event or
condition. The staff believes this
difference is justifiable in 1het § 5072
reporis involve problems ot operating
facilities Tor which remedial actions may
Lie needed very quickly. Rapud
notification s required becouse the NRC
has a responsibility 1o respond repidly
to protect the health and safety of the
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public when there s &n event or
condition that could pose & potential
threat of s release of radiation above
normal operating levels

Part 21 reports by vendors snd
§ 50.55(¢) reports by construction permil
ticlders. on the other hand. involve
reparting of defects which could create a
substantial safety hazard if a spr tic
event or {ailure should occur. Although
Part 21 und § 50.55(¢) reports may
invelve generic substantial ssfety
hazards. the relative risk of potential
failures is less than the riske of fuilures
evidenced by ectusl events or
conditions of plants heving operating
licenses. Finally, the reporting
experience with §§ 5072 and 50.73
versus Part 21 end § 50.55(¢) indicates
thet more issues which directly affect
the heslth and safety of the public are
discovered from analyses of operating
reactor events than from Part 21 and
§ 50.55(¢) reports. Accordingly, the stafl
hes proposed & two-day initial reporting
time limit for Part 21 and § 50.55(¢) as an
sdequate means for providing sufficient
werning of potential safety problems.

« Establishing Time Limit for
Tronsfer of Information. Currently. Part
21 (4 21.21{a)(1)(1)) does not explicitly
address time limits for transfer of
informetion in sttuations for which
vendars or other suppliers of
components are unable to evaluate
whether deficiencies could create
substantial sefety hazards. This inability
1o evaluste may be due to the vendor's
or supplier's luck of knowledge of how
the com nt is utilized by the end
user or for other reasons. The proposed
change to Part 21 would explicitly add &
tisne limit provision o correct this
problem. The proposal would require
that if, during the evalustion period. the
entity which discovers & deviation that
could potentislly creste s substantial
sslety hazard determines that it is
uneble, due to insufficient information
or other reasons, 1o evaluate the
deliciency, then that entity must notify
the purchesers of the “basic component”
within five deys of this determination.

8. Reporting Content. Proposed
revisions to § $0.55(e)(6) would require
the content of the information reported
under § 50.55(¢] to be consistent with
thet required by § 21.21(b)73). These
revisions will ensure that the
Commission obtains all the information
necessary 1o eveluate end take
corrective action, in reference 10 &
purticular Celect.

8. Other Chonges. in eddition to these
major revisions, minor chunges are
being propused to improve the overall
guality snd coherence of Part 21 and
§ 50 55(e)
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(4] The proposed revision 1o § 50.55(e}
would extend the period for notification
of the Commission from one day 1o two
duys. In Petition for Rulemsking (PRM)
50-36. filed by the Nuclear Utility
Backfitting and Reform Group (48 FR
28282), dated April 20, 1983, petitioners
propose revising 10 CFR 50.55(¢)
reporting requirements 1o delete the 24
hour initis] report entizely (lssue I11).
Alternatively, the petition recommends
adoption of & deadline of five days for
un initial report. This proposed
rulemaking extends the initial reporting
¢eadline under § 50.55(¢) from 24 1o 48
hours. The staff believes thet the
proposed two-day requirement will
provide industry with more flexibility
while still allowing sufficient waming of
safety problems and is consistent wilh
the o ve of establishing uniform
reporting criteria. The etafl agrees that
the current § 50.55(¢) initial reporting

b.mbucouimouﬂ‘omodln

potentislly generic conditions &t

construction permit facilities which

could affect operating {acilities. This

time limit will be consistent with the

current Part 21 time limit. Accordingly.

the proposed two-day versus

current re requirement addresses

end resolvee lasue (1 of PRM $0-36. .

(L) Proposed § 20.55(e)(7) and
revisions to § 21.51 clarify the specific
rocords that must be meintained and
their retention period lo ensure
compliance. Retention of procurement
documents would be retained either by
the vendor or the purchaser of the basic
component. The vendor would be
required 10 retain o list of the purchascrs
of the Lesic component.

{c) For consistency with §§ B0.55(e)
and 50.73, Part 21 would be chenged 10
direct to the Document
Control Desk »vith appropriste copies 1o
n&‘m\ and heedquariers offices. Also.
telephone communication has been
specificelly directed to the NRC
Operations Center.

{d) Current § 21.3(s)(3), which clarifies
{tems which are to be congidered a2
“Lasic components,” includes:

“design. inspection, testing, or
consulting services important 1o safety.”
That subsection is being modified to
further clarify whet sre intended to be

significent ltems. The proposed
subnection would be revised to include:

“safety reloted design. analysis.
inspection, lesting. quality assurance,
{abricalion. troining, mainienance.
replacement parts, or consulting
services that are associated with the
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basic component hardware whether
these services are performed by the
cemponent supplier or others ™

50, it should be noted that. as stated
in the current definition of basic
component in § 21.3(a){1). “systems” are
properly considered as “basic
components.” These would include but
not be limited 1o such “systems” as
security end lire protection tyelems
emong other systems which can afTect
the safety of the faciiity. As en example,
for power reactors, the rationsle is that
s defect or noncomplience in the
securily sysiem is one which could
sllow sccess of an unsuthorized
individual into & vital ares without
being detected by the security sysiem.
The etafT's view ls that this represents &
major reduction In the degree of
protection aflorded the heaith and
cdmdﬂ\cpublklndhwm.o
substantial safety bazard and would
require notification,

M& dnﬂﬁc::uom are e:::lﬂcm
with current NRC practice previous
guldance provided in both NUREG 0302,
Rev. 1: Remarks Presented ot Public
Regional Mnﬂrg‘lo Discues
R tions (10 21) for Reporting of
Defects and Noncompliance, October,
1977, and in NRC Office of Iumuon
end Eaforcement Information ce 85-
101 A bility of 10 CFR 21 10
Co li.n’ Firms Providing Training

(¢) Section 21.2, which sety forth the
scope of P'ert 21 coverage has been
revised to include Part 60 fucilities.

The existing rule already cpsuu to
Part 80 licensees (us an entity licensed
10 possess. uee, and/or tranefer within
the United States source material,
byproduct material speciel nucleer
materiul, and/or spent fuel) and 1o those
entities that supply basic components
for an activity licensed under Part 60
The proposed exteasion of Part 21to
orgenizetions (hat construct geologic
repositories would complets the Part 21
cuverage by ex it to all the major
#ctivities or facilities licensad by the
Commission.

Timelinses of Evaluations

Under existing § 21.21(b}(2). the initial
natification of & defect muet be made to
the NRC within two doys of the time o
director or responaible officer obisins
informetion on the existence of ¢
reportable defect. However, the existing
mkundnlcnnwn'mﬂhoumomm
between the discovery of & potential
defect and the time when an evaluation
of the polential defect should be
completed end the NRC notified
Similarly, no deadline is eslablished for
when the directer or responsibile officer
must be inflormed of & potentielly
reportable defect The Commission is

eware of @ number of cases where un
inordinate length of time passed
between the intial discovery of &
potential defect and when the

isslon was informed. While no
amendment is being proposed 1o set &
time limit for evaluation of deviations,
#nd informing directors ot responsible
corporate officers, end the NRC. in
peneral, under most circumstances, 30
days is believed 10 be a reasonable time
to evaluate devistions to determine if
teportable defects exist Should & mare
lengthy evelustion be required. it may
indicate the need to report the potentisl
defect.

Existing 10 CFR 50.55(e) (2) and (3)
eetablish u;u;.}nmu only for t‘hc .
reporting © ects. Proposed § 50.55(e
would also require the halder of a
construction t to eveluete
deviation 30 days and extend
initis! notification of the Commission
from 24 from hours 10 two days. The
exiension of the Initial notification time
from 24 bours 10 2 deys in proposed 10
CFR 50.55(e). provides the industry with
more floxibility, while still sllowing
sufficient warning of potential salety
problems. The use of the same (nitial
notification period for both 10 CFR Part
21 and 10 CFR 50.55(e) {s consistent with
the objective of establishirg uniform
repurting time framcs.

Roguletory Analysis

The Commission has prepered ¢ draft
regulatory enalysis of the roposed
regulation. The analysis Jmu‘.ﬂu and
examines the costs and benefits of the
proposed regulstion and its sliemstives.
The dreft analysis Is avaiable for
Inspection and copying for  fee at the
NRC Public Document Room, 2120 L
Street NW., Washington, DC 20858,

Eovironn. - ital
lmpact: Categorical

The NRC has determined that thie
proposed regulstion ls the type of acticn
described in categorical exclusions 10
CFR 50.22(c) (1) and (3}). Therefore.
neither an environmental impact
statemeal nor an e vironmental
tssessment hes been prepared for this
proposed regulation.

Faperwork Reduction Act Statement

Public reporting burden for this
collection of informaticn is estimated to
everage 107 hours per 10 CFR Part 21
response snd 28 hours per § 50.55(¢]
response, including the time for
reviewing instructions searching
exisling dula sources, gothering and
maintaining the data needed. and
completing and reviewing the collection
of information. Send comments
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regarding this burden estimate or Rny
other sepects of this collection of
information, including sugpestion for
reducing this burden 1o Records and
Reports Management Branch. Divigion
of informetion Support Services, Office
of Administration and Resources
Manugement. US. Nucicar Reyulatory
Commission. Washington. DC 20885
end io the Office of information snd
Regulatory Aflairs, Office of
Management and Budget, Washingion
DC 20503,

Reguletory Flexibility Certification

As roquired by the Regulatory
Flexibility Act of 1080, 5 US.C. 80s(b),
the Commission certifios thet this rule, if
sdopted. will not have & significant
tconomic impact on & substantial
number of nun. mm
revision to § 30.55(¢) to
the holders of construction permits
issued under 10 CFR $0.21, none of
which can be considered small entities.
Although the proposed revision to Part
21 could affect & substantial
number of small entities (See NRC size
ou::.m w:!;om Drmbni. 1985
60 FR s0241) tupply components (o
NRC licensees, the economic impact oo
these firma (s expected to be slight.
Approximately B0 percent of the 300
annval nuclesr-power-plant-related Part
21 reports have in the past been
submilted by licensees; the remalaing 20
percent have been submitted by
nonlicensed suppliers and vendors,
Proposed § 21.2 eliminates duplicative
reporting for those orgenizations subject
10 the defect requirements, and
therefore should reduce the economic
impact on these orgenizetions, including
emall businesscs.

Any small entity subject 1o this
regulstion which determines that.
because of its size. it is likely to bewr &
disproportionste edverse economic
Impact should notify the Commission of
this in & comment that indicetes the
following: .

(#) The size of their business and how
the proposed regulations would result (n
significant economic burden upon them
s compared (o larger organizetons in
the same buminess community.

(b) How the proposed regulations
could be modified i take into sccount
their differing needs o capabilities.

{c] The benefits that would sccrue. or
the detriments that would be svoided. If
the proposed regulstions were modificd
&3 suggesied by the commenter

{d) How the proposed regulations, as
modilied, would more closely equalize
the impact of NRC regulations or creete
more equal access to the benefits of
Federa! programs as opposed to
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providing special advantages o any
individuals or groups.

(e} How the propose regulations, ss
modified, would still adequately protect
the public health and safety,

The comments may be submitted to
the NRC a3 indicated under the
ADORESSES heading

Backfit Analysis

The Commissions has determined that
# backfit enalysis is not required for this
preposed rule, because these
smendments do not involve sny
provisions which would impose backfits
4s defined in 10 CFR 50.309(«){1).

List of Subjocts
10 CFR Port 21

Nuclear power plents and reactors,
Penalty, Redistion protection. Reporting
end recordkoeping requirements.

10 CFR Part 50

Antitrust. Classified information, Fire
prutection, Incorporation by reference,
Intergovernmenie! relations, Nuclear
power plarits and reactors, Penalty,
Radiation protection, Reactor siting
criteria, Reporting and record keeping
requirements.

For the reasone set out in the
preamble and under the nuthority of the
Alomic Encrgy Act of 1954, as amended,
the Unergy Reorganization Act of 1974,
as amended, end 5 US.C. 5§53, the NRC
is proposing to sdopt the following
amendments 1o 10 CFR Parts 21 and 50.

PART 21—-REPORTING OF DEFECTS
AND NONCOMPLIANCE

1. The authority citation continues 1o
read as follows

Authonity: Sec 161, 68 Stat S48 a2
amended. sec 234 83 Siat 444, as amended
(42 US C 2201, 2282): seca 271, as amended,
208, 88 Stet 1241 as smended. 1240 (¢2 USC

5641, $844).
§ 2 2als0l d under Secs 138,

141, Pub. L 07428 98 Stel 2232, 2242 (a2
US.C 1088 10101},

For the purposes of sec 223, 08 Siut 958 o8
smended (42 US.C 2273) {E 218 21.214s)
and 21.37 are insued under sec 1015, 88 Stat.
958 as amended (42 US C 2200({1)): and
82123 21 41 and 2151 are issued under sec.
1010 68 Siet 950 ar amended (2 USC
Laie))

2 Section 21.2 is revised to read es
follows:

§31.2 Scope.

{#) The regulations in this part epply.
except as specifically provided
atherwise in Parts 31, 34, 85, 39, 40, 60,
€1, 70, or 72 of this chapier, 1o each
Individual, partnership, corporation. or
other entity licensed pursuant to the
rogulations in this chapier 10 posscas
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use, or trunsfer within the United States
source malerial, byproduct materiel,
special nuclear materigl, or spent fuel,
ot to construct, manufacture. possess,
own, operete or transfer within the
United States. any production or
utilization fecility or independent spent
fuel storuge installation, or a geologic
repository for the disposal of high-level
radiosctive waste under Part 80 of this
chapter; and 1o each direcior and
responsible officer of such a licensee.
The reguletions in this part apply also 1o
each individuel. corporation,

arinership or other entity doing
gun’nm within the United States, and
each director and responsible officer of
such organization. that constructs &
production or utilization facility licensed
for manufacture, construction, or
operation pursuent to Pert 80 of this

pter or an independent spent fuel

storage installation for the storage of
spent fuel licensed pursuant to Part 72 of
this chapter, or s geologic repository for
the disposal of high-level radioactive
wuste under Part 80 of this chapter: or
who supplies besic components for &
facility or activity licensed. other than
for export, under Parts 30, 40, 50, 60, 61,
70, 71 or 72 of this chapter.

(b) For persons licensed to construct &
facility under s construction permit
iuned’ under § 50.23 of this chapter,
reporting defects under § 50.55(¢) of this
chapter satisfies each person's
evalustion, notificstion, and
obligetion to report defects under this
part and the responatbility of individual
directors and responsible officers of
such licensees to report defects under
Section 200 of the Energy
Reorganization Act of 197¢.

(c) For persons licensed 1o operute &
nuclear power plant under Part 50 of this
chapter, reporting defects under § 50.73
or § 73.71 of this chapter satisfics esch
person's evaluation, notification, and
reporting obligstion to report defects
under this purt and the responsibility of
individuel directars and responsible
officers of such licensees o report
delects under Section 208 of the Encrgy
Reorganization Act of 1974

{d) Nothing in these regulations
should be deemed 1o preclude cither an
individual. & manufacturer, or a supplier
of « commercial grade item {see
§ 21.3(e-1)) not subject to the regulations
in this part fram reporting to the
Commission a known or suspected
defoct or failure 1e comply and. as
suthorized by law. the identity of
enyone sa reporting will be withheld
from disclosure.

{e) NRC regional offices and
hesdquerters will accept collest
telephone calls from individuals who
wish 1o speak to NRC representatives
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concerning nuclear salety-releted
problems. The locetion and telephone
numbers of i ¢ five regions {answered
during reguiar working hours), are listed
in Appendix D to Purt 20 of thus chapter,
The telephone number of the NRC
Operations Center (answered 24 hours &
day—including holidays) is (202) 851~
0550,

3. In § 21.3 paragraphs (8)(3), {c) und
(%) are revised to read as follows:

213 Definitions.

(.) - s
(3} In ell cuses. “basic component”™

includes salety related design. analysis,
inspection, testing, quality assurance,
fabrication, training. meintenance,
replacement parts, or consuiting
scrvices that are associated with the
cemponent hardwere whether these
scrvices are tz the
compaoneni supplier or o

{c) “Constructing” or “construction™
means the design. manufacture,
fabricetion, placement. erection.
instalistion, modification, inspection. or
testing of a factlity or activity which is
subject io the regulations in this part
end consulting services related (o the
facility or activity that ere safety
relaled.

- . - . -

{h) "Opersting™ or "operation” means
the operation of a facility or the conduct
of & licensed activity which is subject to
the reguletions In this part end
consulting services relsted Lo operations
that are safety related.

4. Section 21.5 Is revised to reud a2
follows:

{215 Communications.

Except where otherwise specified In
‘lh;: part, all written m‘h‘mic-:m

reports concerning regulations

in this part should be sddressed to the
Document Control Desk. U.S. Nuclear
Regulatory Commission, Washington,
DC 20655, Additionally, if the
communication is related to & nuclear
power reactor. non-power reactor, or
other utilization facility licensed under

Part 50, & shall be sent 10 the
Director, Office of Nuclear Reactor
Regulation, U.S. Nuclear Regulatory

Commission, Washington, DC 20885. If
the communication is related to an
activity licensed under Part 50 such s s
fuel reprocessing plant or other
production facility. @ copy of the
communication shall be sent to the
Director. Office of Nuclear Material
Selety and Safeguaids. U.S Nuclear
Regulatory Commission, Washington,
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DC 20555 A copy of communications
related 1o ectivities licensed under Peris
30, 31, 34,35, 40, 60. 81, 70, 71. or 72 must
be sent to the Director, Office of Nuclear
Marerial Salety and Saleguerds. In the
cese of a licensee, & copy ahall also be
sent to the sppropriste Reglona!
Administrator st the eddrees specified
in Appendix D 1o Part 20 oi this chapter.

S In § 2121, paregraphs (b)(2) through
{LY4] are redesignated (b)(3) through
(LYY new paragraph (L)(2) ls added:
&nd the section heading and parsgrephs
{a). (b){1} {L}{3) and (c] are revised tu
read as follows:

§ 2131 Notiticstion of fallure to compty o
S Ustence of & Setect and s m

(2) Fach individual, corpors
purtnership. or other entity cubhct to
the regulations in this part shall adopt
appropriate procedures to—

(1) Evaluste deviations to identify
delects as s0on as practicable. If, Juring
the evaluetion period, the organization
discovering the devietion determines
that it does ot have the capebility to
perform the evalustion, the organizstion
thell notily the purchasers or affected
licensees within five working deys of
this determination so that the
purchesers or aflected licensees may
ev;llut;k the deviation. pursuant to the
applicable reporting regulation, and

(2} Ensure that e director or
responsible officer is informed as soox
a8 practicable. If the construction or
operstion of » {acility or ectivity. or s
basic component supplied for guck
facility or sctivity—

{#] Fails to comply with the Atomic
Energy Act of 1854, a8 emended. or any
sppliceble rule. regulation, c/der, or
license of the Commission relating to a
substential sulety hazard or

{ii) Contains » defect.

(L)1) A director or responsible officer
subject 1o the regulstions of this purt or
& person designated under § 21.21(b)(S)
shall notify the Commission when he or
she obtains information reasonably
indicating o [ailure 1o comply or & deflect
affecting—

(i) The construction or operation of &
facility or an sctivity within the United
States that s subject (o the licensing
requirementis under Parts 30, 40. 50, 60,
81, 70, 71, or 72 of (his chepter and that
is within his or her organization's
responsibility; or

i) A basic component that is withia
his or her organization’s responsibility
and is supplied for s facility or an
sctivity within the United Stetes the! s
subject 1o the licensing requirements
under Parts 30, 40 50, 80, 70. 71, or 72 of
this chupter

(2} The notificetion to NRC of a failure
to comply or of & defect under

paragraph (b){(1) of this section, is not
required if the director or responsibic
officer hes ecutal knowledge that the
Commision has been notified of the
defect or the lailure to comply.

(3] Notilication required by paregreph
(b)(1) of this section must be made s
follows==

{i) Initial notification by telefax. which
is the preferred method of notification,
to the NRC Operations Center st 301~
€92-8187 or by telephone at 301-@5)~
05650 rvithin two days following receipt
uf informetion by the director or
responsible corporste cfficer under
parsgraph (b)(1) of this section. on the
identufication of a defect or & {silure to
comply. Verification that the telefax has
been received should be made by calling
the NRC Operstions Caanter,

{ii) Written notification to the NRC st
the address specified In § 21.5 within 30
days {ollowing receipt of inlormation by
the director or responsible corporate
officer under paragreph (a)(2) of this
section, oo the (dentification of ¢ dchc!
or . hﬂm (™ mply

(c) lndmduh subject 1o this part may
be required by the Commission to
supply sdditiona! informstion related to
s defect or failure 1o comply. Such
Commission action to obtain additional
information may be based on reports of
defects from other reporting entities.

§ 2141 [Removed)
8 Section 21.41 is removed.

7. Section 21.51 is revised o resd as
fullows:

§ 2181 Manvienance snd napection of
recorgs.

(e} Each individuel, corporation,
perinership, or other entity subject to
the regulations in this part shall prepare
snd maintain records necessary 0
accomplish the purposes of this part,
spec

m Retain evalustions of all
deviations for & minimum of five years.

(2) Suppliers of basic components
shall retein any notifications sent 1o
purchasers and affected licensees for a
minimum of five ye

{3) Suppliers o{ bnic components
ehell retaln e record of the purchasers of
basic components {or the lifetime of the
besic component.

(b} Exch individual, corporetion.
parinership, or other entity subject to
the regulations in this pert shall afford
the Commission, st all ressonsble Umes,
the opporturity to inspect records
prerigining 10 basic compenents that
selate 10 the discovery. eveluution, and
reporting of devistions vnd defects.
including any advice given 1o purchasers
or licensees on the placement, erection,
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installation. operaticn. mamienance.
modiflicslion, or inspection of e basic
component.

PART 50-—DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACIUTIES

8. The suthority citation for Part 50
continues 1o read as follows:

Autbority: Secs. 102 103, 104, 105, 101, 182,
183, 164, 102, 68 Stal B34, 977, 934, 048, 951,
054 955, 854 and amended, vac 234, BY Slal
1244, ws amended (2 USC N32 2133, 2104,
2738, 2200, 2232, 2233, 2256, 2270, 2282} eecs.
201, s emended. 202, 200, 88 Stel 1242, o+
smended. 1244, 1268 (42 US.C 5841, 6842,
5646).

Section 50.7 also iesued under Pub. L. 85
O sec. 10, 92 Stel. 2051 (42 U S.C 5851},
Section 50.10 also issved under secs. 101, 185
64 Stet. §38. 945, as amended (2 USC. 2131,
2235): sec. 102 Pub. L 91190, 63 Stat. 883 (42
US.C 4232). Sections 50.23, 50.35, 50.58, 50.50
wiso lnsued under sec. 183, 66 Siut. 955 (€2
USC 2235). Sections 50.33a. 50.554. and
Appendix Q slec lssved under sec. 10L Pub.
L #1-790, 83 Suat. 853 (2 US.C 4332}
Beclions 6034 end 5054 aleo issued under
sec 204, 88 Siat 1245 (€2 US.C 5044).
Sections 50.58 50.91. end 5082 also leewed
under Pub. L 97415, 90 SteL 2073 (42 USC
2239). Section 50.78 slso issued under sec.
122 66 Stat. 930 (42 US.C 2152), Sections
50805081 siso lsvved under sec. 184, 88 Stal
954, ar amended (42 US.C 2234). Section
50,303 also issved under sec. 104, 08 Stet 038,
o amended (42 US.C. 2138]. Appendix F also
tesued under sec. 187, 68 Stst 858 (X USC
2237).

For the purposes of sec. 223, 68 Siat. 958 ¢
amended (42 USC 2273} §§ 80.10 (s} (b]
and (r]. 50.44. 50 44, 5048 5054 «nd BO.MXK«)
are insued under sec 1010, 86 Stat. 048 a2
smended (42 US.C 220(b)): §4 80.10 {b) und
{c) and 50.5¢ are tssued under sec. 1011, 88
Stat 240 es amended (€2 US.C 2200(i)) and
1§ 508, 650.55(e}. 50.59(0), 50.70, 50.71, 071
5073, snd 5078 sre lavued under sec. 1010, 88
Stet. 950 ae amended (42 US.C. 2201(0)).

8. Section 50.2 is amended by adding

the following definitions in alphabetical
order 10 read as lollows:

- . . - .

“Basic component™ means, for the
purposes of § 50.55(e) of this chapter:

(1) When spplied to nuclesr power
reactors, any plant structure, systzm,
component. or part thereof necessary to
ensure (i) the integrity of the reactor
coolant pressure boundary, (i) the
capability to shut down the resctor and
maintain it in & sefe shutdown
condition., or [iii) the capsbility to
prevent or miligate the consequences of
sccidents which could result in potential
olfsite exposures comparable 1o those
referred (o ia § 100.11 of this chapter.

(2) Whea epplied 10 other types of
{acilities or portions of such facilities for
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whith construction permits sre issued
under § 50.23 of this chapter, &
enmponent, strocture, system or pact
thereo!l that (s directly procured by the
construction permit holder for the
fucility subject to the regulations of this
part and in which a defect could create
« substantial safety hazard

(3] In all cases, salety releted design,
atmlysis, inspection, testing. quality
assurance, fabrication. training.
maintenance, replacement parts, or
cansulting services that are associsted
with the component hardware, whether
these services are performed by the
component supplier or others.

- - - . .

“Delect” maans, for the purposes of
§ 50 55(e) of this chapter:

(1) A deviation in & basic component
delivered to 8 purchaser for use in s
facility or sctivity subject 1o &
constroction permit under this part. if oo
the tasis of an evaluation. the deviation
could creste o substantial safety hazard
st any time throughout the expecied
lifetime of the facility. were it 1o remain
uncorrected of,

{2) The installation, use. or operation
of & basic componen! containing &
defoct as defined in paragraph (1) of this
definition: or

(4) A deviation in & portion of s
{acility subject to the construction
permit of this part provided the
deviation could, on the basis of en
evalustion, create & substantial sefcty
hazard st any time throughout the
expected lifelime of the facility, were it

to remain uncorrected.

“Devistion” means, for the puposes
of § 50.55(e) of this chapter. » departure
{from the techaical, quality assurence. of
quality control requirements defined in
procurement documents. safety analysis
report, construction permit, or other
documents provided for basic
components installed in & faciity
subject 1o the regulations of this part.

“Director” means. for the purposes of
§ 50.55(¢) of this chapter, #n individual,
appomted or elecied sccording o law,
who is authorized to manage and direct
the alfairs of & corporation. parinership
or other enlity.

“Discovery” mesns, for the purposcs
of § 50 55(e) of this chapier, the first

identification of a deviation by sry
individusl within the organization

“Evaluation” means, for the purposes
of § 50.550e) of this chupler. the process
accomplished by or for & construciion
permit holder to determing whether a
particules deviaton could creale &
substential salety bazard

November 30, 1388

“Procurement document” means, for
the purposes of § 50.55(¢) of this chupter,
& contract that defines the requirements
which facilities or basic components
inus! meet in order to be
sccepiable by the purchaser.

“Pesponsible officer” meana, for the
purposes of § 50.55(¢) of this chapter, the
president, vice-president, or other
individusl in the orgenization of &
corporation, partnership, or other entity
vho i» vested with executive suthority
nver weiivities subject 1o this part

“gubatantial sefety hazard” means.
for the of § 50.55(e) of this
chapter. « of sefety function to the
exiont that there is & major reduction in
the of protection provided to
public health and safety for any facility
of activity & by the
construction permit issued under this
part.

10.1n § 50.55. paragraph (e} s revised
to read as follow:

§50.65 Conditions of congtruclon
m

{e}(1) Each individual, corporstion.
partnership, or other entity holding «
facility construction permit subject to
this part shall adopt sppropriate
procedures 10—

{1} Evaluale deviations es 300N &s
precticuble, and in oll cases within 30
days discovery. in order 10 {dentify «
reportable defect that could creste &
substantia! safety hazard at any time
throughout the expected lifetime of the
plant were it to remein uncorrected.

{11) Ensure thet & director or
responsible officer is informed ae soon
a8 practicable. and in ail cases within
the initial 30-day period allowed for
evalustion of deviations pursuant to
paragraph (e){1)(i) of this section. if the
construction of a fadility or activity. or &
basic component supplied for such
facility or activity~—

(A] Fails 1o compiy with the Atomic
Energy Act of 1954, e smended. or any
applicable rule, reguletion, order, ot
license of the Commission relating to a
substantial safety hazard or

(B) Contains & defect.

(2) The hoider of e facility
construction permit subject to this part
who obtaing information ressonably
indicating that the facility fails 10
comply with the Atomic Energy Act of

1954, wa wmeaded or uny applicable rule.

regulation, order, or license of the
Commission relating tc s substantisl
sufety hazerd shall notify the
Commission through e direclor or

21-PR-8
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responsible officer of the failure to
comply

{3) The holder of o facility
construction permit sulject o this part
shall notify the Commission through &
director or responsible officer {f the
holder obtaing information ressonably
indicating the existence uf any defect
{uund in construction or any defect
{ound in the final design of & facility as
spproved and released fur construction.

{4) This notification requirement
applies 1o all defects regardless of
whether extensive evalustion, redesign.
or repair is required to conform to thee
criteris and bases stated in the sulety
enalysis report ot constructon peroit
Reporting under this section satisfies the
respormbility of individual directors or
responsibie officers of holders of
construction permits lssued onder
swndmm«wmw«m
under Section 206 of the Energy
Reorganization Act and under 10 CFR
Port 21.

{5) The noufication requred by
paragraph (e)(3) of this section must
consist of—

{i) Initlal netification by telefex. which
is the preferred methiod of noufication.
1o the NRC Operstions Canter et 301~
4G2-8187 or by telephoue st 301851~
0550 within two deys {ollowing receipt
of information by the director or
responsible corporate officer under
paragraph (e)(1)(ii) of this section. on the
identification of a defect or a fallure to
comply. Verification that the telefex has
been received should be made by calling
the NRC Operations Center.

(ii) Written notification submitted to
the Document Control Desk, U.S.
Nuclear Regulatory Commission.
Washington. DC 20555, with & cupy to
the appropriste Reglonal Administrator
atthe » specified in Appendix D
iohnndlhhchw.nmhm
s NRC resident inspector
within 30 days following receipt of
informstion oo the identification of &
defect or failure o comply.

(iii) f insuilicient information is
available for a complete evaluation of &
deviation or potential failure to coraply
within 30 deys of discovery of the
deviution, prepare and submit an
interim to the Commission tha!
contains sl available in.ormation. and &
stutement as lo when & complete report
will be filed. Submit the interim report
within 30 days of discovery of the
devistion.

(6] The written notification required
by paragrephs {e)(S)(0) and (iii) of 1his
section must clesrly indicete the
notification is being submitted v
paragraph (o) of this section end ! e
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the following informetion, 10 the exient
known-——

(i) Name and address of the individual
or individuals informing the
Comumission.

(ii) Identification of the facility, the
activity, or the basic component
supplied for such facility or such ectivity
within the United States which contains
o defect or fails to comply.

(ili} Identification of the firm
constructing the facility or supplying the
basic component which fails to comply
or contains a defect,

(iv) Nature of the defect or failure to
comply and the safety hazard which le
created or could be crested by such
defect or fallure to comply.

(v) The date on which the information
of such defect or failure to comply was
obtained.

{vi) In the case of a basic component
which contains & defect or fails to
comply, the number end location of all
such components in use at the facility
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
responsible for the sction; and the
length of time that has been or will be
teken to complete the action.

(vill) Any advice related to the defect
or failure to comply about the facility,
sctivity, or basic component that has
been, is being, or will be given to cther
entities.

{7) The holder of & constru-tiun permit
shall prepare and maintain records
necessary to accomplish the purposes of
this section, specifically—

(i) Retain procurement documents,
which define the requirements that
facilities or basic components must meet
in order 1o be considered acceptable, for
the lifetime of the basic component.

{i1) Retain evaluations of all
deviations for a minimum of five years.

{8) The requirements of this § 50.55(e)
are deemed to be satisfied when the

defect has been previously reported
under Part 2* 1 this siiay =7 =7 «nder
§ 50.73 of tnis part.

Dated 8t Rockville, MD, this 318t duy of
October 1968,

For the Nuclear Reguletory Commiasion
Samuel | Chilk,
Secretcry of the Commission.

B> 55 FR 50008

Published 12/4/90.
Comment period expires 3/4/91

Licenses and Racliation Satety
Regquiremants for Large bradiators

See Part 36 Proposed Rule Making

21-PR-9

December 31, 1990
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this section shall not epply to individual
packages of evocados weighing four
pounds or less, net weight, in master
containcrs

Dated July 25 1991
Williazs | Doyle,

Acting, Deputy Director, Fruit and Vegetoble
Division
(FR Doc. #1-150688 Filed 7-30-1, 84" am]

SO COOE w208

NUCLEAR REGULATORY
COMMISSION

10 CFR Parts 21 and 50
RN 3150-AA68

Criteria and Procedures for the
Reporting of Defects and Conditions
of Construction Permits

AGENCY: Nuclear Regulatory
Commission.

acose Final rule.

susMARY: The Nuclear Regulatory
Commission is amending s regulations
on the reporting of safety defects. The
emendments are & result of the
Commission efforts to spply the
experience gained ss a result of the
Three Mile lsland sccident and also
reflect Commisslon experience to date
with the existing regulstions. The
amendments are applicable to
Commission licensees, and o
nonlicensees who construct facilities
for, or sueply basic components io
facilities or activities hoensed by the
Commission. The amendments would
reduce duplicate reporting of defects,
clarify the criteria for reporting defects,
and would establish wniform time
periods for reporting and un!form
requirements for the content of safety
defect reports.
oATES: These amendments will be
effective October 29, 1991,
FOR FURTHER BFORMATION CONTACT:
WR, jones, Office for Analysis and
Evaluation of Operstional Data, US
Nuclear Regulatory Commission,
Washington, DC 20858, telephone: (301)
4024442
SUPPLEME ITAR. INFORMATION: On
November 4, 1868, the Nuclear
Regulatory Commission (“NRC™ or
“Commission™) published in the Pedersl

Register (53 FR ¢4584)
comment proposed mm to 10
CFR Part 21 (part 21), "llcpordn. of

Permits ™ The purpose of these proposed
smendments was to reduce duplicate
evaluation and reporting, esteblish

consistent time limits for reporting,
estublish & tme limit for transfer of
information from vendors 1o purchasers
of basic components. more clearly
define defects that must be reported
and establish consistent content for
reporting Other minor changes were
proposed.

Public comments regarding the
proposed amendments were received
from thirty-five respondents. These
comments were received from segments
of the nuclear industry as follows:
Twenty-three were received from
utilities: five. from law firmse
representing members of the nuclear
industry; three, from owners groups:
two, from architect/engineers; and two
were received from vendors. These
comments have been evaluated and,
where appropriate, incorporated into the
final regulations. The public comments
are discussed below in connection with
the final regulations.

A detailed analysis of the public
comments has been prepared end is
svailable for public inspection in the
NRC Public Document Room.

Background
The existing regulations contain

several safety deficiency reporting

requirements that apply to the

construction and operation of puclear

power plants:

~Part 21 applies to all NRC licensees,
us well as nonlicensees who constroct
facilities for or supply basic
components or services associated
with basic conpunam 10 these
liceusees, and lmplements section 206
of the Energy tion Act of
1974, as amended ) (€2USC
5641 ef seq.). requires the
reparting of defects that could creste
s “substantial safety hazard,” and
fallures to related to @
“substantial sefety hazard™ as defined
tn regulations.

—Section 50.55(¢) applies solely to the

holders of construction permits und
currentty requires the
"8 t devistions™ or nunmunt

deficiencies™ which eould bhave an
adverse effect upon safety if they
remaln uncorrected.

-—s.cum 50.72 and 50.73 establish an

umom:ﬁ system that ';::bet

power phnu.'nnu
require the licensee to make
 telephone notification to NRC and to
submit & written report for sach
operating even! or adverse phnt
condition. As discussed below,
changes to §§ 50.72 and 50.73 are not
being made st this time.
~—Section 73.71 applies o licensees and
establishes a reporting system for

safeguards events. including eny

security failure, degradation. or

discovered vulnerability of @
salcguards system. As stated in

§ 73.71. & report under § 73.77 satiafies

reporting reguirements in both

§§ 50.72 and 50.73. Section 7371 is not

being changed at this time.

Tesk 11 ] 4 of the TMI Action Plen
directed the NRC staff to evaluate and
revise, if necessary, the existing
requirements of part 21 and § 50.55(e) to
assure prump! and comprebensive

ing. Over several years, the need
for revision of these regulations bas
become apparent. Accordingly, based
upon the staff experience with part 21
and § 50.55(¢}, the final rule will:

i. Reduce duplicate evalcation and

reporting:
2 Bgublhh uniform time limits for

reporting;

3. Establish & time limit for trensfer of
information 1o end users when &
substantial safety hazard determination
by vendors is not possible:

4. More clearly and uniformly define
the defects thai aeed 1o be reporied
under § 50.55(e}):

5. Establish uniform content for
reports submitted under § 50.55(¢) and
part 21;

8. Clarify the definition of "basic
component”

7. Clarify records retention
requirements including the ent
for retention of records of evaluations of
deviations that did not result in &
finding of substantiel safety bazard;

8. Establish time limits for evaluation ‘
of poienual defects and failures to
comply: and

8. Make other minor changes detailed
below.

These revisions will redoce the
amount of time and effort expended by
industry in complying with existing
re and evaluation requirements

still ensuring that safety
dcﬁdmdu are identified and evaluated
in & timely manner.

Part 21

Part 21 was intended to tmplement
mﬁmx@dhmwu

“defects” in “hasic components” or
faflures to comply that could create o

“substantis] safety hazard.” In eddition
to imposing obligations ou the directors
and responsible officers of NRC

sy o Betieh O
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licensees. section 206 of the ERA siso
imposes obligations on the directors and
respansibie officers of nonlicensees that
construct facilities for or supply basic
components to licensed facilities or
sctivities, Any individual officer or
director who knowingly fails to comply
with the notification requirements ts
sublect to civil penalties.

On March 3. 1975, the NRC published
@ proposed rule designed to implement
section 208 (40 FR 8832). and on June &
1977. 1ssued the final rule, adding part 21
to the Commission's regulations (42 FR
28AG3)

The regulations in part 21 impose
reporting requirements on directors and
respansible officers of firms which
construct, own. operate, or supply basic
components for any factlity or activity
licensed or otherwise regulated pursuant
to the AEA or the ERA. Fart 21 was
amended on October 16, 1878 (43 FR
48721) to exempt “commercial grade
items” from part 21 requirements until
the items were “dedicated” for use as
basic components in & nuclear facility

Approximately 12.000 organizations.
licensees. and nonlicensees, fall under
the scope of part 21 reporting
requirements. Part 21 covers licensees
granted the following licenses:
production and utilization facility
licenses issued under part 50, Including
nuclear power plants and resesrch and
test reactors: byproduct material
licenses issued under parts 30 through
35, well logging licenses issved under
Part 33 source material licerses issued
under Part 40; high-level radioactive
waste disposal licenses issued under
part 60, land disposa! of radicactive
*aste licenses issued under part 61;
special nuclear materials licenses issued
under part 70, licenses for the packaging
of radioactive materials for transport
licenses issued under part 71; and spent
fuel storage licenses issued under part
72

The ponlicensee suppliers covered
under part 21 are firms of many different
tizes. supplying meny different types of
basic components and services
associated with basic components to
NRC licensees. For example,
construction end operation of a nuciear
power plant involves a many-level
procurement chain. At the top of the
chain is the electrical utility and the
utility's major contractors such as the
nuclear steam system supplier. The next
level includes manufacturers who
produce basic components specifcally
designed for nuclear use such as
instrumentation, controls, major piping.
pumpe. and valves. These manuiacturers
in tumn procure necessary parts, such as
resistors. wiring. solid-state devices. and
other hardware, from a multitude of

sources. For nuclear power reactors,
part 21 applies to all tiers of the supply
chain for basic components and to all
activiies whick could create a
substantial safety hazard. In the case of
fuel cycle licensees and organizations
supplying components to them,
responsibility for complying with part 21
does not extend past the first tier of
suppliers.

Approximately 300 reports have been
submitted to the NRC annually under
part 21. These reports of potential eafety
problems have resulted in generic
communications such as NRC bulleting,
generic letters, and information notices,
and have contributed to the overall
improved safety of the nuclear industry.

Section 50.55(e)

Section 50.55(e) of part 50, originally
yublished as a finel rule on March 30,
i872 (37 FR 64509), establishes
requirements for reporting deficiencies
occurring during the design and
construction of nuclear power plants
The rule was 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
was required. Therefore, the holder of a
permit for the construction of a nuclear
power plant is required 1o notify the
Commission of each significant
deficiency found in design and
construction, which if it were to have
remained uncorrected, could have
adversely affected the safety of
operations of the nuclear power plant et
any time throughout the expected
lifetime of the plant

Approximately 750 reports were
submiited annually in the paet to the
NRC under § 50.55(e). As with part 21,
these § 50.55(e) reports have formed the
basis for generic communications such
&8 NRC bulletins, generic letters, and
information notices and have also
contributed to the overall improved
safety of the nuclear industry.

Action Being Taken

1. Reducing Duplicate Eveluation and
Reporting Requirements

As stated above, the Commission
regulations contain four different safety
deficiency reporting requirements.
Although distinctions exist between
these requirements, staff experience
indicates a need to reduce duplication in
reporting or evaluation emong part 21,
and §§ 50.55(e). 50.72. 50.73. and 73.71.

Duplicate reporting has been primarily
a problem for part 21 and § 50.55(e).

A Part 21 and § 50.55(e)

A number of instances have occurred
where the same deficiency in a basic
component was evaluated and reported
oy two different orgenizations. one
altempting to satisfy the criteria of pant
21. and the other attempting to meet the
differently worded criteria of § 50.55(e).
The fact that reporting criteris are
different for each requirement and that
there is & lack of any explicit framework
in the regulations o preclude duplicate
reporting have led to duplication of both
liceisee und NRC staff effort. The
revised rule makes the relationship
between these two regulations
straightforward. Construction permit
kolders will perform evaluations, report
@s appropriate, and keep records under
§ 50.55(e). If deviations are evaluated
under § 50.55(e) and result in either &
negative reportability determination or
reportable defect, then this satisfies
requirements of part 2;.

Additionally. the scope of § 50.55(e) is
being expanded from covering only the
construction of nuclear power plants to
cover all construction permits issued
under § 50.23 for any production or
utilization facility. This action will
provide uniform reporting of defects and
failures to comply associated with &
substantial safety hazard found during
construction for all production and
utilization facilities. In summary,
construction permit holders will be
required to report under § 50.55(¢) rather
than under part 21.

For research reactors, (non-power
reactors), which are currently covered
by part 21, such facilities for which
future construction permits are issued
will report defects &1 # non-compliance
found during construct.on under
§ 50.55(e). No expansion of a:;enlt
repo! requirements is ta place.
The mlﬁon under whick research
reactors would report is being shified
from part 21 to § 50.55(e).

Special consideration has been given
to those hoiders of construction permits
issued prior to the effective date of these
amendments. Section 50.55(e)(10),
ellows these construction permit holders
fo continue to report and evaluate
defects under part 21 if they so choose.
This provision is intended to avoid

uiring these construction permit
bolders to change reporting procedures.

B. Part 21 and §§ 50.72 and 50.73

In the Supplementary Information fr
the proposed amendments publishe. or
public comment in November. 1088, (53
FR 44594) & brief discussion wae
presented on duplicate reporting by
operating license holders under § 50.73
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{Licensee Event Reports (LERs)] and
part 21. The statement was made that
§ 50.73 would not be changed & this
time and that the duplication of
reporting was minimal for these two
regulations, Licensee Event Reports and
reports made under part 21 were
reviewed for 1988, The amount of
duplication was small. Approximately
55 percent of the part 21 reports
submitted in 1988 were submitted by
licensees. Of these, only a few were
submitted by an LER.

Most of the respondents commenting
on the proposed amendments stated that
In actual practice there is some
duplication of evaluation and reporting
eifort between pert 21 and §§ 50.72 and
50.73 and many respondents urged the
Commission to sdopt emendments to
§§ 50.72 and 50.73 at the same time as
those for pert 21.

Amendment of §§ 50.72 and 50.73 has
been reconsidered. Other changes to
§8 50.72 and 50.73 unrelated to these
lssues are also under consideration anA
broed changes cannot be sccemplished
on & schedule consistent with the
present changes to part 21 and
§ 57 55(e). A piecemeal approach would
be burdensome and confusing. Hence,
changes to §§ 50.72 and 50.73 to
eliminate duplicate evaluation and
reporting &re not being made at this
time. They are currently being
evaluated.

To eliminate possible confusion
created by the brief discussion in the
Supplementary Information for the
proposed amendments, the following
discussion addresses the concerns
raised by numerous rommentors to the
proposed ~ule. and “escribes the
relationship tiziween §§ 50.72 and 50.73
and part 21.

The criterion for reporting & defect
under part 21 for nuclear reactors is that
& deviation in & basic component vnder
reasonably expected operational
circumstances, iacluding expected
normal operation, transients, and design
basis sccidents, could create a
substantial safety hazard. Basic
components are plant structures,
systems, or components necessary to
ensure the (i) integrity of the reactor
cooiant pressure boundary: (ii)
capability to shut down the reactor and
keep it in u safe shutdown condition: or
fih) prevent or mitiga‘e the
conseguences of an accident which
could result in potential offsite
exposures comparable to those referred
o in § 100.11.

The criteria for determining the
existence of @ substantia! u?ety hazard
&nd, consequently, whether a defect is
reportabla under part 21 are given in
NUREG-0302, Revision 1, "Remarks

Presented (Questions/Answers
Discussed) at Public Regional Meetings
to Discuss Regulations (10 CFR part 21)
for Reporting of Defects and
Noncomplience, July 12-26, 1977, as:

~Moderate exposure to or release of
licensed material. Moderate exposure
is further clarified as exposure in
excess of 25 rem to the whole body
&nd exposure to an individual in an
unrestricted area of 0.5 rem;

—Major degradation of essential safety-
related equipment. This phrase is
considered to represent a loss of
redundancy if, in conjunction with a
single failure, a required safety
function could not be performed: or

—Major deficiencies involving design,
construction, inspection, test, or use.
“Major deficiency” means & condition
or circumstance which under normal
operating conditions, an anticipated
transient, or postulated design basis
scci ent could contribute to
exceeding a safety limit or cause an
accident or in the event of an accident
due to other causes could, considering
an independent single failure, result in
a loss of salety function necessary to
mitigate the consequences of the
accident.

For operating nuclear plants, events or
conditions are reported under §§ 50.72
and 50.73. Basic components or services
associated with basic components
which are installed in the plant which
have deviations and. thua, could be
potential defects (i.e., could create
substantial safety hazards), should be
evaluated under appropriate criteria of
§§ 50.72 and 50.73 to determine if the
deviations are a reportable event or
condition. That is, where deviations in
basic components do produce
potentially reportable events or
conditions, ti.e deviations should be
evaluated under the criteria of §§ 50.72
and 50.73. Several paragraphs of
§§ 50.72 and 50.73 contain criteria on
reporting of possible defects and are
comparable to the criteria for part 21.
Section 50.73(a}(2)(ii) and the companior
§ 50.72(b)(1)(ii) provide the criteria:

Any event or condition that resulted in the
cendition of the nuclear power plant,
including ite principal safety barriers. being
eeriously degraded, or that resulted in the
nuclesr power plant being:

{A) In sn unanalyzed condition that
significantly compromised plant safety;

(8] In a condition tha' was outside the
design basis of the plant: or

{C) In & condition not covered by the
plant's operating and emergency procedures

Additionally, § 50.73(a){2)(vii)
provides the criteria:

Any event where & single cause or
condition caused st least one independent

train or channel to become inoperable in
multiple systems or two independent trains
or channels to become inoperable in & single
system desi to:

(A) Shut down the reactor and maintein it
in a safe shutdown condition;

(B) Remove residual heat:

(C) Control the release of radicactive
material: or

(D) Mitigate the consequences of an
sccident.

Substantial safety hazard evaluations
of potential defects in basic components
must consider failure of functionally
redundant basic components in
determining whether a loss of safety
function could occur. A condition,
circumstance, or deviation which could
cause 8 failure of the functionally
redundant component must be
considered in evaluating potential losses
of safety function or major reduction in
the degree of protection provided the
public health ¢nd safety.

This requirement is similar to
§ 50.72(b)(2)(iii) and § 50.73(a){2){v) end
[vi):

[v} Any event or condition that alone could
have pr=ventad the fulfiliment of a safety
function of structures or systems that are
needed to:

{A] Shut down the reactor and maintain it
in & safs shutdown condition;

(B) RFemove residual hest:

(C) Control the reiease of redicactive
material: or

{D] Mitigate the conseguences of an
sccident.

{vi) Events covered in paragraph [a){2){v)
of this section may include one or more
personnel errors, equipmer {ailures, and/or
discovery of design, analysis, fabrication,
vonstruction, snd/or procedural
insdequecies. However. individual
component failures need not be reported
pursuant to this paragraph if redundant
equipment in the same system was operable
and svailable to perform the required safety
function.

However, as discussed in NUREC-
1022, “Licensee Event Report System”,
September, 1963, if @ basic component
contains a defect, and the defect could
occur in the functionaily redundant
component, then this second failure
must be considered in the evaluation of
reportability. Thus, these two
requirements, one in part 21 to include
failure of the functionally redundant
component in evaluation of & substantial
safety hazard, and one in §§ 50.72 and
50.73 1o Include failure of the
functionally redundant component, are
compatible,

Operating license holders can reduce
duplicate evaluation and reporting effort
by evaluating deviations in basic
components installed (n operating plants
which produce events which could meet
the criteria of §§ 50.72 and 50.73. If the
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evaiuation of events using the criteria of
8 50.72 or 50.73 results in & finding that
the event is reportable and the event is
reported via these sections, then as
indicaled in § 21.2{c), the evaluation,
notification, recordkeeping. and
reporting ¢ ligations of part 21 are met.
If the event is determined not to be
reporiable under §§ 50.7Z or 50.73, then
the obligations of part 21 are met by the
evaluation

As indicated in the discussion of the
substantial salety hazard criterion
above, evaluation under the substantial
eafety hazard criteria requires
evaluation of possibilities of events
which, because of the defect in the basic
comnonent, would lead to a moderate
exposure, @ major degradation. or 8
major deficiency. This evaluation must
include consideration of the defect in
conjunction with the worst operational
transiant or design basis sccident This
requirement is somewhat different than
that in either § 5072 or § 50.73.
However, §§ 50.72 and 50.73. in the
paragraphs discussed above, require
explici! evaluation of loss of safety
fuacton. Such en evaluation would be
adequate to determine if the safety
function would be lost during the worst
transient or accident

As stated in § 21.2(c), the evaluation
of the deviation in & basic component
which causes an event which is
evaluated using criteria of either
§§ 50.72 or 50.72, satisfies the required
evaluation and reporting requirements
of part 21. Thus, to the extent prssible
by changing part 21, § 21.2(c) would
explicitly relieve the officers and
directors of holders of operating
licensees under part 50 from the part 21
evaluation, notification. and repnriing
requirements if potential defects which
produce events are evaluated and
defects are reported under §§ 50.72 and
50.73. The reporting requirements
associated with §§ 5072 and 50.73
would be deemed 1o satisfy the
corresponding requirements of part 21

The defect reporting requirements of
section 206 of the Energy Reorganization
Act as amended would be met by part
50 operating licensees, for defects which
produce reportable events, by reporting
under appropriate paragraphs of
§§ 5072 and 50.73.

Even though the Commission need not
be notified of defects more than once,
where previously reported defects
create reportable events as defined in
§1 5072 and 50 73, these events must be
reporied pursuant to §§ 50.72 and 50.78
for each nuclear power plant facility
licensed under part 50 where they occar
For Licensees with more than one facility
with an opersting license. each
containing the same defect, the

Commission need only be notified once
of the defect. However, §§ 5072 end
50.73 requires reports of any events
sssociated with the defect for any
facility at which they occur. There is no
intention to eliminate any reporting
currently required under §§ 50.72 or
50.73.

For utilities with two facilities, cne
with & construction permit and one with
&n operating license, each having the
same defect. the Commission can be
notified via appropriate reporting under
§§ 50.72 and 50.73 for the operating
plant if the defect creates a reportable
event. This reporting will satisfy the
requirements of §§ 50.72 and 50.73 for
(ne opersting plant and § 50.55(e) for the
facility with & construction permit.

it should be noted, &s stated in
NUREG-030Z, Revision 1, "Remarks
Presented (Questions/Answers
Discussed) at Public Regional Meetings
to Discuss Regulations (10 CFR pert 21)
for M=porting of Defects and
Noncompliance, July 12-28, 1877,
October 1977, on pages 21.3(d)}-1 and
21.3(d)-2, that deviations or potentia)
defects discovered during receipt
inspection are not reportable by the
purchaser if the purchaser returns the
basic component to the vendor for
evaluation. If the purchaser chooses to
keep the basic component because of
unavailability of another component, or
for whatever reason, then the purchaser
should evaluate the potential defect
under part 21.

Thus, one category of defects which
will still be reported by power plant
operating license holders under part 21
rather than §§ 50.72 end 50.73 are those
defects discovered by licensees in
equipment which has never been
inetalled or used in the nuclear plant
Defects in these basic components
cannot create situations which are
reportable under § 50.72 or § 50.73 since
these components cannot create a
reportable event or condition. Basic
components which are delivered and
accepted by the purchaser but ere not
installed in the plant should be
evaluated under part 21 and reported
under part 21 if found 1o be reportable.

As 3 finsl point regarding the
relationship between part 21 and
§8 5072 and 50.78. since these sections
are not being changed st this Yime,
failures to comply sssociated with &
substantal safety hazard should still be
reported under part 21 by licensees.

CPart2land § 737

Section 21.2(c) will explicitly relieve
the officers and directors of holders of
apereting licenses under part 50 from
the part 21 evaluation, notification. and
reporting reguirements when defects

associated with safeguards events are
reported under § 73.71. The reporting
requirements associated with § 73.71
would be deemed (o satisfy the
corresponding requirements of part 21.

D. Vendors

In addition to relief of licensees snd
construction permit holders, § 21.21(c)(2)
relieves vendory subject to the reporting
requirements of part 21 from reporting to
the Commission, if the Commission has
been previously notified of s defect
under either part 21, §§ 50.73, 50.55(e). or
§ 73.71. That 1s, for any defect identified,
evaluated, and for which the
Commission has been notified by any
entity under any of the four regulstions.
the related vendor will not be required
to provide initial notification to the
Commission. However, all entities
covered bv these regulations should be
aware that the NRC will continue to
evaluate notifications made to
Jetermine if additional information is
required. If the Commission determines
that additional information is required,
the Commission will contact appropriste
vendors, licensees, or construction
permit bolders under § 21.21(e), to
obtain sdequate information. Based on
this information, the staff will then
determine appropriate regulatory action.
Such ection may consist of direct
contact or generic communication such
as an Information Notice.

Gne commentor stated that the
proposed amendments did not eliminate
the requirement for contractors who
perform evalustions for licensees or
construction permit holders to report
defects even though the defects were
reported by licensees or construction
permit holders. The following discussion
is provided to clarify this issue. When &
vendor (including architect-engineers or
other service orgenizations) performs &n
evaluatica of & deviation for & licensee
or construction permit bolder under the
direction of the licensee and under
contract. the reporting obligation Lies
with the licensee or construction permit
holder. When the evaluation is
complete. the evaluation setisfies the
licensee's obligation under the
regulations if either (1) the deviation is
determined to be & defect and is
reported or (2) the deviation is
determined not to be reportable Under
the circumstances described here, the
contractor has no reporting obligation
provided the licensee fulfills its
reporting obligation. If subsequent to the
evaluation. the evaluating organization
{(vendor, architect-engineer, or service
orgenization) discovers that the
eveluation itself contained s defect, os
opposed to the original deviation, then
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the evaluating organization has the
obligation to report the defect,

E. Enforcement

Responsible officers and directors of
rm 50 construction permit or cperating
icensee would still be subject 10 the
civil penalty provisions of section 208
(b) of the ERA us set lorth in § 21.61 for
the failure to notify the Commission of a
defect or failure to comply. However, as
noted above, notification under any one
of these four regulations (pert 21,
§4§ 50.55(e), 50.73, and 73.71) satisfies
reporting obligations under section 206,

F. Relationship to Other Reporting
Regulations

Several respondents commenting on
the proposed amendments stated that
the relationship of part 21 and § 50.55(e)
to § 50 4, 50.9 and part 20 should be
discuased in these amendments.
Regarding § 50.9, the last sentence of
§ 500 states, “This requirement is not
applicable to information which is
slready required 10 be provided to the
Commission by other reportinz or
updating requirements.”

Regarding § 504, which provides
administrative details of written
communications to the Commission,

§ 50.55(e) and part 21 contain their own
written communication directions and
reference to § 50.4 is not required.
Review of part 20 indicates that no
changes to the regulations are
necessary.

Thus, based on the above discussions,
§§ 50.72 and 5073 will be used by
operating license holders to report
defects which create events or
conditions reportable under these
sections. Section 50.55(e) will be used by
part 50 construction permit holders for
reporting of defects and failures to
comply associeted with & substantial
safety hazard discovered by
construction permit holders or
contractors hired by construction permit
holders {or referred to construction
permit holders by vendors who cannot
evaluate the defec'). Part 21 will be used
by part 50 vendors and by materials
licensees and their vendors covered
under parts 30 through 35, 39, 40, 60, 61,
70, 71, and 72 to report defects and
failures 1o comply associated with &
substential safety hazard. Part 50 non-
power reactor operating license holders
will use part 21 for reporting of defects
and faiiures to comply assc ciated with e
substantial safety hazard. It should be
noted that nuclear power plant
operating license holders will still use 10
CFR part 21 to report failures to comply
sssociated with a substantial safety
hazard.

While no requirement is being placed
in these regulations to require the
notification of vendors of the existence
of a defect by construction permit or
opetating license hoiders and no
requirement is being placed in the
regulations to require vendors to inform
purchasers of & defect (unless the
vendor cannot perform the evaluation of
the potential defect). it is expected that
licensees, construction permit holders,
and vendors will continue to
communicate about defects with each
other. Entities covered by these
regulations are encouraged 1o continue
to communicate so that all appropriate
entities will be aware of defects.

Research reactors with operating
iicenses will continue to report under
part 21 since they are not subject to
$§ 50.72 and 50.73.

2. Estoblishing Uniform Time Limits for
Reporting

Both § 50.55(e) and part 21 currently
require an initial notification and a
follow-up written notification. In the
case of part 21, if the initial notification
was & written report, no followup
notification is required. There are
differences between the current part 21
and § 50.55(e) for the time limits for both
these notifications. In order to improve
consistency between the two regulations
uniform time limits are being
implemented.

Regarding the initial time limit, pait 21
sllows two days from the time the
determination has been made that a
defect exist. Currently § 50.55(e)
requires the initial notification to be
made in 24 hours. The final amendments
to § 50.55(e) wil! extend the period for
notification of the Commission under
§ 50.55(¢) from one day to two days. In
Petition for Rulemaking (PRM) 50-38,
filed by the Nuclear Utility Backfitting
and Reform Group (48 FR 28282), dated
April 20, 1983, petitioners proposed
revising § 50.55(e] reporting
requirements to eliminate the 24 hour
initial report (lesue LI}. Alternatively,
the petition recommended adoption of a
ceadline of five days for an Initial
report. In addition to this PRM, four
respondents commenting on the
proposed amendments stated that the
two-day notification was too short.

This final rule extends the initial
reporting deadline under § 50.55(e) from
24 hours to two days. The Commiesion
believes thet the two-day requirement
will provide industry with more
flexibility while still allowing sufficient
wamning of safety problems and is
consistent with the objective of
establishing uniform reporting criteria.
The Commission believes that the five-
day recommendation proposed by PRM-

50-38 and recommended by the
commentors mentioned above is too
long considering staff's need to be
provided with early notification of
potentially generic conditions at
construction permit facilities which
could affect operating facilities. This
two-day time limit will be consistent
with the current part 21 time limit.
Accordingly, the two-day time limit in
the final rule addresses and resolves
Issue IIi of PRM 50-38.

Additionally, the use of the same
initial notification period for both part
21 and § 50.55(e) is consistent with the
obiective of establishing uniform
reporting time frames.

In the current part 21, submittal of the
required written report within the five
day time limit has been difficult to
accomplish. In eddition, the incrementai
information available during the
subsequent three day interval following
the initial report does not provide a
meaningful addition to the information
already available to the Commission.
The extension to 30 days for the time
limit for submittal of the written
followup report would allow submittal
of a complete report. Thus, the final rule
will change the time limit for submission
of the required followup written report
from five days to 30 days. This time limit
for the written report submittal is
consistent with that in § 50.55(e} and
§ 50.73.

3. Estoblishing Time Limit for Transfer *

of Information

Currently, § 21.21{a)(1)(ii) does not
explicitly address time limits for transfer
of information in situations for which
vendors of basic componente are unable
to evaluate whether deficiencies or
failures 0 comply could crez e
substantial safety hazards. " his inability
to evaluate may be due to the vendor's
lack of knowledge of how the besic
component is utilized by the end user or
for other reasons. The change to
§ 21.21(b) will explicitly add a time limit
provision to correc! this problem.

Two commentors stated that the five
working day time limit was too short
and was arhitrary. The Commission
believes that the five day time limit is
not arbitrary. It begins after the formal
evaluation process has reached the
conclusion that the vendor cannot
determine if 8 defect exists.
Additionally, this time period is
comparable to the two day initial
reporting requirement when a defect is
determined to exist.

Thus, the final rule requires that if,
during the evalustion period, the
supplier which discovers a devistion or
failure to comply that could potentially
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crea'e n substantial safety hazard
determines that it is unable, due to
insufficlent information or other
reasons, to perform the evaluation. then
that entity must inform the purchasers of
the “basic component” withio five days
of this determination.

Transfer of information fram vendors
to purchasers or affected licensees is
expected 1o be » formal process which
should involve records retention
discussed below and will trigger the
start of the evaluation process by the
purchasers or sfected licensees.

4. Defining Defects To Be Reported

Section 206 of the ERA requires the
reporting of "defects which could create
& substantial salety hazard " Existing
§ 21.3(k) defines substantial safety
hazard as “a loss of safety function 1o
the extent that there is & major
reduction in the degree of protection
provided to public bealth and safety for
any facility or activity licensed, other
than for export. pursuant to parts 30, 40,
50.00.61,70.71,0r72 * * " In
sddition. the supplementary information
for the original part 21 final rulemaking.
june 8. 1877 (42 FR 2889), contained the
following guidance on what constitutes
& “substantia! safety hazard":
~—~Moderate exposure 10, or release of,

licensed material, or
~=Major degradation of essential safety-

related equipment, or
—Major deficiencies involving design.
construction. inspection, test, or use

Existing § 50 55(e) requires the
reporting of deficiencies in design and
construction which could adversely
affect the safety of operations of &
nuclear power plant and which
represent the following:

—A significant breakdown in any
portion of the quality assurance
program, or

~~A significant deficiency tn 8 fina!
design. or

-~A significant deficiency in the
construction of. or significant demage
to 8 structure. system, or component
requiring corrective sction involving
extensive effort, or

—A significant deviation from
performance specifications requiring
correclive action involving extensive
effort.

NRC experience with § 50.55(e)
reports has indicated that clanfication
of the type of devietion that is required
to be reported would be advantageous.
Accordingly. the reporting criteria in
§ 50 85(¢) are emended to be the same
#s those contained in part 21.

As stated above, duplication of
evaluation and reporting has primanly
been & problem for § 50.55(e) and part

21. This increase in the reporting
threshold and extension of § 50.55(e)
application to all construction permit
holders will allow the Commission to
obtain the proper level of reporting with
no loss of significant safetv information,
ie. the amendment reising the § 50.55(e)
threshold will facilitate eliminating
duplicate reporting by making the
definition of defects reported under

§ 50.55(e) Identical to those reported
under part 21. This reduction of
duplication will be accomplished with
no loss in critical safety information and
will reduce unnecessary industry
burden.

It should be pointed out that a slight
difference exists between the current
definition of “deviation™ in part 21 and
that in the amendments to § 50.55(e). In
the current part 21, “procurement
documents” are specifically referred to
as determining the requirements of a
basic component. However, in
§ 50.55(e). procurement documents are
not mentioned es determining these
requiremente. The basis for this
difference is that in applying § 50.55(¢),
basic components will have
requirements imposed on them not enly
by their procurement documents, but
also by other licensee documents In the
case of part 21, epplication of the
regulation to vendors will require the
use of procurement documents to
determine the requirements which the
purchaser placed on the basic
component.

5 Reporting Content

The final revisions to § 50.55{e)(8) will
require the content of the information
reported under § 50.55(e) to be
consistent with that required by current
§ 21.21(b)(3). These revisions will assure
that the Commission obteins all the
information necessary 1o evaluate and
take corrective action. in reference 10 &
particular defect.

6 Claorificetion of “Basic Component™

Current § 21.3(a)(3). which clarifies
items which are to be considered as
“basic components,” includes:

* * desgn. inepection. testing er
consulting services important W salety that
are associated with the component hardwere
whether (hege services are parformed by the
component supplier or others.

That paragraph is being modified to
further clarify what js intended to be
significant items. The terms “analysis.”
“fabrication.” and “replecement parts.”
are being edded to the definition of
“basic component " The subsection (s
revised 1o read

YT " safety related design anelysis
mapection testing {abricaton replacement

parts, or consulting services thet are
sssocisted wilh the componen! hardware
whether these services ere performed by the
component supplier or others.

The proposed rule published
November &, 1888, for public comment
contained the sdditional items “quality
assurance” " and
“meintenance” in the definition of basic
component. These Iterns bave been
eliminated from the definition based on
public comment. Eleven commentors
responding to the November 4, 1988
request for public comment stated " at
the additional items were not
clarifications, but. actually expanded

the scope of part 21 and § 50.55(e). One ‘

commentor stated that the addition of
the items to the definition of basic
component exceeded the legal suthority
granted the NRC by section 206 of the
ERA. As discussed below. the lega!
suthority provided in section 208 is not
ex

The Commission regards the
additions! items as clarificetion. The
items “analysis.” “fabrication.” and
“replacement parts” are clearly within
the scope of the present part 21. They do
no! expand the scope of part 21.

The final amendments retain the
coverage of significant quality
assurance breakdowns in § 50.55(e).
Such breakdowns in the quality
&ssurance programs maey not actually
result in a defect being created in &
basic component. However, such
breakdowns may be severe enough o
extensive enough to indicate that the
overall program is deficient 1o the extem
that the program itself represents a
defect. In such cases, these
programmatic breakdowns are
reportable as defects because they coulu
clearly have produced substantial safety
bazards. Enforcement action resulting
from reports of these quality assurance
breakdowns will be zonsistent with
ordinary enforcement policies.

Also, it should be noted that, as stated
in the current definition of basic
component in § 21.3(a){1}, “systems” are
properly considered as “basic
components.” These systems are those
systems which are safety-related
Examples nre the suxiliary feedwater
sysiem for :n.mﬁud weler reactors
and the high pressure coolant injection
system for bolling water reactors.

The Supplementary Information
sccempanying the proposed
amendments discussed the reporting of
the fire protection system and the
security system defects under part 21
Seven conunentors stated thet fire and
security systems were not safety related
systems and that the components are
purchased es commercial grade items
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Where fire arnd security systems are
not basic components, delects are not
reportable under part 21. However, lo
the extent that basic components are
involved. defects in fire protection and
security systems are reportable under
part I1 In addition, & deficiency in
either of these sysiems could produce &
reportable event under § 5072, 50.73 or
§ 73.71 even though & “basic
component” is not involved

In sddition, vendors, construction
permit bolders, and licensees are
cncovmvd to voluntarily report
potential defects in components for
these sysiems end in the systems
themse!ves.

7. Clarifying Records Retention
Requirements

Section 50.55(¢)(9) in the fina! rule and
final revisions to § 21.51 clarify the
specific records that must be maintained
and their retention period to assure
compliance with the regulations. These
include records of evaluations, including
recoeds of evaluations of deviations
which were not judged lo cause
substantial safety hazards. These
records are identical to records
currently required to be retained under
part 21 and § 50.55(e). Also, for vendors,
notifications and a list of purchasers of
basic components are required to be
retained Several commentors
responding to the request for public
commer.ts ¢*ated that the requirement
far vendo:s 1o retain a list of purchasers
of basic components for the Lifetime of
the component was impractical. The
main reascn was that vendors did not
know what happened to basic
components in licensed facilities and,
thus, did not know bow long the Lifetime
would be. Additionally, since services
are included in basic companents.
Lifetime retention requirements for these
components were difficult to implement
because the Lifetime of & service at a
licensed facility was impossible for
vendors o escertain The NRC bas
recent experience with recards review
performed as part of our regulatory
function. Based on the above, the time
period for retention of records of
Lu:duuu of basic components bas

n reduced to 10 years.

Some persons commenting on the
proposed amendments also stated tha!
the records requirements for evaluations
&nd notifications should be discussed in
more detail. The purpose of the
reguirement to retain evaluations for §
years assures that vendors, licensees.
end construction permit holders
maintain records of evaluations of
deviations which were found repartable
and also those found not reportable The
records of notifications required to be

maintained under § 21.51 are
notifications which vendors have sent
informing purchasers or licensees that a
devistion has been found and the
vendor ls unable to camplete the
substantial safety hazard evaluation.
Also based on public comments,
clarifying phras=3 have been sdded to
the records retention requirements. The
phrase, “after the date of the
evaluation™ has been added to
§ 21.51{a){1) and § 50.55(e)(8)(i1) to
clarify this requirement. The phrases
“after the date of the notification” and
“after delivery” have been added to
8§ 21.51(a)(2) and 21.51(a}{3]
respectively to clarify these
requirements.

8 Evalvation Time Limit

Under existing § 21.21{b)(2). the initial
notification of a defect or failure to
comply must be made toc the NRC within
two days of the time & director or
roeponsibie officer obtains information
on tue existence of a reportable defect.
However, the existing rule is silent
concerning the time period between the
discovery of & potential defect and the
time when an evaluation of the potential
defect should be completed. Similarly,
no deadline is established prescribing
when the director or responsible officer
must be informed of & potentially
reportable defect.

In the proposed amendments
published for public comment in
November. 1988, no amendment to part
21 was proposed to prescnbe & specific
length of time allowed for the
evaluation. However, a time period of 30
days was discussed as a reasonable
time to complele evalustions in the
Supplementary Information
accompanying the proposed
smendments published in November,
1068

The Commission is aware of 8 number
of cases where an irordinate length of
time passed between the initial
discovery of a potential defect and
when the Commission was informed of
the existence of & defect In addition,
NRC discussions held with utility
personnel indicate that they generally
believe & time limit for evaluations is
necessary to ensure that defects or
failures to comply which create
substantial safety hazards are brought
to the attention of the Commission
Also, section 208 of the ERA indicates
that the Commission should be notified
immediately of defects and failures to
comply essociated with & substantial
salety hazard. Thus, in order (o ensure
consstency in the evalustion of the less
complex issues. the finel amendments to
§ 21.21(a){(1) require that, except in
certain instances discussed below, the

evaluetion of devistions be completed
within 60 deys after the date of
discovery of the deviation. Instances of
sllowing long lapses in the evalustion
process due to administrative problems
or personuel absence must be avoided.

The final amendment to § 21.21(a)(3)
#lso requires that & director or
responsible officer be informed within §

days of completion of the
evaluation identifying existence of &
defect or failure to complz associated
with a substantial safety hazard.

Over half of the persons responding to
the praposed amendments published for
public comment were concerned with
the time limit for evaluation. Industry
comments cencerning the establishment
of @ specific time limit for evaluation
were in genersl concerned that the 30
day period was insufficient to
adequately evalaate more cumplex
issues. The commentors stated that the
time period would result in over-
reporting of issues due to lack of
adequate time for evaluation.
Additionally, seversl commentors
recommended that a reasonableness
standard should be applied which was
based on the complexity of the issue
being evaluated.

In general, the Commission believes
that most deviations should be
evaluated within 60 days. However, the
Commission agrees that there are
deviations and failures to comply which
require complex evsluations and. as
such, an evaluation might not be
completed within 60 days. When
completion of the evaluatior is not
possible within the 680-day evaluation
time limit, the amended § 21.21(b) would
require that an “interim” written report
be submitted within 80 days of the date
of discuvery. No telephonic (2 day)
notification is required for interim
reports.

The interim report mus! contain
available information about the
deviation or failure to comply describing
it and contain & statement telling when
the evaluation of the deviation or failure
to comply will be completed.

Existing § 50.55(e) (2) and (3) establish
lime frames only for reporting. The final
amendments to § 50.55(e)(1){i) would
require the holder of 8 censtruction
permit to evaluste deviations within 68U
days. As with final amendments to part
21, if completion of the evaluation is not
possible within 60 daya, the final
amended § 50.55(¢)(1}{ii) would require
that an “interim™ written report be
submitted within 60 days of the date of
discovery of the defect or failure to
comply. The final amendment to
§ 50.55(e}(1)iii) would require that a
director or responsible officer be
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informed within § working days after
completion of the evaluation identifying
& defect or failure 1o comply essociated
with @ substantial safety hazard

¥ Cther Changes

{e) For consistency with §§ 50.55(e)
and 50.73, part 21 has been changed 1o
direct correspondence to the Docoment
Control Desk with appropriate copies
Also, telephone communications have
been specifically directed to the NRC
Operations Center. In addition, in part
21, the number of copies required to be
submitted has been reduced by
eliminating copies to specific NRC
offices.

{b) Section 21.2. which sets forth the
scope of part 21 coverage, has been
revised to include part 80 facilities.

The existing rule elready applies to
part 60 licensees (as an entity licensed
to possess. use, end/or transfer within
the United States source material,
byproduct material. special nuclear
matenial, and/or spent fuel) and to those
entities that supply basic components
for an activity licensed under part 60.
The extension of part 21 to
organizations that gonstruct geologic
repositories will complete the part 21
coverage by extending it 10 all the major
activities or facilities licensed by the
Commission.

{c) Additional changes to definitions
in part 21 and § 50.2 for § 50.55(e) are
being made in response to comments
received. First, the definition of

construction” and “constructing” is
being added 10 § 50.2. This definition
was omitted from the previously
published proposed amendment

The definition of "discovery” is being
added to the regulations. The time limit
for evaluation of deviations and failures
to comply begins on the date a deviation
or failure to comply is discovered. Thus,
in order {o complete the documentation,
same evaluation mus! take place to
identify a deviation or failure to comply
Further, the discovery process is
intended to be included in the
procedures necessary to comply with
part 21 or § 50.55(¢e)

The definition of "notification” is
being edded 1o part 21 and § 50.2 for
§ 50.55(e). The purpose of this addition
is o clarify understanding that the
Commission must be notified by
vendors, construction permit holders
and licensees by letier or telephone call,
Secand party information or word of
mouth information to unspecified
members of the NRC staff does not
constitute notification

(d) In response o public comment,

§ 50.55/e)(10)(ih) was added to ensure
understanding thet recordheeping in

eccordance with § 50.55(e) satisfies the
requirements of part 21.

Environmental Impact: Categorical
Exclusion

The NRC has determined that this
regulation is the type of action described
in categorical exclusion in § 51.22(c) (1)
and (3). Therefore, neither an
environmenta) impact statement nor an
environmental essesement has been
prepared for this final regulstion.

Paperwork Reduction Act Statement

The final rule amends information
collection requirements that are subject
to the Peperwork Reduction Act of 1880
(¢4 US.C. 3501 et seq.). These
requirements were approved by the
Office of Management and Budget
epproval numbers 31500011 and 3150~
0035,

Public reporting burden for this
collection of information is estimated to
average 85 hours per part 21 response
and 85 hours per § 50.55(e) response,
including the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed. and completing and
reviewing the collection of information.
Send comments regarding this burden
estimate or any other aspect of this
collection of information. including
suggestions for reducing this burden to
Information and Records Management
Branch (MNBB-7714), U.S. Nuclear
Regulatory Commission, Washington,
DC 20555; and to the Desk Officer,
Office of Information end Regulatory
Affairs, NEOB-3018 (3150-0011 and
3150-0035), Office of Management and
Budget, Washington. DC 20503.

Regulatory Analysis

The Conunission has prepared &
regulatory analysis on the final
regulation. The analysis identifies and
examines the costs and benefits of the
final regulation and its alternatives. The
analysis is available for inspection end
copying for a fee at the NRC Public
Document Room, 2120 L Street NW.
{Lower Level), Washington, DC 20555.
Single copies may be obtained from
William R. Jones, US. Nuclear
Regulatory Commission. Washington,
DC 20555; telephone (301) 482-4442.
Regulstory Flexibility Certification

As required by the Regulstory
Flexibility Act of 1380, § U.S.C. 805(b) et
seq.. the Commission certifies that this
rule, will not have e significant
economic impact on 8 substantial
number of small entities. The revision to
§ 50.55(e) applies sclely to the holders of
construction permits issued under
§ 50.23. none of which can be

considered small entities. Although the
revision to Part 21 could potentially
affect s substantial number of small
entities {see NRC size standards
published December 8, 1885, 50 FR
50241) who supply basic components to
NRC licensees, the economic impact on
these firms is expected to be slight.
Approximately 80 percent of the 300
annual nuclear-power-plant-related 10
CFR part 21 reports have been
submitted by licensees; the remaining 20
percent have been submitted by
nonlicensee suppliers and vendors.
Section 21.2 eliminates duplicate
reporting for those organizations subject
to the defect reporting requirements, and
therefore should reduce the economic
impact on these organizations, including
small businesses.

Backfit Analysis

The Commission has determined that
the finel rule, when effective, does not
impose new safety reporting
requirements on part 50 licensees,
Therefore, @ Backfit Analysis is not
required for this final rule pursuant io
§ 50108,

List of Subjects
10 CFR Part 21

Nuclear power plants and reactors,
Penalty, Radiation protection, Reporting
and recordkeeping requirements.

10 CFR Part 50

Antitrust, Classifird information. Civu
penalty, Fire protection. Incorporation
by reference, Intergovernmenta!
relations. Nuclear power plants and
reactors, Radiation protection, Reactor
siting criteria, Reporting and
recordkeeping requirements.

For the reasons set out in the
Preamble and under the suthority of the
Atomic Energy Act of 1854, as amended.
the Energy Reorganization Act of 1874,
as amended. and 5 US.C. 552 and 553,
the NRC is adopting the following
amendments 1o 10 CFR parts 21 and 50.

PART 21-—-REPORTING OF DEFECTS
AND RONCOMPLIANCE

1. The authority citation for part 21
continues to read as foliows:

Authority: Sec. 181, 68 Statl 848 as
amended. sec. 234, 83 Stat 444, a8 amended
(42 US.C 2201, 2262); secs 201, &8 amended.
208, B8 Stal 1242, se amended, 1246 (42 US.C.
5641, 5646

Section 212 slso lssued under secs 145,
141, Pub. L. 7425 98 Stat 2232 2241 (42
USC 10155 10181).

For the purposes of sec. 223 88 Ste! 858 es
amended (42 US.C 2273}, §§ 216 21.21{s)
and 21.31 are issued under sec. 16815, 68 Sta!
948, as emended (42 US C. 2201(b)) and
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§3 2121 2141 and 21.51 are issued under sec.
1670, 68 Stal. 950, as amended (42 USC
2201(0))

Section 21.2 is revised to read as
follows:

§212 Scope.

(#) The regulations in this part apply,
except as specifically provided
otherwise in parts 31, 34, 35 39, 40, 60,
€1, 70, or part 72 of this chapter, 1o each
individual, partnership, corporstion, or
other entity licensed pursuant 1o the
regulstions in this chapter to possess,
use, or transfer within the United States
source material, byproduct material,
special nuclear material, and/or speat
fuel and high level radicactive waste, or
to construct, manufacture. possess, own,
operate or transfer within the United
States, any production or utilization
facility or independent spent fuel
storage installation (ISFSI) or monitored
retrievable storage installation (MRS}
and to each director and responsible
officer of such a licensee. The
regulations in this part apply also to
each individual, corporation,
parinership or other entity doing
business within the United States, and
each director and responsible officer of
such organization, thet constructs a
production or utilization facility licensed
for manufacture, construction, or
operation pursuant to part 50 of this
chapter, an ISFS! for the storage of spent
fuel licensed pursuant to part 72 of this
chapter, a MRS for the storage of spent
fuel or high level radioactive waste
pursuant to part 72 of this chapter, or a
geologic repositary for the disposal of
high-level redioactive waste under part
80 of this chepter: or supplies basic
components for & faclity or activity
licensed. other than for export, under
parts 30, 40, 50, 80, 81. 7. 71, or part 72 of
this chapter.

(b) For persons licensed to construct a
facility under & construction permit
issued under § 50.23 of this chapter,
evaluation of potential defects and
failures to comply and reporting of
defects and failures to comply under
§ 50.55(e} of this chapter satisfies each
person’s evaluation, notification. and
reporting obligation to report defects
and failures to comply under this part
and the responsibility of individual
cdirectors and responsible officers of
such licensees to report defects under
section 206 of the Energy Reorganization
Act of 1974,

(¢] For persons licensed to operate &
nuclear power plant under pert 50 of this
chapter, evaluation of potential defects
and appropriate reporting of defects
under §§ 50.72, 50.73 or § 73.71 of this
chepter satisies each person's
evaluation, notification. and reporting

cbligation to report defects under this
part and the responsibility of individual
directors and responsible officers of
such licensees to report defects under
section 208 of the Energy Reorganization
Act of 1974

{d) Nothing in these regulations
should be deemed tc preclude either an
individual. @ manufacturer, or a supplier
of & commercial grade item (see
# 21.3{a-1)) not subject to the
regulations in this part from reporting to
the Commission, & known or suspectad
defect or failure to comply and. as
suthorized by law. the identity of
anyone so reporting will be withheld
from disclosure. NRC regional offices
and headquarters will accept collect
telephone calls from individuals who
wish to speak to NRC representatives
concerning nuclear safety-related
problems. The location and telephone
numb :rs of the five regions (answered
during regular working hours), are listed
in appendix D to part 20 of this chapter.
The telephone number of the NRC
Operations Center (answered 24 hours 8
day—including holidays) iv (301) 951~
0550.

3. In §21.3 paragraphs (h) through ()
are redesignated as persgraphs [j)
through (n); paragraph (g) is
redesignated as paragraph (h): new
paragraphs (g) and (i) are added; and
paragraphs (a){3) and (c}, and newly
redesignated (%) and (j) are revised to
read es follows:

§21.3 Definltions.

- -

(.) - Ll .

(3) In all cases. basic companent
includes safety related design. analysis,
inspection, testing, fabrication,
replacement parts. or consulting
services that are gssociated with the
component hardware whether these
services are performed by the
component supplier or others.

. - - - -

(c) Constructing or construction
means the analysis. design,
manufacture, fabrication, placement,
ercction, instalistion, modification,
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 sre safety related.

(8] Discovery means the completion of
the documentation first identifying the
existence of a deviation or failure to
comply potentially associated with &
substantial safety hazard within the
evaluation procedures discussed in
§ 2121 (a)

(b} Evaluation meens the process of
determining whether a particular
deviation could creete a substantial
hazard or determining whether a failure
to comply is associated with &
substantial safety hazard.

(i) Notfication meanas the telephonic
communication to the NRC Operations
Center or written transmittal of
information to the NRC Document
Control Desk,

(i) Operoting or operction means the
operation of a facility or the conduct of
& licensed activity which is subject to
the lations in this part and
con::f;m services related to operations
that are safety related.

4. Section 21.5 is revised 1o read as
follows:

§21.5 Communicstions.

Except where otherwise specified in
this part. all written communications
and reports concerning the regulations
in this part must be addressed to the
Document Control Desk, U.S. Nuclear
Reguletory Commission, Washington,
DC 20555. In the case of a licensee. a
copy must also be sent to the
appropriate Regional Administrator at
the address specified in appendix D to
part 20 of this chapter.

5.1n § 21.21, paragraph (b)(1) is
redesignated (c){1). paragraphs (b}(2}
through (b)(4) are redesignated [c)(3)
through {c)(5); paragreph (¢} is
redesignated (d): new paragraphs (b)
and(c}{2) are added: and the section
heading and paragraphs (8), and newly
designated (c)(1). (c)(3) and (d) are
revised to read as follows:

§21.21  Notification of tafllure to comply or
existence of & defect and its evaluation.

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

(1) Evaluate deviations and failures to
comply to identify defects and failures
to comply essociated wilh substantial
safety hazards as soon as practicable,
and, except as provided in paragraph
(a)(2} of this section. in all cases within
60 days of discovery, in order to identify
a reportable defect or failure to comply
that could create s substantial safety
hazard, were it to remain uncorrected,
and

(2] Ensure that if an evaluation of an
identified deviation or failure to comply
potentialiy sssociated with a substantial
safety hazard cannot be completed
within 80 days from discovery of the
dewviation or failure to comply. an
interim report is prepared and submitted
to the Commission through a director or
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responsible cificer or designated person
as discussed in § 21.21(c}(5). The interim
report should describe the deviation or
failure to comply thet is being evaluated
and should also state when the
evaluation will be completed. This
interim report must be submitted in
writing within 60 days of discovery of
the deviation or failure to comply.

{3] Ensure that a director or
responsible officer subject 1o the
regulations of this part is informed as
soon as practicable, and. in all cases,
within the 5 working days efter
completion of the evaluation described
in § 21.21(a)(1) or § 21.21(a)(2) if the
construction or operation of a facility or
activity, or & basic component supplied
for such facility or activity—

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

(ii) Contains a defect,

(b} If the deviation or failure to
comply is discovered by a supplier of
basic compenents or services
associated with basic components, end
the supplier determines that it does not
bave the capability 1o perform the
evaluation to determine if a defect
exists, (en the supplier must inform the
purchasers or affected licensees within
five working days of this determination
s0 that the purchasers or affected
licensees may evaluate the deviation or
failure 10 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 obtains information reasonably
indicating @ failure to comply or a defect
affecting—

{i) The construction or operation of a
fecility or en activity within the United
States that is subject to the licensing
requirements under parta 30, 40, 50, 60,
61, 70, 71, or 72 of this chapter and thet
is within his or her organization’s
responsibility: or

(1) A basic component that is within
his or her organization's responsibility
and is supplied for a facility or an
activity within the United States that i»
subject to the licensing requirements
under parts 30, 40. 50, 80, 61, 70, 71, or 72
of this chapter

(2} The notification to NRC of & failure
to comply or of & defect under
paragraph {c)(1) of this section and the
evaluation of & 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 actual
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 must be made as
follows—

(i) Initia! notification by facsimile,
which is the preferred method of
notification, to the NRC Operations
Center at 301-492-8187 or by telephone
8t 301-851-0550 within two days
following receipt of information by the
di-ector or responsible corporate officer
under paragraph (8){1) of this section, on
the identification of a defect or & failure
to comply. Verification that the facsimile
hes been received should be made by
calling the NRC Operetions Center. This
peragraph does not apply to interim
reports described in § 21.21(a)(2).

(i) Written notification to the NRC at
the address epecified in § 21.5 within 30
days following receipt of information by
the director or responsible corporate
officer under paragraph (8)(3) of this
section, on the identification of a defect
or & failure to comply.

(d) Individuals subject to this part
may be regluired by the Commission to
supply additional information relsted to
a defect or failure to comply,
Commission action to obtain sdditional
information may be based on reports of
defects from other reporting entities.

€. Section 21.51 is revised to read as
follows:

2151 Maintenance and inspection of
recorda.

(e} Esch individual, corporstion,
partnership, or other entity subject to
the regulations in this part mus! prepare
and maintain records necessary to
eccomplish the purposes of this part,
specifically—

{1) Retain evaluations of &l
deviations and failures to comply for a
minimum of five years after the date of
the evaluation:

{2) Suppliers of basic components
must retain any notifications sent 1o
purchasers and affected licensees for a
minimum of five years afier the date of
the notification.

(3) Suppliers of basic components
must retain a record of the purchasers of
basic components for 10 years after
ielivery of the basic component or
service associated with a basic
component.

{b) Each individual, corporation,
partnership, or other entity subject to
the regulations (n this part must afford
the Commission, &t all reasonable times,
the opportunity to inspect records
periaining 1o basic components that
relate to the discovery, evaluation. and
reporting of deviations. failures to
comply and defects, including any
edvice glven to purchasers or licensees
on the plucement, erection. installation,

opersiion, meintenance, modification, or
inspection of a basic compenent,

PART 50—~DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACILITIES

7. The suthority citation for part 50
continues to read as follows:

Autbority: Secs. 102, 103, 104, 105, 181, 182,
183, 186, 188, 68 Stat. 936, 837, 35, 948, 953,
054, 955, 056, as amended, sec. 234 63 Sial
1244, o0 amended (42 US.C. 2132 2133, 2134,
2138, 2201, 2232, 2233, 2236, 2236. 2282} secs
201, a8 amended. 202, 206, 88 Stst 1242 as
amended. 1244. 1246 (42 US C. 5641, 5642,
5844).

Section 50.7 &lso issued under Pub. L. 95~
601, sec. 10, 62 Stet. 2651 (42 US.C s851).
Section 50.30 alsc ixsued under secs. 101, 185,
68 Stat 804, 825, as amended (42 US.C. 2131,
2235). sec. 102, Pub. L 91-190, 83 Stat 653 (42
US.C 4332). Sections 50.13, 50.54(dd). end
50.103 also isaued under sec. 108 68 Stat. 839,
as amended (42 US.C. 2138). Sections 50.23,
5035, 50 55, and 50.56 alao lssued under sec.
185, 68 Stat. 955 (42 US.C. 2235} Sections
50.33s. 50.55a, and Appendix Q also issued
under sec. 102, Pub. L. €1-190, 83 Stat. 853 (42
U.S.C €332). Sections 50.34 and 50.54 zlso
issued under sec. 204, 88 Stal. 1245 (42 USC
5844). Sections 50.56, 50 91, and 50.62 also
issued under Pub L 97-415. 96 Stat. 2073 {42
118.C. 2230). Section 50.78 also issued ander
sec. 122, 68 Stat. 930 (€2 US.C. 2152) Sections
50.80 through 50.81 aisc lssued under sec. 184,
68 Stul. 954, a3 amended (42 US C 2234).
Appendix F also issved under sec. 187, 68
Stat. 855 (42 US.C 2237)

For the purposes of sec. 223 88 Stat ¢5% as
amended (42 US.C. 2273); §§ 5046 (&) and
{b). and 50.54(c) are lssued under sec. 181h,
1611 and 1810, 68 Stat. S48, s amended (42
US.C 2201(b]). §§ 50.7(a). 50.10{e }{c}, $0.34
{a) and [e). BO.44(a}<{c). 50.48 (a) end (b).
50.47(b), 50.48 (a). (c). (d). and (e). 50 49{a),
50.54 (a). (). (I)1), (Y{n), (p). (q). (1). [v}. and
{y). 80.55(1), 80.55a(a), {c}{e). (g). and (h).
50.58{c). 50.80(e}. 50.82(c), 50 64(b). and 50 80
(a) and [b) &re issued under sec 1811 68 Stat.
949, as amended (42 US.C. 2201(1)): and
84 50.48 {d). (b). and (j). 50.54 (w), {z). (bb),
{cc), and (dd). 50.55(e). 80.59(b), 50.61(b),
50.82(b). 50.70(s), 50.71 (a)-{c) and {e).
80.72{s). 50.73 (a] and (1), 50.7¢. 50.76, and
5090 are issued under sec 181c. 68 Siat 850,
#s amended (42 US.C. 2201(0))

8. Section 50.2 {s amended by adding
the (ollowt:g definitions in alphabetica)
order to read as follows:

§ 502 Definitions

Basic component meanas, for the
purposes of § 50.55(e) of this chapter:

(1) When spplied to nuclear power
reactors. any plant structure, system,
component. or part thereof necessary to
assure

fi) The integrity +f the reactor coolant
pressure boundery.
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{ii) The capability to shut down the
reactor and maintain it in » safe
shutdown condition, or

{1ii) The capability to prevent or
mitigate the consequences of accidents
which couid result in potential offsite
exposures comparable to those referred
to in § 100.11 of this chapter.

{2) When applied 1o other types of
facilities or portions of such facilities for
which construction permits are issued
under § 50.23, @ component, structure,
system or part thereof that s directly
Emcund by the construction permit

oider for the facility subject to the
regulations of this part and in which &
defect or failure to comply with any
applicable regulation in this chepter,
order, or license issued by the
Commiasion could create a substantial
safety hazard,

(3) In all cases, bosic component
includes safety related design, analysis,
inspection, testing, fabrication,
replacement parts, or consulting
services that are associated with the
component hardware, whether these
services are performed by the
component supplier or other supplier.

Construction or constructing means,
for the purposes of § 50 55(¢), the
analysis. Cesign, manufacture,
fabrication, quality assurance,
placement, erection, installation,
modification, inspection, or testing of &
facility or activity which is subject to
the regulations in this part and
consulting services related to the facility
ot activity that are salety related.

Defect means, for the purposes of
§ 50.55(¢) of this chapter:

{1) A deviation in a basic component
delivered to a purchaser for use in &
facility or activity subject to 8
construction permit under this part, f on
the basis of an evaluation. the deviation
couid create a substantial safety hazard:
or

{2) The installation. use, or operstion
of e basic component containing, &
defect as defined in paragraph (1) of this
definition; or

{3) A deviation in = portion of a
facility subject to the construction
permit of this part provided the
deviation could, on the basis of an
evaluation. create a substantial safety
hazard.

Deviation means, for the purposes of
§ 50 55(e) of this chapter, a departure
from the technical or quality sssurance
requirements defined in procurement
documents, safety analysis report,
construction permit, or other documents
provided for basic components installed

in a facility subject to the regulations of
this part

Director means. for the purposes of
§ 50.55(e) of this chapter, an individual,
appointed or elected according to law.
who is authorized lo manage and direct
the affairs of & corporation, partnership
or other entity.

Discovery means. for the purposes of
§ 50.55(e) of this chapter, the completion
of the documentation first identifying
the existence of & deviation or failure to
comply potentially associated with a
substantial sefety hazard within the

evaluation procedures discussed in
§ 50.55(e)(1).

Evaluation means, for the purposes of
§ 50.55(e) of this chapter, the process of
determining whether a particular
deviation could creete a substantial
safety hazard or determining whether a
failure to comply is associated with a
substantial safety hazard

Notification means the telephonic
communication to the NRC Operations
Center or written transmittal of
information to the NRC Document
Control Desk.

Procurement document means, for the
purposes of § 50.55{e) of this chapter, a
contract that defines the requirements
which facilities or basic components
must meet in order to be considered
acceptable by the purchaser.

Responsible officer meana, for the
purposes of § 50.55(¢) of this chapter, the
president, vice-president, or other
individual in the organization of a
corporation, partnership, or other entity
who is vested with executive authority
over activities subject to this part.

Substantial safety hazard means, for
the purposes of § 50.55(e) of this chapter,
a loss of safety function to the extent
that there is & major reduction In the
d=gree of protection provided to public
health nng safety for any facility or
activity authorized by the construction
permit issued under this part

9. In § 50.55, paragraph (e] is revised
to read as follows:

§ 5055 Conditions of construction
permits,

(e)(1) Each individual, corporation,
partnership, or other entity holding &
facility construction permit subject to
this part must adopt appropriate
procedures to—

{i} Evaluate deviations and failures to
comply to identify defects and fallures

to ly associsted with substantial
umlurdn as soon as practicable,
and. except as provided in paragraph
{e){(1)(ii) of this section, in all cases
within 80 days of discovery. in order ‘o
identify & reportable defect or failure to
comply that counld create a substantial
safety hazard, were it to remain
uncorrected.

(ii) Ensure that if an evaluation of an
identified deviation or failure to comply
potentially associated with a substantial
salety hazard cannot be completed
within 60 days f-um discovery of the
deviation or failure to comply, an
interim report is prz:uud and submitted
to the Commission through a director or
responsible officer or designated person
as discussed in paragraph (e)(7) of this
section. The interim report should
describe the deviation or failure to
comply that is being eveloated 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
failure to comply.

{iii) Ensure that a director or
responsible officer of the holder of &
facility construction permit subject to
this part is informed as soon as
practicable, end. in all cases, within the
5 working days after completion of the
evaluation described in paragraph
{e)(1){i) or (e){1}{ii) of this section, if the
construction of & facility or sctivity, or a
basic component supplied for such
facility or activity—

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

(B) Contains a defect, or

{C) Undergoes any significant
breakdown in any portion of the quality
sssurance program conducted pursuant
to the requirements of & dix B to 10
CFR part 50 which ~ould have produced
& defect in & basic com nt Such
breakdowns in the quality sssurance
program are reportable whether or not
the breakdown actually resulted in &
defect in & design approved and
released for construction or instaliation.

(2) The holder of a facility
construction permit subject to this part
who obtains informstion reasonably
indicating that the facility fails to
comply with the Atomic Energy Act of
1954, as amended, or any epplicable
rule, regulation, order, or license of the
Commission relating 1~ a substantisl
safety hazard musi notify the
Commission of the failure to comply
through a director or responsible officer
or designated person as discussed in
paragraph (e)(7) of this section.
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{3} The hoider of & facility
construction permit sablect to this part
who obtains information reasonably
indicating the existence of any defect
found in constrocthon or any defect
found in the final design of & facility as
approved and released for construction
must notify the Commission of the
defect through o director or responsible
tfficer or designated persor as
discuseed in paragraph (e)(7) of this
section.

{4) The holder of a facility
construction permit subject to this part
who obtains information reasonably
indicating that the quality assurance
program has undergone any significant
breakdown discussed in paragraph
(eX1){u}{C] of this section must potify
the Commission of the breskdown in the
quelity essurance progrem through &
director or responsible officer or
designated person as discussed in
paragraph (e)(7) of this section.

(5} The notification requirements of
paregraphs [e)2). (e)(3). end (e}{4]} of
this section apply to all defects and
failures to comply associated with &
substantial safety hazard regardiess of
whether extensive evaluation, redesign,
or repeir is required to conform to the
criterie and bases stated in the safety
anafysis report or construction permit.
Evaluation of pot mtial defects and
failures to comp'y and reporting of
defecte und failures to comply under this
section satisfies the construction permit
holder's evaluation and notification
obligedons under part 21 of this chapter
ond. satisfies the responsibility of
individual directors or responsible
officers of hoiders of construction
permits issued under § 50.23 of this
chapter to report defects, and failures to
comply associated with substantial
safety haxards under section 208 of the
Energy Reorgenization Act of 1974

(8) The notfication required by
paragraphs ()(2), (e)(3} and (e}4) of
this section mus! consist of—

{1) Initial notification by facsimile,
which is the preferred method of
notification, to the NRC Operstions
Center at 301-492-8187 or by telephoge
a1 301-851-0550 within two days
following receipt of information by the
director or responsible corporate officer
under paragraph (e)(1)(iii) of this
section, on the identification of a defect
or a fallure 10 comply. Verification that
the facaimile has been received should
be made by calling the NRC Operations
Center. This paragraph does oot apply
to interim reports described tn
paragraph (e){1)(ii)

{ii) Written notification submitted to
the Document Control Desk, U S, s
Nuclear Regulatory Commission.
Washington, DC 20855, with » copy to

the appropriate Regional Admimstrator
&1 the address specified in appendix D
to part 20 of this chapter and 8 copy to
the appropriate NRC resident inspector
within 30 daye following receipt of
information by the directour or
responsible corporate officer ender
paragraph (e){1){iii] of this section, on
the identification of & defect or faikure to

comply.

(7) The director or responsible officer
may suthorize an mdividua! to provide
the notification required by this section,
provided that this must not relieve the
director or responsible officer of his or
her responsibility under this section.

{8) The written notification required
by paragraph (e)[8)(ii) of this section
must clearly indicate that the written
notification is being submitted under
§ 50.55(e} and include the following
information, to the extent known-—

(i) Name and address of the individual
or individuals informing the
Commission

(i3} Identification of the facility. the
activity, or the basic component
supplied for the facility or the activity
within the United States which contams
a defect or fails to comply.

{1i1) Identification of the firm
constructing the facility or supplying the
basic component whick fails to comply
or contains a defect.

(iv) Nature of the defect ar fallure to
comply and the safety hazard which is
created or could be created by such
defect or failure to comply

(v) The date on which the information
of such defect or failure to comply was
obtained.

{vi) In the case of a basic campanent
which contains & defect or fails to
comply, the number and location of all
the components in use at the facility
subject to the regulations in this part.

(vii) The corrective sction which has
breen, is being. or will be taken; the
rarve of the individual or organization
responsible for the action: and the
length of time that has been or will be
taken to complete the sction.

(vili) Any sdvice related to the defect
or failure %o comply about the facility,
activity, or besic component that has
been, ls being, or will be given to other
entities.

{8} The holder of & construction permit
mus! prepare and maintain records
necessary to accomplish the purposes of
this section, specifically —

(i) Retain procurement documents.,
which define the requirements that
facilities or basic components must meet
in order to be considered acceptable, for
the lifetime of the basic component.

(i) Retain evaluatians of all
deviations and failures to comply for a
minimurn of five years

fiii) Maintaining records in
accordance with this section satisfies
the congiruction permit holders
recordkeeping cbligetions under part 21
of this chepter. The recordkerping
obligations of responsible officers end
directors ander part 21 of this chapter
are met by recordkeeping in accordance
with this section.

(10) The requirements of this
§ 50.55(e) are satisfred when the defect
or failure to comply associated with a
subsiantial safety hazard has been
previously reported under Part 21 of this
chapter or under § 73.71 of this chapter
under § 50.55(e) or § 50.73 of \his part.
For holders of construction permits
issued pricr to October 29, 1991,
Evaluation, reporting and recordkeeping
requirements of § 50.55(e) may be met
by complying with the comparahle
requirements of Part 21 of this chapter.

Dated at Rockville, Md, this 24th day of
July. 3991

For the Nuclear Regulatory Commiasion.
Samuel | Chilk,
Secretary of the Commrssion.
[FR Doc. 91-179094 Filed 7-30-91, 845 am]
BILLMG SO0 THI0-01-8

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration
14 C¥R Parts 21 and 25

[Docket No. NW-53; Special Conditions No.
25-ANM-45]

Specinl Condiions: British Aerospace
Public Limited Company Mode! 4100
Alrplane, Msin Cabin Alsie

Arrangement

agEwcy: Federal Aviatian
Admunistretion (FAA)L DOT.

AcTion: Final special conditions.

SUMMANRY: These special conditions are
issued for the British Aerospace, Public
Limited Company (BAe), Model 4100
airplane. This girplane will have a sovel
or unusual design feature associated
with the main cabin aisle arrengement
The sppliceble airworthiness
regulations do mot contain adequate or
appropriate safety standards for thie
particuler design feature. These special
conditions contain the additional safety
standards which the Administrator finds
necessary 1o establish a level of salety
equivalent to that established by the
airworthivess standards of part 25 of the
Feders! Avistion Regulations [FAR)

EFFECTIVE DATE: August 30, 1991




