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January 21,1994

~

i

,.

Mr. Rod Thomas .

c/o Dresser Industrial 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 s50.55(e). Second is a copy of a more readable version of 10 CFR 21.

'

As we discussed, this is not the latest revision.

If I 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:
PDR. .
DCD/ Central File -
ROAB R/F
W. IIaass, NRR
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UNITED STATES NUCLEAR REGULATORY COMMISSION
RULES and REGULATIONS

TITLE 10. CHAPTER 1. CODE OF FEDERAL REGULATIONS - ENERGY
- - -

21.1

21.3(a)

PART
21 REPORTING OF DEFECTS AND NONCOMPLIANCE

GswaaAc Paonarons
bec- safety hazards or (b) that 1.he facility, and failures to comply under this part
2L1 PurP* activity, or basic component suppued and the responsibility ofindividual

N Nth to such facility or activity contains de- directors and responsible ofHeers of: iecta, which could create a substantial
21.4 Interpretauona. attety hazard, to immediately notify such licensees to report defects under

the Commiexfon of such is.11ure to section 206 of the Energy Reorganization2LS Communicauona. E
21.s Posuns requirementa. Act of t974.
2L's Exemouona. .t comply or such defect, unless he has (c) For persons licensed to operate aactual knowledge that the Commission
23.a taformselon couecuon requireawets: has been adequately informed of such nuclear power plant under pan 50 of thisO M sappron t

defect or failure to comply. chapter, evaluation of potential defects
Nortricarrow and appropdate reporting of defects

,

2L2 % under ii 60.72,50.73 or 173.71 of this> 21.2I Nordena of inaure to mmpty or *

cusuoce of a dc&xs and its evaluation. ( e ti s part apply, chya ter satisfies each person'se ua8 . nothadon, and repo&gP* * * **" # # ~ ''
,

otherwise in parts 31. 34. 35,39. 40,00, obligation to report defects under this
21.21 Procurement documents. et. 70, or art 72 of this chapter, to each part and the responsibuity of individual

I8'arsera. Raonana
Inspections. the atity 11 need purs to e e re e un er

> 21.4121.51 Maintenance andinspection ore regulations in this chapter to possess, section 206 of the Energy Reorgan!zation
use, or transfer within the United States Act of1974.

Enroacawr -

source ma tedal, byproduct material. 9" (d)Nothingin these regulations '

21.e1 Panure to nottry. special nuclear matedal, and/or spent M should be deemed to preclude either an
fuel and high level radioactive waste, or E indhidual, a manufacturer, or a supplier

Authority: Sec. lat. so Stat. 944 as to construct, manufacture, possess, own, E of a commercialgradeitem(see .

i

emiended. ac. ut, s3 Stet,44, as amended operate or tzansfer within the United i 21.3(s-1)) not subject to the
(42 USC 22. 2282k esca. M. as amended, States, any production or utilization regulations in this part from reporting to
20s, se Stat.1242 as amended.1240 (42 UAC facility orindependent spent fuel the Commission, a known or suspected

storage installation (15FSI) or monitored defect or failure to comply and, as
.2 also lasued under seca. 125.141, retrievable storage installation (MRS): authodzed by law, the identity of-

U Pub. L B7-425,96 Stat. 2232,2241 (42 USC and to each director and responsible anyone so reporting will be withheld;i 10155.10181). officer of such a licensee.ne from disclosure. NRC regional offices
For the purposes of sec. 271 es Stat. osa. as regulations in this part apply also to and headquarters will accept collect

c'
h emended (42 USC 2273h Ii 21A,21.21(a) each individual, corporation, tele hone calls from individuals whoend 21.21 are tsaued under sec. sath, se Stat. artnership or other entity doing win to speak to NRC representatives948, as amende A (42 USC 220t(bit and usiness within the United States, and concerning nuclear safety-related fiI 21.21. 21.41 and 21.31 are taused under sec- E each director and responsible ofBcer ofproblems.De location and telephone Iteto. 64 Stat. 95cL as amended (42 UAC 8 such organization, that constructs a numbers of the five regions (answered !'S

, $ production or utilization facility licensed dudng regular workhtg hours), are listed
_,, 3 for manufacture, construction. or in appendix D to part 20 of this chapter. I

i

Omnus. Paovisiones operation punuant to part 50 of this The telephone number of the NRC j
j 21.1 % e. chapter, an ISFSI for the storage of spent Operations Center (answered 24 hours a jfuellicensed pursuant to part 72 of this day- -. including holidays) is (301) 951-

|The regulations in this part estab-
chapter, a MRS for the storage of spent 0550.lish procedures and requirements ior fuel or highlevel radioactive waste Z {tmplernentation of section 206 of the (Energy Reorganization Art of 1974. pursuant to part 72 of this chapter or s 8 21.3 Definitions. ITh*t section requires any individual hcologic repository for the disposal of '

director or responsible officer of a gh. level radioactive waste under part "'# 'E
firtu constructing, owning. operating 60of this chapter;orsupplies basic (aX1) " Basic mmportertt.** when ap--

cr supplying the components cf any components for a fac@y or sMy plied to nuclear power reactors means
facility or activity which is licensed or licensed. other than for export. under a plant structure, systern, cornponent
oth:rwise regulated pursuant to the parts 30,40,50,00,61. 70,71, or part 72 of or part thereof necessary to assure (Dc

I Atomic Energy Act of 1954, as s. mend- this chapter, e the integTtty of the reactor coolant
* ed, or the Energy Reorganization Act (b) For persons licensed to construct a i pressure boundary (1D the capabtllty
I of 1974, who obtains infortnation rea- facility under a construction permit E lt in a safe shutdown condition, or ttill

an to shut down the reactor and maintain
cortbly indicating: (a) That the facill- issued under i 50.23 of this chapter, t; the capability to prevent or rnitigate'y. activity or basic component sup, evaluation of potential defects and.

plied to such fac!!ity or activity falls to failures to comply and reporting of the consequences of accidents which
comply with the Atomic Energy Act of defects and failures to comply under

could result in potenttal ofIsite expo.
aures comparable to those referred to1954, t.s arnended, or any applicable l 50.55(e) of this chapter satisfies each in i 100.11 of this chapter.rule, regulation, order, or !! cense of person *s evaluation. notification. end (2) *'Basac component." s hen appitedthe Commir.slon relating to substantial reporting obligation to report defects to other f acilities and when applied to

71.1 +_ _ _ - . - -
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2 W a) PART 21. REPORTING OF DEFECTS AND NONCOMPLIANCE
r s.,

other activities lleensed punuant to
Parts 20, 40, 50. 60. 61. 70. 71, or 72 of (2) The installation, use, or oper. (m) " Substantial safety hazard'' means [ ',

this chapter, sneans a component, ation of a basic component containing a loss of safety function to the extent *

I structure, system or part thereof that a defect as defined in paragraph (dX1) that there is a major reductionin the
of this section;or degree of protection provided to public% is d!rectly procured by the licensee of (3) A deviation in a portion of a fa- health and safety for any facility or

y a facility or activity subject to the reg.ulations in this part and in which a cility subject to the construction - activitylicepsed. cther than for emport,
a
; defect (see 121.3(d)) or fanure to penn!t or manufacturing licensing re- 8 pursuanttoparts 30. 40. 50. 60, a t *

comply with any applicable regulation quirements of Part 50 of this chapter g FQ,y1.or y2 of this chapter.
in this chapter, order. or license issued provided the deviation could on the c

basis of an evaluation. create a sub- %by the Commission could create a suts stantial safety hazard and the portion 3*

-stantial safety ha. card (see 121.3(k)). of the facility containing the deviation
has been offcred to the purchaser for (n) " Supplying" or " supplies" means

(3)In allcases basiccomponent --

includes safety related design, analysis. j"#C'Dt'8C';" contractually responsible for a basic
component used or to be used in a fa-

$ inspection, testing, fabrication. ~

(4) A condition or circumstance in. cility or activity which is subject to"
M replicement parts. orronsulting ~ volving a basic component that could the regulations in this past.
E sIrvices that are assocsated with the " contribute to the exceeding of a safety

-

g component hardware whether these limit, as defined in the technical spect-
-

services are performed by the fications of a license for operation ~

L component supplier or others, issued pursuant to Part 50 of this i 11.4 Interpretations.
Except as specifically authorized by,

(4) A commercialgrade item is not a ( beviation" means a departure -
part of a besic component until after from the technical requirements in : me Comm%n in wrmng, no inter-= pntauon M me meaning M me regw
dedication (see 121.3(o-1]). cluded in a procurement document lacons in mis part W any o cer wg

(see l 21.3(1)). D(e-1) * Commercial grade ttem" meene (f) " Director" means an individual. I *g*an te a by 2an item that is (1) not subject to design
or specificatfort requirements that are appointed or elected mocording to lair. General Counsel will be recognized to

*

who is authorized to manage and be binding upon the Commluton.unique to facilities or activities IIcensed direct me adah M a corporadon.
7 pursuant to Parts 30. M 50, M68.70, y1. or partnership or other enuty. In me -

6 y2 of this chapter and(2)usedla case d an inMdual proprietortW. ,_

$ rpplications oth< r than faci!!!!cs or
cc ~di"Ct r~ me*A8 ** 18Mdu'l- bl21.s conmascetsma.activities licensed pursuant to Parts 30. Except where otherwise specified in_

M 50. 80.61.70, y1Jr 72 of this chapter -

this part, all written communications .'
and (3) to b, ordered from th' > (g) Discovery means the completion of
manufacter/ supplier on the bests of the documentation first identifying the and reports concerning the regulations

spectfications set forth in the existence of a deviation or failure to
= in this part must be addressed to the

manufacturer's published product comply potentially associated with a N Document ControlDesk.U.S. Nuclear
description (for eaample a catalog). substantial safety hazard within the g Regulatory Commission. Washington.

e DC 20$55. In the case of a licensee, a
evaluation procedures discussed in

* copy must also be sent to the-

E I 21.21. (a). appmpriate Regional Administrator at
3 (b) " Commission" means the Nucle. the address specified in appendix D to
E as Regulatory Commiuton or its duly

(h) Evoluation means the process of part 20 of this chapter.
L authorized representatives. determining whether a particular _*

deviation could create a substantial _

hazard or determintng whether a failure gn> (c) Constnicting or constructe.n
muns the analysia, design to comply is associated with a (a) Each individual, partnership, cor-

.- mmufacture, fabrication, p'lacement, substantial safety hazard. poration or other entity subject to the8 arection, installation, modification, (po(i on means the telepWe regulations in this part, shall post cur.
8 inspection, or testing of a facility or

g; communication to the NRC Operations rent copies of the following documents
E ectivity which is subject to the Center or written transmittal of in a conspicuous posidon on any prem-
3 regulations in this part and consulting ini nnsdon to the NRC Document tses, within the United States where

services related to the facility or activity { ControlDesk. the activities subject to this part are
thst are safety related. E 0) Operating or operation means the conducted (1) the regulations in this'

- operation of a facility or the conduct of part. (2) Section 206 of the Energy Re.
a licensed activity which is subject to - organization Act of 1974, and (3) pro-

cedures adopted pursuant to the regu-
% the regulations in this part and

: lations in this part(c-1) * Dedication" of a commercial consulting services related to operations (b) If posting of the regulations in8
; grade item o urs after receipt when thst are safety related.

thr.t item is dealsnated for use sa a this part or the procedures adopted*

O pursuant to the regulations in thisa
basic component,.

O N " Procurement document" means part is not practicable, the licensee or
{ a contract that defines the require- firm subject to the regulations in this

ments which facilities or basic compo- part may, in addition to posting sec-~

nenta must meet in order to be consid- tion 206, post a notice which describes
(d) "Def ect" means-
(1) A devtation (see i 21.3(en in a ered acceptable by the purchaser. the regulations / procedures. Includine

; basic component delivered to -a pur- ID " Responsible officer" means the the name of the individual to whor
; haser for use in a facihty or an actM. president, vice-president or other indi- reports may be made. and states whet
a c
[ ty subject to the regulations in this vidual in the organization of a corpo- they rnay be exarnined.

part if on the basis of an eva.luation ration, partnership, or other entity (c) The effective date of this section
* tsee 121.3(gn, the deviation could who ls vested with executive authority has been deferred untti January 6

create a substantini safety hazard; or over activities subject to this part. 1978.

-.
,

- -
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21.21(d)
PART 21 * REPORTING OF DEFECTS AND NONCOMPLIANCE

Exemptions. (3) Ensure that a director or { has been received should be made by
f 5 21.7The Commhsfon may, upon applica. responsible officer subject to the calling the NRC Operations Center. This

S tion of any interested person or upon regulations of this part is informed as paragraph does not apply to interim
-

Its own initiative, grant such exemp. soon a s practicable, and, in all cases, reports described in 121.21(a)(2).
tions from the requirements of the within the 5 working days after (ii) Written notification to the NRC at

",, regulations in this part as it deter- completion of the evaluation described the address specified in 121.5 within 30
mines are authorited by law and will in i 21.21(a)(1) or i 21.21(a)(2)if the days following receipt ofinformation by*

not endanger life or property or the construction or operation of a facility or the director or responsible corporate
common defense and security and are activity, or a basic component supplied officer under paragraph (a)(3) of this
otherwise in the public interest. for such facility or activity- section. on the identification of a defect

(i) Tails to comply with the Atomic or a failure to comply.
J~ Energy Act of 1954, as amended. or anyg n epo eq red b
b pliers of cornmertial gnLde items are applicable rule. regulation. order. or

'r exempt from the provisions of this license of the Commission relating to a o

gg ,

part to the extent that they supply substantial safety hazard. or g gg ggk.

;' commercial grade items. (ii) Contains a defect. (D Name and address of the individu.
al duals infonning the Cow

co ply d scove d y a s ppber of
basic components, or services (LD Identification of the facility, thegg %g% associated with basic components, and activity, or the basic component sup.requkements:oua approvat. the supplier determines that it does not plied for such facility or such activity

(a)Re Nuclear Regulatory. have the capability to perform the within the United States which fails to
Commission has submitted the evaluation to determine if a defect comply or contains a defect.
information muection utrmuts exists, then the supplier must inform the (iii) Identification of the firin con-
contained in this part t a Office of purchasers or affected licensees within structing the facility or supplying the
Management and Budget (OMB) for five working days of this determination basic component which falls to comply
approval as required by the Paperwork so that the purchasers or affected or mntains a defect.

g Reduction Act of 195)(44 U.S.C. 3501 et licensees may evaluate the deviation or tiv) Nature of the defect or failure to,

seq ).OMB has approved the failure to comply, pursuant to i 21.21(a). mmply and the safety hazard which is
a informa*.lon collection requirements (c)(1) A director or responsible officer created or could be created by such

I contained in this part under control subject to the regulations of this part or defect or failure to comply.

* number 3150-0035. a person designated under 121.21(c)(5) ; (v) The date on which the informa-
(b) Re approved information must notify the Commission when he or y tion of such defect or failure to

0Dt"1D
collection requirements contained in this she obtains information reasonably g Ngl ,

di a failure to comply or a defect $ which contains a defect or fails topart appear in ii IL21 and 22.51. g
o mply, the numW and locah M au

-

N (1) %e construction or operation of a "
' lacility or an activity within the UnitedNOTIFICATION gc for, or being supplied for one or more
3 f, 'fne

.

8 facilities r activities subject to ther-

> l 21.2i Notmcation of f anurs to compey or r ps ts m
**'*'**** d* " *'* * *** * 61. 70,71, or 72 of this chapter and that ** * "* **

(a) Each individual, corporation. is within his or her cryanization's "* # ## " '

partnership, or other entity subject to responsibility; or
(ii) A basic component that is within fe7pothe regulations in this part must adopt . ib e f he act or an te

appropriate procedures to- his or her organization's responsibility length of time that has been or will be
(1) Evaluate deviations and failures to and is supplied for a facility or an taken to complete the action.

comply to identify defects and failures activity within the United States that is (vill) Any advice related to the

to comply associated with substantial subject to the licensing requirements defect or fa!!ure to comply about the '

safety hazards as soon ss practicable, under parts 30. 40, 50. 00, 61,70. 71, or 72 facility, activity, or basic component
and, except as provided in paragraph of this chapter- that has been, is being, or will be given

(a)(2) of this section. in all cases within (2) ne notification to NRC of a failure to purchasers or licenseca.
00 days of discovery. in order to identify to comply or of a defect under (5) The director or responsible offi-

.

,

a reportable defect or failure to comply paragraph (c)(1) of this section and the cer may authorize an individual to
l

that could creste a substantial safety evaluation of a failure to comply or a provide the notification required by
_ hazard were it to remain uncorrected, defect under paragraphs (a)(1) and (s)(2) this ps.ragraph, provided that. this

8 and of this section. are not required if the shall not relieve the director or re-
M (2) Ensure that if an evaluation of an director or responsible officer has actual sponsible officer of his or her responsi- '

identified deviation or failure to comply knowledge that the Commission has bility under this paragraph.

Eo potentially associated with a substantialbeen notified in writing of the defect or (d) Individuals subject to this part

safe *y nazard cannot be completed the failure to comply. may be required by the Commissmn in*

within 60 days from discovery of the (3) Notification required by para graph supply additional information relatri! to
deviation or failure to comply. en (c)(1) of this section must be made as

a defect or failure to comply.

intenm report is prepared and submitted follows- Commission action to obtain mhhtum..! ,

to the Commission through a director or (i) Initial notification by facsimile. information rnay be based un retmrt d

responsible officer or designated person which is the preferred method of defects from other reporting entifw-

as discussed in i 21.21(c)(5). De interim notiftcation, to the NRC Operations
report thould descnbe the deviation or Center at 301 492-8187 or by telephone

_

fadure to empty that is being evaluated at 301-4514550 within two days
and should also state when the folloung receipt ofinformation by the
evaluation wdl be completed This director or responsible corporaie officer
interim report must be submitted in under paragraph |a)(1) of tha secnon. on
writmg whin M days of dacovery of the idenufication of a defect or a fadure

to compl . Verificatmn ihai the fem &the deustion or f adure to comply. 3

H1 Juir 3% 1991
2
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21.61

PART 21 * REPORTING OF DEFECTS AND NONCOMPLIANCE
_

ExroRCEMENT
PRoCUrJMENT DOCUKr.NTs

$ 21.31 Procurement documenta.
Each individual. corporation, part-

nership or other entity subject to the ~ l21.st ranurs to nocry.
regulations in this part shall assure Any director or responsible officer
that each procurement document for a subject to the regulations in this part
factlity, or a basic cornponent issued E who knowingly and consciously fails to

o

by him her or it on or after January
:: 6.19'l8 specifies, when applicable that 0 provide the notice required by 121.21
:" the provisions of 10 CFR Part 21 [ shallbe subject to a civil penalty equal

* to the amount pro' ided by section 234 ofv
E UPPIY*

Instscrtons. Racomms the Atomicf.nergy Act of1954.se*
.

{ 21.41 Inspections, amended.
Each individual, corporation, part- y

nership cr other entity. subject to the
regulations in this part shall perrnit [ Note removed 49 FR 1963|
duly authorized represents.tives of the
Conunission, to inspect its records,
pretniacs, activities, and basic compo-
nents as necessary to effectuate the
purposes of this part.
-

I~ ,

baalntenance and inspectbn ofp i 21.51
records.

(s)Eachindividual corporation,
partnership, or other entity subject to
the regulations in this part must prepare
and maintain recortis necessary to
accomplish the purposes of this part.
specifically-

(1) Retain evaluations of all
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 to
purchasers and affected licer. sees for a
minimum of five years after the date of

;;; the notification.
(3) Suppliers of basic componentsg

a. must retain a record of the purchasers of
' basic components for 10 years after
E delivery of the basic component or

service associated with a basic
'

component.
(b) Each individual, corporation.

partnenhlp, or other entity subject to
the regulations in this part must afford
the Commission, at all reasonable times.
the opportunity to inspect records
pertaining to basic components that
relate to the discovery, evaluation, and
reporting of deviations, failures to
comply and defects, including any
advice given to purchasers or licensees
on the placement. erection, installation.
operation, maintenance modification, or
inspection of a basic component.

_

^ ~ - -- _ _ _ _ _ , _ _ _ _ _ _ _ _
_
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UNITED STATES NUCLEAR REGULATORY COMMISSION

RULES and REGULATIONS
TITLE 10. CH APTER 1. CODE OF FEDERAL REGULATIONS-ENERGY

REPORTING OF DEFECTS AND NONCOMPLIANCE consistent time limits for reporting.

STATEMENTS OF CONSIDERATlON ($t"ji,", g |, M/,,",*,"pN,fti* h*
,,,,g,

PART of basic components, more clearly
define defects that must be reported,

Ss F R 19253 and establish consistent content for
.

21
,

Published 4/26/gg reporting. Other minor changes were
Effective 4/26/91. proposed.

Public comments regarding the
Change in Commeretal yelephone proposed amendments were receivedNumber for Reg /on V from thirty.five respondents.%cse

See Part 20 Statements of Consideration
comments were received fmm segments

52 FR 8225
U ' "* D "' "

7I14Is > 56 FR 36081 Twenty-three were received fromfeci pg,g3g, * bE
Ucenses and Radiation Safety Effecttre 10/29/91 representing members of the nuclear
Requirements for Well lemns industry; three, from owners groups:

10 CFR Parts 21 and 50 two. from architect / engineers; and two
See Port 39 Statements of Consideration were reced bm venks.%ese

cornments be ken evahaW and52 FR 31601
PubHshed 8/21/87 Crtterta and Procedures for the where appropriate, tacorporated into the
Eff eetive s/1s/s7 Rem ot Meta and condtdone final regulations.%e public comments

of Constmc6vn Pee are discussed below in connection with
Statement of Orpnirstion and Ceneral the finalregulations.
I"I'""* E" AGEncr. Nuclear Regulatory A detailed analysis of the public

Commission. comments has been prepared and is
See Part 1 Statements of Consideration AcTiosc Final rule. available for public inspection in the
53 F R 6137
Pubished 3/1/88 sousAARY:%e Nuclear Regulatory NRC Public Document Room.

Commission is amending its regulations hckgnmd8''

on the reporting of safety defects. He
Felocation of Office of Nuckar amendments are a result of the

%e existing regulations contain
Reactor Regutation Commission efforts to apply the several safety deficiency reporting

experience gained as a result of the requirements that apply to the
see Part 19 statements of Cons.derev.i on

%ree Mile Island accident and also
construction and operation of nuclear

53 FR 31651 reflect Commission experience to date power plants:
Published 8/19/88 with the existing regulations.Re --Part 21 applies to all NRC licensees, I

1

Effective 9/19/g8 amendments are applicable to as well as nonlicensees who construct i

Commissionlicensees, and to facilities for or supply basic !
Ucensing Requirements for the

nonlicensees who construct facilities components or services associated !Independent Storage ofSpent Nuclear
I' vet and NigHme/Radoacthe for, or supply basic co'nponents to with basic components to these

facilities or activities licensed by the licensees. and implements section 206

Commission.%e amendments would
of the Energy Reorganization Act ofWast *

See Part 72 Statements of Considera6on reduce duplicate reporting of defects, 1974, as amended (ERA),(42 UAC.

clarify the criteria for reporting defecta, 5841 et seq.). which requires the

and would establish uniforin time
reporting of defects that could create
a " substantial safety hazard," and53 FR 434 t9

Pub!!shed 10/27/88 periods for reporting and uniform failures to comply related to a
Effective 10/27/88 requirements for the content of safety " substantial safety hazard" as defined

defect reports. in regulations.
Aebcation of NRC's Public Doewrent oArts:%ese amendments willbe 4ction 50.55(e) applies solely to the

**" " "' effective October 29,199L holders of construction permits and'

8"9'' a m m ct: '

W.R. Jones. Office for Analysis and f [d st a cant
See Part 1 Statements of Consideration Evaluation of Operational Data. U.S. deficiencies" which could have an

Nuclear Regulatory Commission, adverse effect upon safety if they
54 FR 42287 sabgton. M 20555, telepbne:W remain uncorrected.
Published 10/16/89 492-4442. --Sections 5052 and 50J3 establish an
Etfective 11/11/89 sueeussexTARY seeronsAAttosc On event reporting system that applies

November 4,1988, the Nuclear uniformly to all operating nuclear
Change in Commerclat Telephone Regulatory Commission ("NRC" or power plants.nese regulations
Numder for Aegbn I!IOmco " Commission") published in the Federal require the licensee to make prompt |

,

See Part 20 Statements of Consideration Register (53 FR 44594) for public telephone notification to NRC and to
!

comment proposed amendments to 10 submit a wntien report for each
!

CFR Part 21 (part 21) " Reporting of operating event or adverse plant
54 f'R 52342 Defects and Noncompliance" and condition. As discussed below. |

Published 12/21/89. 150 55" Conditions of Construction
changes to Ii 50.72 and 50.73 are not |

being made at this time.Permita " The purpose of these proposed -Section 7371 apphes to licensees andAmendatory instructions; Cermetron amendments was to reduce duplicate establishes a repo tir g system for
See Part 2 Statements of Consideration

evaluation and reporting, establish

July 31,1991
21-SC-1
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PART 21. STATEMENTS OF CONSIDERATION
|

safeguards events. including any
licensees, section 200 of the ERA also sources. For nuclear power reactors,

security failure, degradation or imposes obligations on the directors and part 21 applies to all tiers of the supply
.

discovered vulnersbility of a responsible officers of nonlicensees that chain for basic components and to mil
construct facilities for or supply basic activities which could create a

safeguards system. As stated in components to licensed facilities or substantial safety hazard. In the case of
i 73.71, a report under j 73J1 satisfies
reporting requirements in both

activities. Any individual officer or fuel cycle licensees and organizations
director who knowingly fails to comply supplying components to them, i

il 5032 and 5053. Section 73J1 is not with the notification requirements is responsibility for complying with part 21
being changed at this time. subject to civil penalties. does not extend past the first tier of

Task !!l.4 of the TM1 Action Plan On March 3.1975, the NRC pubbshed suppliers.
directed the NRC staff to evaluate and a prop sed rule designed to implement Approximately 300 repons have been

.

!
revise,if necessary,the existing section 206 (40 FR 8832), and on June 6. submitted to the NRC annually under
requirernents of part 21 and i 50.55(e) to 1977, issued the final rule, addmg part 21 part 21.%ese repons of potential safety '

;

assure prompt and comprehensive to the Commission s regulations (42 FR problems have resulted in generic
reporting. Over several years, the need 28833). communications such as NRC bulletins, '

for revision of these regulations has he regulati ns in part 21 impose genedeletters andinformation notices.
become apparent. Accordingly, based Mpoding reqdmets a dimetas and .and have contdbuted to the overall
upon the staff experience with part 21 responsible officers of firms whIch improved safety of the nudear industry.
and i 50.55(e), the final rule win: construct, own, operate. or supply basic

' r activity Section 50.55(e) .

1. Reduce duplicate evaluation and components for any facili
**"** P"" Section 50.55(e) of part 50 originally f

o

Es lish uniform time limits for 3 o Part puhW as a EnMe a MM4
Mpor* lng; amended on October 19.1978 (43 FR 1972 (37 FR 6450) ntaWehn |

3. Establish a time limit for transfer of 48721) to exempt" commercial grade requirements for reporting defidencies :

Information to end users when a items" from part 21 requirements until occurring during the design and j
,

eubstantial safety hazard determination the items were " dedicated" for use as construction of nuclear power plants. ;

by vendors is not possible; basic components in a nudear facility. %e rule was designed to enable tha ;

4. More clearly and uniformly define Approximately 12.000 organizations. NRC to receive prompt notification of
the defects that need to be reported licensees, and nonlicensees fall under deficiendes and to have timely
under i 50.55(e); the scope of part 21 reporting information on which to base an

>

5. Establish unifonn content for requirements. part 21 covers licensees evaluation of the potential safety |
reports submitted under i 50.55(e) and graded the foHowing Ecenses: consequences of the deficiency and ,

:

part 21- p,oduction and ut!!Ization facility determine whether regulatory action
6. Clarify the definition of " basic licenses issued under part 50. Including was required.nerefore, the holder of a ;

component;" nuclear power plants and research and permit for the construction of a nuclear |

7. Clarify records retention test reactors: byproduct material '

req %vments induding the requirement licenses issued under parts 30 through
power plant is required to notify the
Commission of each significant

for retention of records of evaluations of . 35; welllogging licenses issued under deficiency found in design and ,

deviations that did not result in a part 39; source materiallicenses issued construction, which if it were to have
finding of substantial safety hazard; under part 40; high-level radioactive remained uncorrected, could have

8. Establish time limits for evaluation waste disposallicenses issued under adversely affected the safety of 4

of potential defects and failures to part 60; land disposal of radioactive OPerstions of the nudear power plant at '

;

comply: and waste licenses issued under part si: any time throughout the expected
9. Make other minor changes detailed special nudear matedals licenses issued lifetime of the plant.

below. under part 70; licenses for the packaging

nese revisions will reduce the of radioactive matedals for transport Approximately 750 reports were ;

amount of time and effort expended by licenses issued under part 71: and spent submitted annuallyla the past to the*

industry in complying with existing fuel storage licenses issued under part NRC under i 50.55(e). As with part 21 .

'
these 150.55(e) reports have formed the

reporting and evaluation requirements 72.

while still ensuring that safety ne nonlicensee suppliers covered basis for generic communications such

deficiencies are identified and evaluated
under part 21 are firms of many different as NRC bu!!etina, generic letters, and
sizes, supplying many different types of infonnation notices and have also
basic components and services contributed to the overallimproved ;in a timely manner.

pg g sesociated with basic components to safety of the nuclear industry.

part 21 was intended to implement NRC licensees.For example. Action Being Taken
section 206 of the ERA. Section 200

construction and operation of a nuclear '

requires directors and responsible power plant involves a many-level L Reducing Duplicote Evoluotion and
'

officers of firms constructing. owning. procurement chain. At the top of the Reporting Requirements .

i

operating, or supplying 6e basic chain is the electrical utility and the As stated above, the Commission !

components of any facility or activity utility's major contractors such as the regulations contain four different safety |
licensed under the Atomic Energy Act of nuclear steam system supplier.ne next deficiency reporting requirements.
1954, as amended. (AEA). (42 U.S.C. levelincludes manufacturers who Although distinctions exist between
20t1 et seq.), to immediately report to produce basic components specifically these requirements, staff experience
the Commission the discovery of designed for nudear use such as Indicates a need to reduce duplicationin
" defects" in* basic components" or instrumentation, controls, malor piping.

reporting or evaluation among part 21.
f ailures to comply that could create a pumps, and valves. Rese manufacturers and i150.55(e). 50.72. 50.73, and 73.71.
" substantial safety hazard." in addnion in turn procure necessary parts, such as

Duplicate reporting has been primarily
to imposing obligations on the directors

resistors, wiring. solid-state devices. and
,

other 6rdware, from a multitude of a problem for part 21 and i 50.55(c).
and responsible officers of NRC

i

. - . ;
- . ._- . - .
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PART 21. STATEMENTS OF CONSIDER ATION (

[ Licensee Event Reports (LERs)) and Presented (Questions / Answers ]
A part 21 and i 5035(e)

part 21.The statement was made that Discussed) at Public Regional Meetings |

A number of instances have occurred i SOM would not be changed at this to Discuss Regulations (10 CFR part 21) |

where the same deficiency in a basic time and that the duplication of for Reporting of Defects and

component was evaluated and reported reporting was minimal for these two Noncompliance. July 12-26.1977." as:

by two different organizations, one regulations. IJcensee Event Reports and -Moderate exposure to or release of 4

'

attempting to satisfy the criteria of part reports made under part 21 were licensed material Moderate exposure
21, and the other attempting to meet the reviewed for 1988.The amount of is further clarified as exposure in
differently worded criteria of i 50.55(e). duplication was small Approximately excess of 25 rem to the whole body

I
The fact that reporting criteria are 55 percent of the part 21 reports and exposure to an individual in an

I
different for each requirement and that submitted in 1988 were submitted by untestricted area of 0.5 rem:

|
there is a lack of any explicit framework licensees.Of these, only a few were -Major degradation of essential safety-

I

in the regulations to preclude duplicate submitted by an LER. related equipment.his phrase is
reporting have led to duplication of both Most of the respondents commentin8 considered to represent a loss of

licensee and NRC staff effort.The on the proposed amendments stated that redundancy if. In conjunction with a
revised rule makas the relationship in actual practice there is some single failure a required safety
between these two regulations duplication of evaluation and reporting function could not be performed; or

straightforward. Construction permit effort between part 21 and ii 5012 and -Major deficiencies involving design. !

holders will perform evaluations, report 50M and many respondents urged the construction, inspection. test, or use.

as appropriate, and keep records under Commission to adopt amendments to " Major deficiency" means a condition l

5 50.55(e).If deviations are evaluated Il 5052 and 5053 at the same time as er circumstance which under normal

under i 50.55(e) and result in either a those for part 2L operating conditions, an anticipated
negative reportability determination or Amendment of Il 5052 and 5053 has transient or postulated design basis ,

'

reportable defect, then this satisfies been reconsidered. Other changes to accident could contribute to
Il 50J2 and 50J3 unrelated to these exceeding a safety limit or cause anrequirements of part 21.
issues are also under consideration and accident orin the event of an accidentAdditionally, the scope of 150.55(e)is

being expanded from covedng only the
broad changes cannot be accomplished due to other causes could, considering
on a schedule consistent with the an independent single failure, result inconstruction of nudear power plants to I

cover all construction permits issued present changes to part 21 and a loss of safety function necessary to
!

i 50.55(e). A piecemeal approach would mitigate the consequences of theunder i 50.23 for any production or be burdensome and confusing.Hence, accident.utilization facility.nis action will changes to il 50J2 and 5053 t For operating nudear pIants, events orprovide uniform reporting of defects and e!Iminate duplicate evaluation and co ne poned der iI 50 2failures to comply associated with a
reporting are not being made at thissubstantial safety hazard found dudng
t!m are cunently being

construction for all production and '

which ere installed in the plant which
To ehminate possible confusion have deviations and, thus, could beo tru on t hold e created by the brief discussion in the

required to report under i 5035(e) rather e.upplementary Information for the
Potential defects (i.e., could create
substantial safety hazards), should be* * proposed amendments, the following evaluated under appropriate criteria ofFor research reactors. (non-power discussion addresses the concerns
i150J2 and 5053 to determine if thereactors), which are currently covered raised by numerous commentors to the deviations are a reportable event orby part 21, such facilities for which proposed rule, and describes the condition. %at is, where deviations infuture construction permits are !ssued relationship between il 5052 and 50J3
basic components do producewill report defects and non compliance and part 21. Potentially reportable events orfound during construction under ne cdtedon for reporting a defect
conditions, the deviations should bei 50.55(e). No expansion of current under part 21 for nudear reactors is that

reporting requirements is taking place. a deviation in a basic component under evaluated under the criteria of El 5012
. De regulation under which research reasonably expected operational and 50J3. Several paragraphs of

reactors would report is being shifted circumstances. induding expected iI 5012 and 5013 contain criteria on ,

from pan 21 to i 50.55(e). normal operation, transients, and design reporting of possible defects and are |

Special consideration has been given basis accidents, could create a comparable to the criteria for part 21.

to those holders of construction permits substantial safety hazard. Basic Section 5053(a)(2)(ii) and the companion

issued prior to the effective date of these components are plant structures, l 5052(b)(1)(ii) provide the criteria:

amendments. Section 5015(e)(10), systems, or components necessary to Any event or condition that resulted in the
allows these construction permit holders ensure the (1)lategrity of the reactor condition of the nuclear power plant.

to continue to report and evaluate coolant pressure boundary;(11) including its principal safety barriers, being

defects under part 21 if they so choose. capability to shut down the reactor and seriously degraded. or that resulted in the ,

'

his provision is intended to avoid keep it in a safe shutdown condition: or nuclear power plant being-
[AlIn an unanalyzed condition that

requiring these construction permit (iii) prevent or mitigate the significantly compromlaed plant safety:
holders to change reporting procedures. consequences of an accident which

m in a conduion that was outside the
C uld ul I ff * design beats of the plant or

B. Part 21 and il 5032 and 5013 ',"b to e MM
.

(C)In a condition not covered by the
In the Supplementary Information for to in i 100.11. planre opereting and emergency procedures.

the proposed amendments published for ne enteria for determining the

public comment in November.1988. (53 existence of a substantial safety hat.ard Additionally, l 5033(a)(2)(vii)
I

I'R 44594) a brief discussion was
end. consequently, whether a defect is provides the criteria:

presented on duphcate reporting by reportable under part 21 are given in Any event where a sinale cause or

operating license holders under i 5073 NUREG-0302. Revision 1. " Remark s condition caused et least one indeper. dent

July 31.1991~~~
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l

trsin or channel to become inoperable in evaluation of events using the criteria of Commission need only be notified once
~

'

*

multiple systems or two independent trains !! 5012 or 5013 results in a finding that of the defect. llowever. Il 50J2 and
or channels to become inoperable in a single the event is reportable and the event is 5053 requires reports of any events

reported via these sections, then es associated with the defect for any
( ) Shut o t e reactor end rnalatain it Indicated in i 21.2(c), the evaluation, facility at which they occur.%ere is no

in a safe shutdown condition: notification, recordkeeping. and intention to eliminate any reporting ;
(Dj Remove residual heet
(C) Control the release of radioactive

reporting obligatius of part 21 are met. currently required under il 50.72 or
If the event is determined not to be 5013.a

material or
(D)Matigste the consequences of an reportable under il 50.72 or 5053, then For utilities with two faculties, one

accident. the obligstions of part 21 are met by the with a construction permit and one with j

naluation, an opnaung license, each having the
Substantial safety hazard evaluations As indicated in the discussion of the same defect, the Commission can be

of potential defects tn basic components .su stant a sa e y azard criterion notified via appropriate reporting underb il ft h <

must consider failure of functionally above, evaluation under the substantial ii 50J2 and 50J3 for the operating
redundant basic components in safety hazard criteria requires plantif the defect creates a reportable
determining whether a loss of safety evaluation of possibilities of events event.%1s reporting will satisfy the
function cald occur. A cedition, which. because of the defect in the basic requirements of El 5052 and 50J3 for
circumstance, or deviation which could component, would lead to a mode' rate the operating plant and i 50.55(e) for the-
cause a is11ure of the functionally exposure, a major degradation, or a facility with a constryction permit. -
redundant component must be major deficiency.nis evaluation must it should be noted, as stated la
considered in evaluating potential losses include consideration of the defect in NUREC-0302. Revision 1." Remarks
of esfety function or major reduction in conjunction with the worst operational Presented (Questions / Answers
the degree of protection provided the transient or design basis accident.%is Discuned) at Pub!!c Regional Meetings
public health and safety. requirement is somewhat different than to Discun Regulations (to CFR part 21)

%is requirementis simuar to that in either i 5052 or | 50J3. for Reporting of Defects and
i 50J2(b)(2)(111) and i 5053(a)(2)(v) and }{owever. Ii 5052 and 5073,in the Noncompliance. July 12-26.1977." .

'

Ivih paragraphe discuued above, require October 1977, on pages 21.3(d}-1 and

(v) Any event or condition tbst alone could explicit evaluation ofloss of safety 21.3(d}-2, that deviations or potential

have prevented the fulfillment of a safety function. Such an evaluation would be defects discovered during receipt
function of stnictures or systems that are adequate to determine if the safety inspection are not reportable by the
needed to: function would be lost during the worst purchaser if the purchaser returns the '

(A) Shut down the reactor and maintain it trsnsient or accident. basic component to the vendor for
in a safe shutdown condition: As stated in i 21.2(c). the evaluation evaluation.If the purchaser chooses to

,of the deviation in a basic component keep the basic component because of
Co tro a radioactive which causes an event whichis unavanabuity of another componut. or

meterial or
(D) Mitigate the consequences of an

evaluated using criteria of either for whatever reason, then the purchaser ,

Ii 50J2 or 50J3. satisfies the nquired 'should evaluate the potential defect -
accident

(vi) Events covered in paragraph (s)(2)(v) evaluation and reporting requirements under part 2L
of this section may include one or more of part 21.%us, to the extent possible hus, one category of defects which
personnel errors, equipment fauures, and/or by changing part 21. I 21.2(c) would will still be reported by power plant - '

.' discovery of design, ans'ysis, fabrication. explicitly relieve the officers and operating license holders under part 21
constmction. and/or pedural directors of holders of operating rather than ii 5052 and 5053 are those

9,",*CI'g[Q8j licensees under part 50 from the part 21 defects discovered bylicensees in !

,, d evaluation, notification. and reporting equipment which has never been
bifredundant requirements if potential defects which installed or used in the nuclear plant.

kursuant to this
,

ulpment in the ystem was operable
and evallable to perform the required safety produ e events are evaluated and Defects in these basic components

defects are reported under il 50J2 and cannot create situations which are
function. 5053.ne reporting requirements reportable under i 50J2 or i 50J3 since

l{owever, as discussed in N associated with il 50J2 and 5073 these components cannot create a
would be deemed to satisfy the reportable event or condition. Basic1022. "1.lcensee Event Report System.,.

September.1983,if a basic component corresponding requirements of part 21. components which are delivered and |
t

contains a defect and the defect could he defect reporting requirements of accepted by the purchaser but are not
i

occur in the functionally redundant section 200 of the Energy Reorganization installedin the plant should be
component. then this second failum Act as amended would be met by part evaluated under part 21 and reported
must be considered in the evaluation of 50 operating licensees, for defects which under part 21 if found to be reportable.
reportability.%us, these two produce reportable events, by reporting As a fmal point regarding the
requirements, one in part 21 to include under appropriate paragraphs of relationship between part 21 and
failure of the functionally redundant i15052 and 50J3. Ii 5012 and 5053 since these sections
component in evaluation of a substantial Even though the Commission need not are not being changed at this time,
esfety hazard, and one in ii 5072 and be notified of defects more than once. failures to comply associated with a .

5053 to include failure of the where previously reported defects substantial safety hazard should still be
functionally redundant component, are create reportable events as defined in repor*ed under part 21 by licensees.
compatible. Il 5032 and 50J3. these events must be C.part 21 and i *(3J1

Operating license holders can reduce reported pursuant to Ii 50J2 and 50J3
duplicate evaluation and reporting effort for each nuclear power plant facility Section 21.2(c) will explicitly relieve

by evaluating deviations in basic licensed under part 50 where they occur. the officers and directors of holders of
components installed in operating plants For licensees with more than one facility operating licenses under part 50 from
which produce events which could meet with an operating license, each the part 21 evaluation. notification. and

the criteria of 1150.72 and 50.73. If the containing the same defect. the reporting requirements when defects

-. __. . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ .
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PART 21. STATEMENTS OF CONSIDER ATION

associated with safeguards events are the evaluating organization has the While no requirement is being placed
In these regulations to require the

I
reported under i 73.71. The reporting obligation to report the defect.

notification of vendors of the existence
requirements associated with i 7371 E. Enforcemmt of a defect by construction permit or
would be deemed to aatisfy the Responsible officers and directors of a opetating license holders and no
corresponding requirements of part 21.

part 50 construction permit or operating requirement is being placed in the

D' Vendors licensee would stulbe subject to the regulations to require vendors to inforrn

In addition to relief of licer2 sees and
civil penalty provisions of section 206 purchasers of a defect (unless the

vendor cannot perform the evaluation of
construction permit holders. I 21.21(c)(2) (b) of the ERA as set forth in i 21.61 for the potential defect). it is expected that

the failure to notify the Commission of a licensees. construction permit holders,relieves vendors subject to the reporting defect or failure to comply. !!owever, as
and vendors will continue torequirements of part 21 from reporting to noted above, notification under any one
communicate about defects with eachthe Commission. If the Commission has of these four regulat!ons (part 21, other. Entities covered by thesebeen previously notified of a defect

under either part 21. Ii 50J3. 50M(e). or ' i150.55(e). 50J3. and 73J1) sa tisfies regulations are encouraged to continue
173J1.%at is, for any defect identified, reporting obhgations under section 206. to communicate so that all appropriate

evaluated. and for which the F. Relationship to Other Reponing entities willbe aware of defecta.
Commission has been notified by any Reguladons Research reactors with o'perating

licenses will continue to nport under~ entity under any of the four regulations. Several respondents commeriting on part 21 since they are not subject tothe related vendor will not be required
the proposed amendments stated that {i 50J2 and 5073.to provide initial noufication to the the relationship of part 21 and i 50M(e)

Commission. Ilowever, all entitles to 150.4. Los and part 20 should be 2. Establishing Uniform Thne Limits for
covered by these regulations should be *

discussed in these amendmenta. fypaning
aware that the NRC will continue to Regarding I 50A, the last sentence of Both 5 50&(e and part 21cunently
evaluate noufications made to i 50s states. "This requirement is not "9"I".aniniu nouncanon and adetermine if additionalinformation is appIIcable toinformation whichis i 11 w-up written notification.In the
required. If the Commission detennines already required to be provided to the case of part 21. if the initial notificationthat additional information is requind. Commission by other reporting or was a wrinen npod. no fonowup ,

the Commission will contact appropriate |

vendors licensees, or construction updating requirementa. n cadon is requind.nem an
Regarding i Sat. which provides "*

permit holders under i 21.21(e), to
admintatrative details of written d r m HM th

obtain adequate information. Based on
communications to the Commission. [g,$,un"

'

this information, the staff will then
I 50.55(e) and part 21 contain their own cy bet e th t t ons

determine appmpriate regulatory action.
written communication directions and udium ume Udts are Mg

Such action may consist of direct reference to i 50.4 is not required. W iemeded,contact or generic communication such Review of part 20 indicates that n Regardbg the 1 dual ume Udt. pan 21
ao an Information Notice. changes to the regulations an allows two days from the time the

One commentor stated that the detenninstion has been made that anecessary,
proposed amendments did not eliminate Dus. based on the above discussions, defect exist. Currently i 50M(e)
the requirement for contractors who Il 5052 and 5073 will be used by requires the initial notification to be
perform evaluations for licensees or operating license holders to report made in 24 hours.%e final amendments

,

construction permit holders to report
defects which create events or to i 50E(e) will extend the period for j

'

defects even though the defects were conditions reportable under these notification of the Commission under
reported by licensees or construcJon sections. Section SOE(e) will be used by 150.55(e) fmm one day to two days,in |

permit holders.%e following discussion part 50 construction permit holders for petition for RulemaWr (PRM) 50-36.
is provided to clarify this issue. When a reporting of defects and failures to (11ed by the Nuclear Utility Backfitting
vendor (including architect. engineers or comply associated with a substantial and Reform Group (48 FR 28282), dated
other service organir.ations) performs an safety hazard discovered by April 20.1963. petitioners proposed
evaluetion of a deviation for a licensee construction permit holders or revising 5 50E(e) reporting
or construction permit holder under the contractors hired by construction permit requirements to eliminate the 14 hour

contract, the reporting obDastion lies holders (or referred to construction
initial report (Issue III). Alternatively.direction of the licensee and under

with the licensee or construction permit permit holders by vendors who cannot the petition recommended adoption of a
evalua te the defect). Part ?1 will be used deadline of five days for an initial

holder. When the evaluation is by part 50 vendors and by materials report. in addition to this PRM. four
complete. the evaluation satisfies the licensees and their vendors covered respondents commenting on the
licensee's obligation under the under parts 30 through 35. 39. 40. 00. 61. proposed amendments stated that the
regulations if either (1) the deviation is ?O. 71, and 72 to report defects and two-day notification was too short.

his final rule extends the initialdetermined to be a defect and is failures to comply associated with a
reporting deadline under i 50.55(ej from

i

!
reported or (2) the devf ation la substantial safety hazard. Part 50 non- 24 hours to two days.ne Commissiondetermined not to be reportable. Under

Power reactor operating license holders believes that the two< fay requirementthe circumstances described here, the will use part 21 for reporting of defects
contractor has no reporting obligation and failures to comply associated with a will provide industry with more
provided the licensee fulfills its substantial safety hazard. It should be flexibility while still a!!owing sufficient
reporting obligation. If subsequent to the noted that nuclear power plant warning of safety problems and is
evaluation the evaluating organization operating license holders will still use 10 consistent with the objective of

establishing uniform reporting criteria.(vendor, architect.cngineer. or service CFR part 21 to report failures to comply
ne Commission believes that the five-orgeniration) discovers that the associated with a substantial safety

cvaluation itself contained a defect. as day recommendation proposed by pRM-hazard
opposed to the origmal deviation. then
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I

$G-30 and recommended by the create a substantial safety hazard 21. %is increue in the reporting
commentors mentioned above is too determines that it is unable, due to threshold and extension of I $0.55(e) i
long considering staffs need to be insufficient Information or other application to all construction permit
provided with early notification of reasons, to perform the evaluation, then holders will allow the Commission to
potIntially generic conditions at that entity must inform the purchasers of obtain the proper level of reporting with J

construction permit facilities which the " basic component" within five days no loss of significant safety information.
could affect operating facilities.%1s of this determination. i.e., the amendment raising the 15045(e)
two day time limit will be consistent Transfer of information from vendors threshold will facilitste eliminating
with the current part 21 time limit. to purchasers or affected licensees is duplicate reporting by making the ,

Accordingly, the two-day time limit in expected to be a formal process which definition of defects reported under
the final rule addresses and resolves should involve records retention i 50.55(e) identical to those reported i
Issue !!! of pRM 50-30. discussed below and will trigger the under part 21.his reduction of *

Additionally, the use of the same start of the evaluation proce6s by the duplication will be accomplished with
initi:1 notification period for both part purdiasers or affected licensees. no loss la cdtical safety information and
21 and i 50.55(e) is consistent with the d. Defin/ng Defects To Be Reported will reduce unnecessary industry
objective of establisting uniform burden.
reporting time fram, Section 200 of the ERA requires the It should be pointed out that a slight

in the current part 21. submittal of the reporting of " defects which could create difference exists between the current
r: quired wdtten report within the five a substantial safety hazard." Existing dermition of " deviation" in part 21 and
dry time limit nas been d'"but to i 21.3(k) defines substantial safety that in the amendments to i 50.55(e). In
recomplish. In addition.' the tacremental hazard as "a loss of safety function to the current part 21. " procurement
inf:rmation available during the the extent that there is a major documents" are specifically referred to
sub:cquent three day interval following reduction in the degree of protection as determining the requirements of a
ths initial report does not provide a provided to pub!!c health and safety for basic component.However.in
mzeningful addition to the information any facility or activity licensed, other i 50.55(e). procurement documents are
clie:dy avausble to the Commission. than for export. pursuant to parts 30. 40. not mentioned as determining these
na extension to 30 days for the time 50,60. 61. 70. 71. or 72 * * *." In requirements.%e basis for this
limit for submittal of the written addition, the supplementary information difference is that la applying i 50.55(e).
followup report would allow submittal for the odginal part 21 final rulemaking. basic components will have
of a complete report. Uus, the final rule June 6.1977 (42 FR 2800), contained the requ!rements imposed on them not only
will change the time limit for submission following guidance on what constitutes by their procurement documents, but
of ths required followup written report a " substantial safety hazard": also by other licensee documents. In the ;

from five days to 30 days. His time limit -Moderate exposure to, or release of, case of part 21. application of the l

for the written report submittalis licensed matedal, or regulation to vendors will require the 1

consistent with that in i 50.55(e) and -Major degradstion of essential safety- use of psyc.wc.t documents to
1 50.73. related equipment, or determine the requirements which the

-Major deBciendes involving design, pun:haser placed on the basic *

J. Establishm.g Time Limitfor Tronsfer construction. Inspection, teot. or use. component.
#N"I#####" Existing 5 50.55(e) requires the 5. Reporting Content '

Currently, t 21.21(a)(1)(lf) does not reporting of defldencies in design and i

explicitly address time limits for transfer construction which could adversely ne final mvisions to i 50.55(e)(6) wul !

of information in situations for which affect the safety of operations of a require the cxmtent of the information
i

vendors of basic components are unable nuclear power plant and which reported under 150.55(e) to be 1

to aveluate whether defidendes or represent the foDowing. consistent with that required by current i

fillures to comply could create -A significant breakdown in any 5 2t21(W3).h redstons wul anure
that the Comminion obtains au thesub:tantial safety hazards. %1s inability ~ portion of the quality assurance inf rmation neassary to evaluate andto svduate may be due to the vendor's program, or taka corrective action,in reference to alick cf knowledge of how the basic --A significant deficiency in a final

componeet is utilized by the end user or design. or particular defect.
for other reasons.ne change to -A significant deficiency in the 6. Clarification of "Bosic Component"
i 21.21(b) will explidtjy add a time limit construction of, or significant damage Current i 21.3(a)(3), which clarifiesprovision to correct this problem. to a structure, system, or component i(*** "hl'h "#' t i>

" basic components,.e considered asTwo commentors stated that the Dve requiring corrective action involving includes:working day time limit was too short extensive effort, or
and was arbitrary.ne Commission -A significant deviation from * * * design, inspection, testing. or
believes that the five day time limit is performance speciBcations requidag 5"n'ulting services important to safety that i

not arbitrary. It begins siter the formal corrective action involving extensive am asewed wie 6e mmponent ham
evcluation process has reached the effort. wheou 6eu utvlons am pedonned by es

ump unt nPPuem o6ers.
conclusion that the vendor cannot NRC experience with i 50.55(e)
d2termine if a defect exists. reports has indicated that clarification hat paragraph is being modified to
Additionally, this time period is of the type of deviation that is required further clarify what is intended to be
comparable to the two day initial to be reported would be advantageous, significant items.%e terms " analysis."
reporting requirement when a defect is Accordingly, the reporting criteria in " fabrication." and " replacement parts."
determined to exist. 150.55(e) are amended to be the same are being added to the definition of

Rus. the fmal rule requires that if, as those contained in part 21. " basic component." he subsection is
during the evaluation penod, the As stated above, duplication of revised to read
supplier which discovers a devistion or evaluation and reporting has primarily * * * ufety related design enelysts.
failure to comply that could potentially been a problem for i 50.55(e) and part in pection, testins. fabrication. replacement

.
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PART 21. STATEMENTS OF CONSIDERATION

parts, or consultmg services tf at are Where fire and security systems are maintained under i 21.51 are
essociated with the component hardware not basic components, defects are not notifications which vendors have sent ,*

whether these services are performed by the reportable under part 21. liowever, to informing purchasers or licensees that a '

component supplier or others. the extent that basic components are deviation has been found and the
involved. defects in fire protection and vendor is unable to complete the

ne proposed rule published
November 4,1988. for public comment security systems are reportable under substantial safety hazard evaluation. :

contained the additionalitems " quality part 21. In addition. a deficiency in Also based on public comments,
either of these systems could produce a clarifying phrases have been added to

assurance." " training." and
"meintenance"In the definition of basic

rep riable event under i 50J2,5053 or the records retention requirements.%e
i 73J1 even though a " basic phrase. "after the date of the

component. Rese items have been
cornPonent" is not involved. evaluation" has been added to

eliminated from the defmition based on in addition. vendors, construction i 21.5t(s)(1) and i 50.55(e)(9)(li) to
public comment. Eleven commentors permit holders, and licensees are clarify this requirement.The phrases
responding to the November 4.1988 encouraged to voluntadly report "after the date of the notification" and
request for public comment stated that . potential defects in components for after delivery" have been added to
the additionalitems were not these systems and in the systems !l 21.51(s)(2) and 21.51(a)(3)
clarifications, but, actually expanded themselven respectively to clarify these .

the scope of part 21 and i 50.55(e).One mquirements.
commentor stated that the addition of ' r. C7arifying Reconis Retention
the items to the detaltion of basic Requiremeras 8. Evnluotion Time Lintit
component exceeded the legal authority Section so.55(e)(9) in the final rule and Under existing i 21.21(b)(2), the initial
granted the NRC by section 206 of the final revisions to i 21.51 clarify the notiScation of a defect or fauure to
ERA. As discussed below, the legal specif c records that must be maintained comply must be made to the NRC within
authority provided in section 200 is not and their retention period to assure two days of the time a director or
exceeded. compliance with the regulations.%ese responsible officer obtains information '

ne Commission regards the include records of evaluations, including on the existence of a reportable defect.
additionalitems as clarincation.%e records of evaluations of deviations liowever, the existing rule is silent
items "analysia,"" fabrication." and which were not judged to cause concerning the time period between the
" replacement parts" are clearly within substantial safety hazards.%ese discovery of a potential defect and tha
the scope of the present part 21.%ey do records are identical to recortis time when an evaluation of the potential
not expand the scope of part 21. currently required to be retained under defect should be completed. Simff arly,

ne final amendments retain the part 21 and i 50.55(e). Also, for vendors. no deadline is established prescribing
coverage of significant quality notifications and a list of purchasers of when the director or responsible officer
assurance breakdowns in i 50.55(e). basic components are required to be must be informed of a potentially
Such breakdowns in the quality retained.Several commentors reportsble defect.
assurance programs may not actuallY responding to the request for public In the proposed amendments
result in a defect being created in a comments stated that the requirement published for public comment in
besic component. Ilowever, such for vendors to retain a list of purchasers November.1988, no amendment to part
breakdowns may be severe enough or of basic components for the lifetime of 21 was proposed to prescribe a specific
extensive enough to indicate that the the component was impractical.ne length of time allowed for the
overall program is deficient to the extent main reason was that vendors d!d not evaluation.However, a time period of 30
that the program itself represents a know what happened to basic days was discussed as a reasonable
defect. La such cases, these components in licensed facilities and, time to complete evaluations in the
programmatic breakdowns are thus, did not know how long the lifetime Supplementary Information '

,

reportable as defects because they could would be. Additionally, since services accompanying the proposed
clearly have produced substantial safety are included in basic components, amendments pub!!shed in November,
hazards. Enforcement action resulting lifetime retention requirements for these 1988.

from reports of these quality assurance components were difficult to implement ne Commission is aware of a number
breakdowns will be consistent with because the lifetime of a service at a of cases where an inordinate length of

ordinary enforcement policies. licensed facility was impossible for time passed between the initial
Also,it should be noted that, as stated vendors to ascertain.The NRC has discovery of a potentialdefect and

in the current definition of besic recent experience with records review when the Commission was informed of

component in 121.3(s)(1). " systems" are performed as part of our regulatory the existence of a defect. In addition,

properly considered as " basic function. Based on the above, the time NRC discussions held with utility

components." Dese systems are those period for retention of records of personnel indicate that they generally

systems 'which are safety-related. purchasers of basic components has believe a time limit for evaluations is
Examples are the auxiliary feedwater been reduced to 10 years. necessary to ensure that defects or

system for pressurized weter reactorJ Some persons commenting on the failures to comply which create 1

and the high pressure coolant injection proposed amendmects also stated that substantial safety hazards are brought j

system for boiling water reactors. the records requirements for evaluations to the attention of the Commission.
%e Supplementary Information and notifications should be discussed in Also, section 206 of the ERA indicates

accompanying the proposed more detail.%e purpose of the that the Commission should be notified

amendments discussed the reporting of requirement to retain evaluations for 5 immediately of defe :ts and failures to j

the fire protection system and the years assures that vendors. licensees. comply associated with a substantial 4

security system defects under part 21. and construction permit holders safety hazard.hus,in order to ensure

Seven commentors stated that fire and maintain records of evaluations of consistency in the evaluation of the less

security systems were not safety related deviations which were found reportable complex issues, the final amendments to

systems and that the components are and also those found not reportable.De i 21.21(s)(1) require that, except in
purchased as commercial grade items. ncords of notifications required to be certain instances discussed below, the ;

|
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PART 21. STATEMENTS OF CONSIDERATION

evalu.ition of deviations be completed informed within 5 working days after accordance with i 50.55(e) satisfies tne

within to days after the date of completion of the evaluation identifying requirements of part 21.
.

discovery of the deviation. Instances cf a defect or failure to comply associated EDvironm*Dt*I 18DPact: Categoncal

allowing long lapses in the evaluation with a substantial safety hazard. Exclusion
process due to administrative problems 9. Other Changes %e NRC has determined that this
or personnel sbsence must be avoided.

He final amendment to i 21.21(s)(3) (a) for consistency with Ii 50.55(e) regulation is the type of action described

also requires that a director or and 50.73, part 21 has been changed to
in categorical exclusion in i 51.22(c) (1)

responsible officer be informed within 5 direct correspondence to the Document and (3).%erefore, neither an
environmentalimpact statement not an

wurking days of cortpletion of the Control Desk with appropriate copies.
environmental assessment has been

evaluation identifying existence of a Also, telephone communications have

delect or failure to comply associated been specifically directed to the NRC
prepared for this fmal regulation.

with a substantial safety hazard. Operations Center. In addition. in part Paperwork Reduction Act Statement
21 the number of copies required to be a a rma nOver half of the persons responding to

the proposed amendments published for
submitted has been reduced by

public comment were concerned with
eliminating copies to specific NRC to the Paperwork Reduction Act of 1980

the time limit for evaluation. Industry offices. (44 USC.3501 et seq.).%ese
comments concerning the establishment (b) Section 21.2. which sets forth the requirements were approved by the

of a specific time limit for evalnation scope of part 21 coverage, has been 1o anageme
were in general concerned that tbg 30 revised to include part 60 fac!!1 ties. _ , g, 3%

ne existing rule already applies to 0035day period was insufficient to
part eo licensees (as an entity licensed Pub!!creporting burden for thisadequately evaluc9 more complex

issues. De commentors stated that the to possesa, use, and/or transfer within collection of Information la estimated to
time period would result in over- the United EtTee source material, average 95 hours per part 21 response

reporting ofIrsues due tolack of byproduct mettrial, special nuclear and 95 hours per i 50.55(e) response,
!material. and or pent fuel) and to those indudW 6e h for reviewingtadequate time for evaluation.

Additionally, several commentors entities that suply basic components instructions, searching existing data

recommended tbt a reasonableness
for an activi'.y ucensed under part 00. sources, gathering and maintaininir the

standard should be applied which was ne extens on of part 21 to data needed, and completing and

based on the complexity of the issue organizations that construct geologic W 6e allecuon Minimauon.
being evaluatsi repositories will complete the part 21 Send comments regarding this burden

la general, the Commi slon believes coverage by extending it to all the major estimate or any other aspect of this
i

that most deviations h d be
activities or fadlities licensed by the collection of information, including ;

evaluated within 60 A However, the Commisalon. suggestions for reducing this burden to '

(c) Additional changes to definitions Information and Records ManagementCommission agrees * d iere are
deviations and failm|.9 e , comply which in part at and i 50.2 for i 50.55(e) are Branch (MNBn-7714) UA Nuclear

-

require complex evas, n ons and, as being made in response to comments Regulatory Commission. Washington, I
such, an evalustion nu, at not be received, nrst, the defmition of DC 20555: and to the Desk Officer. |
cometeted within 60 days. When " construction" and " constructing" is Office ofInformation and Regulatory

i
bemg added to i 50.2.his dermition Affairs. NEOB.3019 (3150M1 and '

compktion of the evaluation is not
, was omitted from the previously 3150 0035). Office of Management and

possible within the 00 day evaluation
time limit, the amended i 21m(b) would published proposed amendmeut. Dudget. Washington.DC 20503.

ne dermition of " discovery"is beingrequire that an " interim" written report added to the regulations.ne time limit Regulatory Analysis
be submitted within eo days of the date
of discovery.No telephonic (2 day) for evaluation of deviations and failures ne Commission has prepared a

notification la required for interim to comply begins on the date a deviation regulatory analysis on the final
or failure to comply is discovered. %us, regulation.ne analysis identifies and

reports. in order to complete the documentation, examines the costs and benefits of thene interim report must contain
available information about the

some evaluation must take place to fmal regulation and its alternatives.ne

oeviation nr failure to comply describing identify a deviation or failure to comply. analysts is available for inspection and

it and contain a statement telling when Further, the 'scovery process is copying for a fee at the NRC Public

the evaluation of the deviation or fallure intended to oe included in the Document Room. 2120 L Street NW.

to comply will be completed. procedures necessary to comply with ilmwer IAvel). Washington. DC 20555.

Txisting i 50.55(e) (2) and (3) establish part 21 or i 50.55(e). Single copies may be obtained from

time frames only for reporting, he final %e definition of" notification" is William R, Jones.U.S. Nuclear

amendments to i 50.55(e)(1)(1) would ielng added to part 21 and i 50.2 for Regulatory Commission. Washington,
i a 'L55(e).De purpose of thG ddition DC 20555; telephone (301) 4924442. j

I

require the holder of a construction is to .larify understanding that the Regulatory Maxibinty Certi5 cation
*

permit to evaluate deviations within 60 Commi.sion must be notified by
days. As with final amendments to part vendors. construction permh holders As required by the Regulatory
21,if completion of the evaluationis not and licenaces by letter or telephone call Mexibility Act of 1980. 5 U.S.C. 005(b) et
possible within 60 days, the final Second party information or word of seq the Commission certifies that this
amended I 50.55(e)(1)(ii) would require mouth information to unspecified rule, will not have a signif2 cant
that en " interim" written report be
subruitted within 60 days of the date of rumbers of the fsRC staff does not

economic impact on a substantial
number of small entities.ne revision to

discovery of the defect or failure to constitute notification. I 50.55(e) spplies solely to the holders of
comply.%e final amendment to (d)In response to public comment. construction permits issued under
( 50.55(e)(1)(iii) would require that a i 50 *. 5(e)(10)(iii) was added to ensure
director or responsible officer be understanding that recordkeeping in 150.23. none of which can be

21-SC.8.lutv M 1991
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PART 21. STATEMENTS OF CONSIDERATION

T,

considered small entities. Although the
revision to part 21 could potentially

,

'

affect a substantial number of small *

entitles (see NRC size standards
~ published December 9.1985. 50 TR

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 k

CTR part 21 reports have been
submitted by licensses; the remaining 20

,

percent have been submitted by
Jnonlicensee suppliers and vendors. '

Section 21.2 eliminates duplicate
reporting for those organizations subject
to the' defect reporting requirements, and i
therefore should reduce the economic
impact on these organizations, including
small businesses.

B ckfit Analysis

'Ibe Commission has determined that
<

'

the final rule, when effective, does not
impose new safety reportin8
requirements on part 50 licensees. '

Therefore, a BacMit Analysis is not
required for this final rule pursuant to
| 50.103.

Ilstof Subjects

10 CFR Part21 J

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

10 CFR Port 50

Antitrust. Classified informatior <il
j

)
penalty. Fire protection. Incorporo ;
by reference. Intergovemmental
relations. Nuclear power plants and
reactors. Radiation protection. Reactor ;
siting cdteda. Reporting and '

i
' recordkeeping requirements.

|

For the reasons set out in the ,

preamble and under the authority of the I
Atomic Energy Act of1954, as amended. ;

the Energy Reorganization Act of1974
as amended, and 5 U.S.C. 552 and 553.
the NRCis adopting the following
amendments to 10 CFR parts 21 and 50.

|

I
|

.

I
;

!

1

!

~1

|
!
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UNITED STAyrS fGCt. EAR REGULATORY COMMISSION.

{RULES and REGULATIONS ~

TITLE lo. CHAPTER 1. CODE OF FEDERAL RECUT.ATIONS - ENERGY

PART REPORTING OF DEFECTS AND f10NCOMPLIANCE

21 PROPOSED RULE MAKING

ton ruwTwa enromuAison cowrAcT:
W.R. Jones. Office for Analysis and
Evaluation of Operational Date. U.S.
Nuclear Regulatory Commission.
Wa shington. DC 20r.55. Telephone: p01)
492-a442.

aWPPt2MENTARY INFOMuAT10N:

Background )
Existing Commission regulations

contain several safety deficiency
k reporting requireme.nts applicable to the

gy construction and operstica of nuclear
Comment pedod expires 1/3/89. ""

~10 FR Part 21 applies to all NRC

10 CFR Parts 21 and 50 lic nsees, as well as nonlicensees
who construct facilities for or supply

Criteria And Procedures for the components to these bcensees, and
hporting of Defecta requires the reporting of defects that

could create a "substahtial safety
Aamen Nuclear Regulatory hazard " se defined in regulations.
Commission. -to CFR 50.55(e) applies solely to the
Actiosc Proposed rule. holders of construction permits and

. currently reqaires the reporting of
svuuAnt ne Nucleat Regulatory "significant devia tions" or "significant
Commission proposes to smend its defidencies" which could adversely
regulations on the reporting of safety affect safety.
defects.Re proposed revisions are a -10 CFR 5052 and 5033 establish

.

result of the Commission eflorts to apply reporting system $hst applies
the expertence gained as a result of the uniforroly to a!! operatMg nuclear
Three Mile Island accident and also power plants.These regulations
reflect Commission experience to date require the licensee to ecke prompt

;

with the existing regulations.The telephone notification to NRC and to
proposed amendments would be subrnit a written report for each
applicable to Commission licensees, and significant operating event or adverse )

to non11censees who construct facilities plant condition. Section 5053 replaced
for, or supply components to facilities or previous Ucensee Event Report (IIR)
activities licensed by the Comm'esion, requirements la i 50.36.
the amendments would eliminate ~10 CIR 73J1(c) applies to licensees
duptcative reporting of defects. clarify and establishes a reporting system forthe criteria for reporting defecta, and occurity failure, degradations, or
would establish unifonn time periods for discovered vulnerability in a
reporting and uniform requirements for safeguard systems. As statedin
the content of reports o[ defects. I 73J1(c), a report under ( 73 71(c)
DAits: Submit comments by January 3' satisfles reporting requirements in
1989. Comments received after this dats both j $0Jg and to CFR Part 21. ,

iwill be considered ifit is practical to do Task !![4 of the TMI Action Pianso, but assurance of consideration
directed the NRC staff to evaluate and

j
cannot be given except as to comments revisa,if necestary, the existing

'

received on or before this date. requirements of to CFR Part 21 and
A00ntstee: Submit written comments I 50.55(e) to ensure prompt and
to: Secretery. U.S. Nucleat Regula tory comprehensive reporting. Over several

,

!Commis sion. Washington. DC 20555 years, the need for revision of these
Attention: Docketing and Service regulations has become apparent.

|

Branch. Deliver comments to:11555 Accordingly, besed upon the staff
Rockville Pike. Rockville. MD 20652 experience with Part 21 and i 50.55(el,
between 7.30 a.m. a nd C15 p.m. Federal the proposed revision would.
workdays. Copies of comments received 1. F.liminate dupbcative evaluation
and the regulatory analysis may b, and reporting;
enemined at the NRC Pubhc Document 2. More clearly and unifornaly defme
Room. 2120 L Street NW., Washington. the defects thst need to be reportedDC 20555. under i 50.5s(e);

21-PR-1 Novembe r 30,1988
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PART 21 PROPOSED RULE MAKING -

3. Estabbsh consistent time linuts for Approximately 12.000 organiza tions. Commission of each significant
reporting: licensees. and nonticensees, are under deficiency found in the processen of

e. Establish a ume limit for transfer of the scope of Part 21 reporting design and construction, which if it were
infonnation to end users when a requirements. Licensees include those to have remained uncorrected, could
substantial safety hazard determinsuon granted licemes under the following have adversely affected th safety of
is not ponible; parts: prodction and utihzation facility operations of the nuclear power plant at

5. Estabbsh a uniform content for hcenses issued under to CFR Part 50. any time throughout the expected
reporting for I 50.55(e) and Part 21; and indudir g nudear power plants and lifetime of the plant.

6. Make other more minor changes research and test reactors at various Approximately 900 repons are
detailed below, stages in the licensing procus; submitted to the NRC annually under

hese revisions will reduce the byproduct material bcenses issued i 50.55(el. As with Part 21, these
amount of time and effort expended by under Parts 30 through 35; source i 50.55(e) reports have formed the bcats

materiallicenses issued under Part 40; for generic communications such asindustry in complying with existing
reporting and evaluation requirements high-level radioactive waste disposal NRC bulletina, generic letters, and
while sul! ensuring that eafety lesued under Part oo; tand disposal of information netsces and have also
defidencies are identified and evaluated radioactive wa.ste issuel under Part et: contributed to the overallimproved
in a timely manner.%e pmposed special nuclear insterials licenses issued safety of the nuclearindustry.
revision is a:med at improving the under Part 70: the packaging of

radioactive materials for transport he Pmped Actbo
evaluation and reporting of safety
defecta from the nuclear industry. under Part yt: and spent fuel storage 1. Eliminating Duplicative Eroluotion

under Part 72. cadReportugRequirements. As st*ted
Part 21 ne nonlicensee suppliers covered above. Commission reguladons contain

Part 21 was intended to implement under Part 21 are firms of many different several safety deficiency reporting
section 206 of the Energy Reorganization st2n. npplying many &nnt typu of requirements. Although distinctions
Act of 1974 (42 U.S.C. 5846). Section 200

basic components and services to NRC exist between these requirements. staff
Ilcen8ee8 for example. constmetion and experience indicates a need.to eliminaterequiree directors and responsible

officers of firms constructing, owning. Operation of a nudear power plant duplicadon in nporung or evaluadon
operating, or supplying the componenta involve 8 8 many4evel rocurement among Part 21. I E55% and | M.73. AP

of any facility or activity licensed under chain. At the top of the chain Is the number ofinstances have occurred
electncal utility and the utility *e major where the same deSdency in athe Atomic Energy Act so report to the
contractors such as the nuclear steamComnussion the discovery of" defects., component was evaluated and reported
8ystem supplier. He next level includes by two different organizations, onein '" basic components" that could create

a " substantial safety hazard." ne mamfacturers who produce components attempting to satisfy the criteria of Part
'E C'N E" U' " * * ' *
such as instrumentadon "contmla. major21. and the other attempting to meet thepurpose of section 200 was to ensure

differently worded criteria of I 50.55(e).that the Commission has prompt P ping pumps. and valves.nese ne fact that the reporting criteria arei
information concerning safety defects.

manufactums in turn Procure necessary different for each requirement and theIn addition to imposing obligations on
the directors and responsible of!icers of [*[,'*d ' *' "

b lack of any explicit framework I,a then t regulations to preclude duplicauveNRC licensecs, section 206 slao imposes a mulutude of sources. }.or nuclear
reporur:g have led to duplication of bothobhgauons on the directors and P "" " * " '" " ' PN" D 'U licensee and NRC staff e(fort.tesponsible officers of nonlicensees that

Uers e supNy dein to aH aMun ne proposed revision to .* 21.2 wouldconstruct facilities for or supply which could create a substantiel safetycomponents to licensed facilities or relieve holders of construction permita
*** E F " ' "

acuvitica. An individual ofLcer or P,p, o annu I nder under 150.23 from their Part 21
director who nowingly fails to comply Part 21.These reports of potential safety evaluation, notification, and reporting
with the notificetion requirements is problems have resulted in generic responsibiliues if they report a defect
subject to civil penaltjes. communications such as NRC buUetina, under i 50.55(e).He proposed revistor

On March 3.1975. the NRC published generic letters, and information notices. to i 50.55(e) establishes the applicable
a proposed rule designed to implement and have contributed to the overall evaluation sad reporting procedures, as

Section 206 60 R 8332}. and on June c. improved safety of the nuclear industry. well as recordkeeping requirements. for
1977, lesued the final rule, adding Part 21 construction permit holders. Compliau
to the Commission's regula21ons U2 R Section 5J55fel with thne 15035(e) requirements wouJ
28833). Section 50 55(c) of 10 CFR Part 50, be deemed to satisfy the corresponding

The regulations in 10 CR Part 21 criammily published as a final rule on requirements of Part 21.
Impose reporting requirements on Wrch 30.1972 (37 FR 6459). establishes in order to make the reporting of
directors and responsible officer ts of requirements for reporting deficiencies defects found during construction
firms c onstructmg. owning, operating. or occurring during the design and cons! stent for all production or
supplying components for any facility or construction of nuclear power planta. utilitation facihtin the scope of
activity heensed or otherwise regulated The rste was designed to enable the i 50.55(e), which fortnerly covered only
pursuant to the Atomic Energy Act of NRC to receive prompt notification of the construction of nuclear power
1954, as amended. or the Energy deficiencies and to have t:mely plants,is being cupanded to include a!!
Pcurganization Act of 1974. as arnended. Informat on on which to bue an construction permits leswed under
Part 21 was amended on Octcber to. cvoluution of the potential safety I 50.23. ncs. the reporting of defects
1978 (43 FR 4M21) to exempt corisequences of the deficiency and found during construcuon at thne
"comtr.ercial grade items" from Part 21 detemine if further regulatory action is fscahties would be shifted from 10 CG
until the items were " dedicated" for use required.nerefore. the holder of a Part 21 to i 50 55{e).These facihties
as a besic component for a nuclear permit for the construction of a nuclear were previously covered by part 21.
f acih*y. power plant in required to notify the Thus. no increase in reportcg

21.P R. 2!Joverntwr 30,19C8
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PART 21 PROPOSED RULE MAKING
.

requirement is being imposed on these the need to notify vendors of a licensee 1954, as amended, or any applicable
f.cilitles. notification where warrented by the rule, regulation, order orlicense of the

ukewise, proposed I 21.2 would safety significance and generic aspects Cornmission related to a substantialexplicitly relieve the officers and of the defect or noncompliance,in order safety hazard.To further make reporting
directors of the holders of operstmg that vendors are aware of the existence more consistent, holders of construction
licenses under Part 50 frorn the Part 21 cf a defect. permits would notify the Commisslo of
evaluation. notification, and reporting Relief for holders of operating licenses failures to comply under i 50.55(e)
requirements because defects will be from reporting under i 5013 similar to instead of Part 21 uader the proposed
reported by helders of operatir.g that in proposed i 5035(e) outlined amendments.
heenses under i 50.73 or i 73J1. The above will be implemented in the near 2. Defining Defects To Be Reported.
reponing procedures and recordkeeping . future. However, the original intent of Section 206 of the Energy '

requirements currerttly in i 5053, would NRC defect reporting requirements was Reorganization Act requires the '

be deemed to satisfy the corresponding that reporting under only one of the reporting of" defects which could create Irequirements of Part 21. requirements would satisfy the other a substantial safety hazard." Existing |Thus, the defect reporting requirements. Additionally,it should be i 21.3(k) defines substantial safety irequirements of section 206 of the 3ted that staff experience with hazard as "a loss of safety function to |Energy Reorganization Act would be reporCng under 150J3 indicates that the extent that there is a major j

*

met by Part 50 licensees by reporting there is minimal duplication between reduction in the depse of protection '

under either i 50.55(e) or i 5053, as this section and Part 21 and i 50.55(e). provided to public bealth and safety for Iappropris te. llowever, responsible The staffis currently reviewing the any facility or actMty licenstal, other !officers and directors of a Part 50 reporting expedence with I 5053 since than for export. pursuant to Parts 30,40.licensee would still be subject to the it became effective in January 1964. 50, 60,61.70. 71. or 72." la addition, thecivil penalty provisions of section 206(b) Changes may be required as a result of supplementary information for theof the Energy Reorganization Act as set this review and this tuue will be
forth in i 21.61 for the failure to notify addressed at that tima. original Part 21 tinal rulemaking. )une e.
the NRC of a defect. The intent of these revisicas is to 1977 (42 FR 2880). contained the

following guidance on what constitutesIn addition, proposed revisions to establish the filing of one report by a a " substantial safety hazard"ti 21.21 would relieve vendors subject to vendor. operating license holder, or
the reporting requinments of Part 21 construction permit holder for each ~Moder8te exposure to, or release of.
from reporting to the Commisalon under separete defect, with the reporting bcensed material, or
Part 21 if a defect has been previously obligation resting on the entity that -Malor degradation of euential safety-
reported under iI 50.55(e). 5053, or discovers the defect. It is intended that related equipment, or
73J1. not is, in proposed i 21.21(b)(2). I 50.55(e) will be exclusively used for -Major deficiencies involving dec!gn. -

for any defect identified, evaluated, and the reporting of defects discovered by construction. Inspection, test, or usa.
reported by a Cp or OL holder pursuant construction permit holders (or referred Existing I 50.55(e) requires the
to i150.55(el. 5013. or 73J1, the related to them by a vendor who is unable to reporting of deficiencies la design and -

vendor would not be required to provide evaluate the defect); and i 5053 will be construction which could adversely
a report. exclusively used for the reporting of affect the safety of operations of a

Proposed 8 50.55(e)(8) will relieve the defects discovered by the holders of nuclear power plant and which
holders of construction permits under operating licensees (or referred to them represent the following:
Part 50 from reporting a defect if it has by a vendor who car not evaluate the -A signifIcant breakdown in avpreviously been reported under Part 21. defect). Part 21 will be exclusively used portion of the quality suurandne NRC staff will continue to for reporting defects discovered by program, or ievaluste notifications made to NRC materials licenses covered under Parts -A significant deficiency in a final

'

under part 21. Il 50.55(e). 50J2,5073 or 30,31,34.35.40.60.61,70.71,72:Part 50 dulgn, or 173.71. Where necessary. NRC staff will licensees other than nuclear power plant
contact the licensee and appropriate licensees and holders of construction -A s!gnificant deficiencyin the

'

vendor to obtain additional information. permits: and vendors involved in construction of, or significant damage
Additional vendor information obtained constructing or supplying components to a structure. system, or component
by NRC direct contact under the for any facility or activity licensed or requirMg cormdve acGon hvolvbg
proposed amendment to i 21.21(c) otherwise regulated pursuant to the extensive effort, or

-A 31 nificant deviation from -would censist of information on Atomic Energy Act of 1144. as amended. 8
iadditionallocations of basic or the Energy Reorganization Act of *7,', N',*fy],Q(components containing the defect. 1974. as amended. , y

corrective actions required, and advice In order to facilitate the elimination of enort.
provided to recipients of the basic duplicate reporting, the proposed NRC experience v.ith I 50.55(e)
components. Based on this information.

revision also establishes ( $0.55(e) reports has indicated that clarifiestion
the staff will then determme appropnate content similar to that contained in to of the type of deviation that is required
regulatory action. For cases in which the CFR Part 21 lt is anticipated that this to be reported would be edvantageous.
vendor notifies NRC and has not proposed revision will significantly Accordmgly, the reporting criteria in
notified licensee purchasers NRC would reduce the reporting burdens on the proposed i 6045(e) are the same as
evaluate the need to notify hcensees regulated industry, as well as improve those contained in i 21.3.
based on safety signi!1cance of the the Commission staff evaluation of these This increase in the reporting
defect or noncompliance.Where reports without any loss of relevant threshold to all construction permit
warranted. NRC would notify the safety information. holders will allow the Commission to
appropriate beensees, either directly or In addition to the reporting of defects obtain the proper level of reporting withvia e genene communication such as an in basic components. Part 21 also no loss of significant safety information,
Ininrmabon Notice.of the existence of requires the reporting of failures to 1.e. the proposed am,ndment raising the
such a ddect. NRC staff will evaluate comply with the Atomic Energy Act of I 50 55(e) threshold will facilitate

21-PR-3 November 30,1988



- . _ . _

, .
mmn , n r..n , w

.

.
.

.

PART 21 PROPOSED RULE MAKING ,

(m) The proposed revision to i 50.55(el
eliminating duphcative reporting by ps.bhc when there is an event or would extend the penod for notification
making the defirsition of defects reported condmon that could pose a potential of the Commission from one day to two
under i 50.55(e) identical to those threat of a releare of radiation above
reported under Part 21.This elimination normaloperating levels. days. In Petition for Rulemsking (PRM)

of duplicat!on willbe accomplished with Part 21 reports by vendors and
50-36. filed by the Nuclear Utility

no loss in entical safety informstlon and i 50.55(e) reports by construction permit Backfitting and Reform Group (to FR
will rrduce unnecessary industry holders.on the other hand. Involve

28282). dated April 10.1963, petitioners

burden. reporting of defects which could create a propose revising to CFR 50.55(e]
It should be pointed out that a slight substantialsafety harsedif a spese reporting requirements to delete the 24

event or failure should occur. Although hour initial report entirely (Issue Ill).
Altematively, the petition recommendsdifference eulste between the current

definition of " deviation" in Purt 21 and
Part 21 and i 50.53(e) reports rnay adoption of a deadline of Ove days for

that in the proposed i 50.55(e). In the involve generic substantial safety en initial report.His proposedhasards, the relative risk of potential

documents" are specificelly referred to failures is less than the risks of failures
rulemaking extends the initial reportingcurrent Part 21." procurement
deadline under i 50.55fe) from 24 to toevidenced by actual events or
hours.He staff believes that theas determining the requirements of a'

conditions of plants having operating proposed two-day requirement willbasic compongnt. However,in
150.55(e). procurement documents are licenses. Finally the reporting
not mentioned as determining these experience with 1150J2 and 5053 provide Industry with more flexibl|ity

while still allowing sumcient warning of
requirements.He basis for this versus Part 21 and i 50.55(e) indicates safety problems and is consistent with
difference is that in applytr g I 50.55(e), that more issues which directly affect

the objective of estabt! hing uniform
besic components will have the health and safety of the public are

reporting criteria.ne staff agrees that
requirements imposed on them not only

discovered from analyses of operating the current i 50.55(e) initial reporting
by their procurement documents,but teactor events than frorn Part 21 and
other licensee documents. In the esse of I 50.55(e) reports. Accordingly, the staff requirement may be restrictive:however the five<isy recommendation
Part 21. application of the regulation to has proposed a two<!ay initial reporting proposed by PRM-50-38is believed to
vendors will requite the use of time limit for Part 21 and i 50.55(e) as an be too long considering staff s need to
procurement documents to determine adequate means for providing sumcient be provided with early notification of
the requirements which the purchaser warning of potential safety problems.

potentially generic conditions at4. Establish /ng Time limitfor
placed on the basic component. Transfer ofinformation. Currently. Part constructiou permit facilities which

could effect operating facilities.nis3. Establishing Uniform Time Umits
21 (i 21.21(a)(1)(II)) does not explicitly

time linJt will be consistent with theforReporting. In the current Part 21
address time limits for transfer of current Part 21 time limit. Accordingly.subtr.ittal of the required written report
information in attuations for which the proposed two<!ay versus 24-hourwithin the five day time limit has been

difDeult to accomplish. In addition, the vendors or other suppliers of current reporting requirement addresses
.

|
incrementalinformation available components are unable to evaluate

and resolves issue Ill of PRM 50-36.
during the subsequent 3 day intervat whether deficiencies could create

s ubstantial safety hazards. This inability (b) Proposed i 50.55(e)(7) and
following the initial report does not to evaluste may be due to the vendor's

revisions to i 21.51 clarify the specific
records that must be mainteined andprovide a meaningful addition to the or supplier's lack of knowledge of how their retention period to ensureinformation already available to the

Commission.ne proposed entension to the compomnt as utilized by the end compliance. Retention of procurement
30 days for the time limit for submittal of user or for other reasons. The proposeddocuments would be retained either by
the written followup report would allow change to Part 21 would explicitly add a the vendor or the purchaser of the besie
submittel of a complete report. Also, time limit prpvision to correct this component The vender would be
addition of time limits for evaluation of problem.no proposal would requin

defects will further ensure that the etoff
that if, during the evalustion period, the required to retain a list of the purchasers

is informed regarding significant safety entity which discovers a deviation that
of the basic component.

(c) For cons!:tency with Il 50.55(e)
hazards.Thus. the proposed rule would could potentially create e substantial and 5053.Part 21 would be changed to
change the time limit for submission of safety hazard determines that it is direct correspondence to the Document

unable due to insufficient informationthe required followup writiro report or other reasons, to evaluate the Control Desk *vith appropriate copies to
frotn five days to 30 days.

deficiency, then that entity must notify regional and headquarters omces. Also,

amendments wodd estabilah uniform
the purcheners of the "bssic component" telephone communication has beenAs outlined above.the proposed

reporting deadlines for Pan 21 and within five days of this determination. specifically directed to the NRC

i 50 55(el. Initial notification to the NRC
5. Reponing Content. Proposed Operations Center.

[d) Current i 21.3(a)(3). which clarifies
is required within two days of tevaions to i 50.55(e)(c) would require

items which are to be considered as
identihcation of a defect. A difference

the content of the informstion reported
"besic components." includes:

exists between this requirement and under i 50.55(c) to be consistent with :

150J2 where initialreporting of events that required by 121.21[b)(3).nese " design. Inspection, testing or )

or conditions is required within one to revisions will ensure that the
consulting services important to eafety." !

Commission obtains all the informatJon nat subsection is bel 93 modified to i

condition.ne staff believes this necessary to evaluate and take further clarify what are intended to befour hours dependmg on the event or

difference is justifisble in that i 5052 corrective action,in reference to a significent items.The proposed
subsection would be revised to include;

reports involve problems et operating particular defect. " safety related design, analysis,
f acihties for which remedial actions ma y e. O(AerChanges. In addition to these

be needed very quidly. Rapid maior revisions, mmor changes are ini.pection, testing. quality assurance,

notification is required because the NRC bemg proposed to improve the overall *
f abrication. training, maintenance,

has a responsibihty to respond rapidly quahty and coherence of Part 21 and replacement parts, or consultirig {
'

services that are associated with the
to protect the heahh and safety of the i 50 55(et

I

i
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PART 21 PROPOSED RULE MAKING

basic comportent hardware whether
aware of a number of cases where anthese servacs are performed by the regarding this burden estimate or any

ecmponent supplier or others? inordinate length of time passed
Also, it should be noted that, as stated between the trutial discovery of a

other aspects of this collection of

in the current definluon of besic
potential defect and when the information, including suggestion for

component in i 21.3(s)(t). " systems" are Commission was informed.While no
reducing this burden to Records and

properly considered as " basic amendment is being proposed to set a Reports Management Branch. Division
of informs uon Support Services. Office

components." These would include but time limit for evaluation of devlations,
of Administration and Resources

not be limited to such " systems" as and informing directors or responsible

security and fi e protection systercs corporate officers, and the NRC. in Management. U.S. Nucicar Regulatory

among other systems which can affect genersL under most circumstances. 30 Comrnission. Washington. DC 20555:

the safety of the facility. As an example. days is believed to be a reasonable time end to the Office ofinformation and
for power reactors. the rationale is that to evaluate deviations to determine il

Regulatory Affairs. Office of

a defect or noncompliance in the reportabla defects exist. Should a more Management and Dudget. Washington.
DC 20503.

security system is one which could lengthy evaluation be required,it may

a!!ow secess of so unauthorized Indicate the need to report the potential Regulatory flexibillry Certification
defect.

individualinto a vital area without
being detecied by the security system. Existing to CFR 5035(e)(2) and (3) As required by the Regulatory

The staffs view is that this represents a establish tirne frames only for the
Flexibility Act of1980. 5 U.S.C. 005(b).

mefor reduction in the degree of reporting of defects. Proposed i 5045(e) the Commission certifica that this rule. if

pro ection afforded the health and would also require the holder of a adopted, will not have a significant

eafety of the pubuc and la. therefore, a
construction permit to evaluate economic impset on a substantial

substantial safety hazard and would deviation within 30 days and extend number of small ent!Oes. The proposed

require notification. inf tici notification of the Commission revision to i fo35(e) applies solely to

Rese clarifications are consistent
from 24 from hours to two days.De the holders of construction permits

with current NRC practice and previous estension of the irdtial notification time issued under to CFR nt3 none of

guidance provided in both NUPIC 0302. from 24 hours to 2 days in proposed 10 which can be considered small entitica.

Rev.1: Remarks Presented at Public
CTR 545(e). provides the industry with Although the proposed revision to Part

Regional Meetings to Discuss more flexibility, while edU allowinS 21 could potentinUy affect a substantial

Regulations (to CFR 21) for Reporting of sufficient warning of potential asfetynumber of sma!! enudes (See NRC elze

Defects and Noncomplianca. October. problema.The use of the same initla! standards published Decemt>cr 0.1985,

1977; and in NRC Office of Inspection notification period for both to CMt Part 60 Mt 60241) who supply components to s

'

a nd Enforcement Information Notice 85-
21 and to CFR 5035(e)is consistent with NRC licensees, the economic impact on

101: App!!cability of10 CFR 21 to the objective of establishing uniform these firms is expected to be slight.

Consulting Firms Prodding Training. .
reporting time frames. Approximately 80 percent of the 300

annual nuclear. power. plant.related Part
(e) Section 21.2. which sets forth the Regulatory Analysis 21 reports have in the past been .jscope of Part 21 coverage has been

revised to include Part 60 fact 11 ties. .ne Commission has prepareJ s draft b o

The existing rule already applies to regulatory analysis of the proposed percent have been submitted by
l

Ps:100 !icensees (as an entity licensed regulation.The analysis identifies and nonlicensed suppliers and vendora.

to possess, use, and/or transfer within examines the costs and benefits of the Proposed i 21.2 eliminates duplicatJve

the United States source matedal. proposed regulation and its alternat!ves. reporting for those organ!zations subject
byproduct material special nuclear The draft analysis is avalable for to the defect reporting requirements, and

material and/or spent fuell and to those * inspection and copying for a fee at the therefore should reduce the economic
entitiee that supply basic components NRC Public Document Roorn 2120 L impact on these organizations includina

.

for an actjvity bcensed under Part 60. Street NW., Washington. DC 20555. smau businessca.
!

The propo6ed extension of Part 21 to Any small entity subject to thia |

organizations shot consr/uct geologic Environn. e ital Impact: Categorical regulation which determines that.
E.xclusion because of its stra, it is likely to bear arepositories would complets the Part 21

' I The NRC has determined that this
disproportionste edverse economic' 8 '

Udu or la the proposed reguladon la the type of action impact abould notify the Commission of
Commlulon. described In ca tegorical exclusions to this in a comment that indicates the

neltber an en(vironmentalimpactCFR 50.22(c) 1) and (3). nerefore.
foRowing: .

Timeliness of Evaluations (a)The site of their business and how
-

Under existing i 21.21(b)(2). the initial statent not an environmental the proposed regulations would result in

notificadon of a defect must be made to a ssessment has been prepared for this significant economic burden upon them
the NRC within two days est the time a proposed regulation. as compared to larger organizations in
director or responsible officer obtaina the same bumness community.
information on the existence of a s'aperwork Reduction Act Statement (b)liow the proposed regulations

could be modified to take into secount ;reportable defect. liowever, the existing Public reporting burden for this their differing needs or capsbthties.rule is silent concerning the time period i

between the discovery of a potential collection of information is estimated to (c) The benefits that would accrue, or |

defect and the time when an evaluation
average 1G7 hours per 10 CFR Part 21

the detriments that would be svoided. If
of the potential defect should be response and 28 hours per i 50,55te) the proposed regulations were modified
completed end the NRC notified. . terponse. including the time for as suggested by the commenter.
Similarly, no deadline is est.blished for reviewing inetructions searching (d| How the proposed regulations, ae
when the director or responsible officer existmg' data sources, gathering and modified, would more closely equalize
must be irlormed of a potentiauy

enaintatning the data needed, and the impact of NRC regulations or create
reportable defect. The Cornmission is completing and reviewing the collection more equal access to the benefits of

of information. Send comments Federal programs as opposed to

21.PR-5 November 30.1988
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PART 21 PROPOSED RULE MAKING

providing special advantages to any use. or transfer within the United States concerning nuclear safety related
indwiduals or groups. source material byproduct materiel, problems.ne location and telephone

(e) How the propose regulations, as special nuclear material. or spent fuel, numbers of th a five regions (answered
rnodified. would still adequately protect or to construct, manufacture. possess. during regular working hours). are listed
the public health and safety. own. operste or transfer within the in Appendix D to Part 20 of this chapter.

The comments may be submitteJ to United States. any production or The telephone number of the NRC
the NRC as indicated under the utilization facility or independent spent Operations Center (answered 24 hours e
ADDRESSES heading. fuel storage installation. or a geologic day-including holidays) is (202) 95t-
Backfit Analysis rep sit ryi r the disposal of high-level 0550.

rad.oective waste under Part 60 of this 3. In i 21.3 paragraphs [a)(3). (c) and
The Commissions has detennined that chapter. and to each director and (h) are revised to read as fo!!ows:

a backfit analysis is not required for this responsible officer of each a licensee.
proposed rufe. because these ne regulations in this part apply also to 121.3 odn m
amendrnents do not involve any each individual corporetion. * * * * *

provisions which would impose badfits partnership or other entity doing (a) * * *
as defined in to CFR 50.103(a)(1). business within the United States, and (3)in all cases. " basic component"
Ust of Subjects each director and responsible officer of includes safety related design analysis,

,

j

such organization. that constructs a inspection, testing, quality assurance. 1

M CFR Porf JJ production or utilization facility licensed fabrication, training. maintenance.
Nuclear power plants and reactors, for manufacture, construction, or replacement parts.or consulting

' eration pursuant to Part 50 of this services that are associated with the
Penalty. Radis tion protection. Reporting c[ apter or en independent spent fuel ccmponent hardware whether theseand recordkeeping requirements.

storage installation for the storage of services are performed by the
M CIR Port M spent fuel licensed pursuant to Part 72 of component supplier or others.

Antitrust. Cla ssified informa tion. Fire this chapter. or a geologic repository for - * * * *

prutection. Incorporation by reference, the disposal of high-level radioactive (c) " Cons tructing" or * construction"
listergovernmental relations. Nuclear weste under Part 60 of this chapter; or means the design manufacture.
power plar.ts and reactors. Penalty, who supplies basic components for a fabrication, placement. erection.
Radiation protection. Reactor siting facility or activity licensed, other than Installation. modification. Inspection, or
criteria. Reporting and record keeping for export, under Parts 30. 40,50,60. et. testing of a facility or activity which is
requirements. 70,71 or 72 of this chapter. subject to the regulations in this part

For the reasons set out in the (b) For penons licensed to construct a and consulting services related to the !
preamble and under the authority of the facility under a construction permit facility or activity that are safety
Atomic Energy Act of 1954. as amended, issued under i 50 23 of this chapter, related.
the Energy Reorganization Act of1974. reporting defects under i 50.55(e) of this . . . . .

as amended. and 5 U.S.C. 553, the NRC cha ter satisfies each pman's
eva ation, notification. and te orting (h) " Operating" or " operation" means ~

is proposing to adopt the following
amendments to 10 Cm Parts 21 and 50. . obligation to report defects un er thia the operation of a facility or the conduct I

part and the responsibility ofIndividual of a licensed activity which is subject to
PART 21--REPORTING OF DEFECTS directors and responsible officen of *] 'U"8 I",f,I8 {,"
AND NONCOfAPLIANCE such licensees to report defects under 8 gc ,; d a operations

!

Section 200 of the Energy that are safety related. i

1.The authority citation continues to Reorgnnization Act of1974. * * * * *

read as follows: (c) for persons licensed to operate a 4. Section 21.5 la revised to read as
Authority Sec tot es Stat. e44, as nuclear power plant under Part 50 of this follows:

amended, sec m. 83 Slat. es4. se amended chapter, reporting defects under i 50.73
Itu M m(42 U.S C 2201. 2:a2); seca. 2't. se amended or i 73.71 of this chapter satisfica each

20s. as Stat.1241, as amended.1240 (42 tLS.C person's evaluation notification. and Except where otherwise specified in

"'ction 212 alsa issued under Secs.135'reporting obligation to report defects this part, all wrtuen communicaGesN
Se

under this part and the responsibility of and reports encerning the reguWes
'u$c niss

~ " "'****I'*-
3

individual directors and responsible in this part should be addressed to the
For the purposes of sec. 223. ea Stat. osa. .s officers of such licenseee to rcport Document Control Desk. U.S. Nuclear

amended (42 U.S.C 22731: il 21 A 21.21i ) defects under Section 206 of the Energy Regulatory Commis sion. Washington.
and 21.31 are issued under ecc. setb ea Stat. Reorgani:.ation Act of1974. DC 20555. Additionally if the
sea. as amended 142 US C 2201(bt), and (d) Nothing in these regulations communication is related to a nuclear
il 2121. 2141 and 2ut are issued under sec. should be deemed to preclude either an power reactor. non-power reactor, or
telo. ea Stat. 950 ee amended (42 U.S.C. individual a manufacturer, or a supplier other utilization facility licensed under
Nt'll of a commercialgradeitem(see Part 50, a copy shall be sent to the

2. Section 21.2 is revised to read as i 21.3(a-11) not subject to the regulations Director. Office of Nuclear Reactor
fo!!ows; in this part from reporting to the Regulation. U.S. Nuclear Regulatory

Commission a known or suspected Commission. Wa shington, DC 20555. lf
f 21.2 scope. defect or f ailure to comply and. as the communication is related to en

(a) The regulations in this part apply. authorized by law, the identity of activity licensed under Part 50 such as a
e xcept as specifically provided anyone so reporting will be withheld fuel reprocessing plant or other
otherwise in Parts 31.34.35.39.40,60, from disclosure. production facility, a copy of the
61. 70. or 72 of this chapter, to eoch (el NRC regional offices and communication shall be sent to the
Individual, pa rtnership, corporation. cr headquarters will accept collect Director. Office of Nuclear Material
other entity licensed pursuant to the telephone calls from individuals who Safety and Safegua;ds U.S, Nuclear
reguistions in this chapter to possess. wish to speak to NRC representatives Regulatory Commission. Washington.

November "lo 1988 21.P R4



,. . - .- . .. .-_ -

. ym ; , _m

. ~
, ,

.

~

|

PART 21 PROPOSED RULE MAKING ;

i
'

DC 20555. A copy of communications paragraph (b)(1) of this section. Is not installation. operatien, maintenance.
related to activities licensed under Ports required if the director or responsible moddication,orinspectionof a basic

'

30,31. 34. 35. 40. 60. 61. 70. 71 or 72 must officer has acutalknowledge that the component.
be sent to the Director. Office of Nuclear Commision has been notified of the
Material Safety and Safeguards. In the defect or the failure to comply. PART S0-DOMESTIC UCENSING OF
case of a licensee, a copy shall also be 131 Noti!ication required by paragraph PRODUCTION AND UTILtZATION ,

sent to the appropriate Regional (b)(1) of this section must be made as FACit.! TIES ;

Administrator et the address specified follows-
in Appendix D to Part 20 cithis chapter. (i) Initial notification by telefax. which a.ne authority citation for part 50

continues to read as follows:S. In i 21.21. paragraphs (b)(2) through is the preferred method of notification. .
(b}(4) are redesigns ted (b)(3) through to the NRC Operstions Center at 301- Authorit y; Secs.102.103.104,105. tot. Is2
(b)($1; new paragraph (b)(2) is added: 492-4187 or by telephone at 301-051- m tot in se Sist e3a.s17.ssa. 944, ess.

es4. ess. ese, and amended, sec. 234, set.and the section heading and paragraphs 0550 +vithin two days following receipt
(a) (b)(1),(b)(3) and (c) are revised to of informetion by the director or $4|' *g [$,C$2M3 213 ,

g,
read as follows: responsible corporate c!Ecer under 201. as emended. aos. 20s. ea stet.1242. es .

paragraph (b)(1) of this section on the amended.1244,12ee (42 USC seat. t442,
! 21.21 Notifiestson of fasure to com or identification of a defect or a failure to se461**"#**""8"*"*'"*""' comply.Verificetion that the telefax has Section 503 ak tuued under Pub.L e5- |

(s) Each individual,corporetion, been received abould be made by ea11ing Mt. sec. M 92 St.t. 2pst (42 U.5C ses11 |
partnership, or other entity subject to the NRC Operations Center. Section ato etso lesved under eces. tot, tas. t

the regulations in thfs part shall adopt (ii) Written noufice tion to the NRC at se Stat. eso, ess. es emended (42 UIC 2131.
,

appropriato procedures to- the addreea specified in i 21.S within 30 22351: sec.102. Pub. L wt90 es Sut,053 (42
(1) Evaluate deviations to identify days following receipt ofinformation by USC 43321. Sectione som. so.as. so.ss. so.se ,

also tesued under sec.1as es Stet. ess(42defects as soon as practicable.lf. Juring the director or resPonelble cemte DAR 223st. Sections .maa.504sa, andthe evaluation period, the organization
I A pendix Q elu lessed ender sec.102, Pub.Pdiscovering the deviation determines section, on the identiScation of a defect L w1oo, es Stat. ass (42 UAC 4332). -

that it does not have the capability to or a failure to comply. . Sntions so34 and us4 ew Luead under |perform the evaluation, the organization sec. 204, se Stat 1245 (42 USC 5444).. . , . =

shall notify the purcheeers or affected
bcensees within five working days of (c)Individuata subject to this part may Sections 50.s4. met. and sos 2 also tuued

be required by the Commission to under Pub. L e7-415. 96 Stat. 2073 (42 USC
this determinstion so that the 2239). Section so3e also tuned under sec.
purchasers or affected licensees may supply additionat information related to

122.m Sat smu USC 21m.Secms
evaluate the deviation, pursuant to the e defeet orIsilure to comply.Such meo aost aW teeed under sec. tu. es Stat.

Commission action to obtain additional es4. u amended (42 USC 22341.Sectionepplicable reporting regulation, and
(2) Ensure thet a director nr

information may be based on reports of atos also lessed under sec. tos, es Stat ess.

responsible omeer is informed as soon defects from other reporting entities. es anwnded (42 USC 21ss). Appendix F ateo
" *es practicable. If the construction or i 21.41 [Removedl

operation of a facility or activity. or a 6. Section 21.41 is removed. For the purposes of eec. 223. es Stat osa, ea
basic component supplied for such 7. Section 21.51 is revised to read as amended (42 USC 22nl. || scLlo (4 (blfacility or activity- follow : and ici,50.44. 50 es. 50.44, somnd somo(s)

(i)l' ails to comply with 'the Atomic are heued under sec. totb es Stat. 04& es
Energy Act of1954, ae amended or any $ 21.51 sta6ntenance and inapocson of amended (42 USC 2201(bib li 50.10 (b) and
opphcable rule, regulation.crder or records. (c) and 50.54 are tesued under sec.1811. es
bcense of the Commission retating to a (a) Each individual, corporation. Stat. 94e. es ernended (42 USC 2201(ill: and 1

substantial safety hazard, or partnership. or other entity subject to Ii sas. mss (4 mse(bh me, m. m. '

m and e em tesued under sec.1sta, es
(ii) Contains a defect. the regulations in this part sha!! prepare

Ste u omen e (42 2201(oll.(b)(1) A director or responsible omcer and maintaln records necessary to
subject to the regulations of this part or accomplish the purposes of this part. 9.Section 50.2 is amended by adding
a person designated under i 21.21(b)($) specifically- the following definitiona in alphabetical
shall notify the Commission when be or (1) Retain evaluations of all order to read as follows:
she obtains informatico reasonably deviations for a minimum of five yeara,
indicating a failure to comply or a defect (2) Suppliers of besic components I "# D**""*"*

* * * * *affecting- shall retain any notifications sent to
(1)The construction or operation of a purchasers and affectedlicensees for a " Basic component" means. for the

|
facility or an activity within the United minimum of five years. purposes of I 50.55(e) of this chapter: i

States that is subject to the licensing (3) Suppliers of basic components (1) When applied to nuclear power |requirementa under Parts so. 40. 50, so, shall retain a record of the purchasers of teacters, any plant structure systan. -
et 70.71. or 72 of this chapter and that besic components for the lifetime of the component. or part thereof necessary to
is within his or her organization's besic component, ensure (i) the integrity of the reactor
responsibility; or (b) Each individual. corporation. coolant pressure boundary.(ii) the

(li) A basic component that is within partnership.or other entity subject to capability to shut down the reactor and
his or her organization's respocaibility the regulations in this part shall afford maintain it in a safe shutdown
and is suppbed for a facility or an the Commission, at all reasonable timea, condition, or (iii) the capability to
activity wahin the United States that is the opportunity to inspect records prevent or mitigate the consequences of
subject to the licensing requirementa pertaining to basic compenents that accidents which could result in potential
under Parts 30. 4a 50,60. 70. 71 or 72 of relate to the discovery, evaluution, and offsite exposures comparable to those
this chapter, reporting of deviations vnd defects. referred to in i 100.11 of this chapter.

12) ne notification to NRC of a failure includir4 any advice given to purchasers (2) When applied to other types of
to comply or of a defect under or bcensees on the placement, erection. facihties or portions of such facilities for -

21.PR-7 fJovember 30.1988
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I

which construction permits are issued " Procurement document" means, for responsible officer of the failure to

under 150.23 of this chapter. a the purposes of i 50.55(e) of this chapter, comply.

component. structure, system or part a contract that defines the requirements (3)The holder of a Scility

thereof that is direedy procured by the which facilities or basic components construction permit subject to this part

construction permit holder for the anust meet in order to be considered shall notify the Commission through a

f acility subject to the regulations of this acceptable by the purchaser, director or respensible officer if the
homer obtains information reasonably ,

* * * * * '

part and in which a defect could create
o substantial safety haterd. ~Pesponsible officer" eneans, for the indicating the existence of any defect

(3)in all cases, safety related design, purposes of 150.55(e) of this chapter.the found la construction or soy defect,

analysis, in s pection. testing. quality president, vice. president, or other
found in the final design of a fscility as

nasurance. f abrication. training- individualin the organization of a approved and released for construction.

maintenance. replacement parts. or enrporation, partnership, or other entity (4) His notification requirement
1

consulting services that are associated who le vested with executive authority applies to a!! defects reganflees of
with the componcut hardware. whether ever utdvities subject to this part. whether extensive evaluatiorL redesign. ,

'

cr repair is required to conforrn to tliethese services are performed by the . . . * *

component supplier or others. . Substantial safety hazard" means, criteria and bases stated in the safety

for the purposes of i 50.55(e) of this analysis report or construction permit.* * * * *

" Defect" means. for the purposes of chapter, a loss of safety function to the Reportina under this section satisfies the

i 50 55(e) of this chapte" extent that there is a major reduction in responnbility ofindividual directors or

(t) A deviationin a basic component the degree of protection provided to responsible officers of holders of
delwered to a purchaser for use in a public health and safety for any faciffty

construction permits issued under

facility or ectivity subject to a of activity authorized by the 150.23 of this chapter to report defecta

constracuon permit under this part. If on construction permit issued under this undar Section *06 of the Energy
Reorganization Act and under to CTR |

the basis of an evaluation. the deviation part.
could create a substantial safety hatard part 21.

, , , , ,

at any time throughout the expected 10.In 150.55. paragraph (e) la revised (5) %s notification required by
Metm eMe fac% wers a to rema6 to read as follow:

paragraph (e)(3) of this section must
s

uncorrected or, g_
(2) Ha installadon, use. or operation i 50.55 Condttbone of cmW bI dal notification bI telefax. which I

of a basic component contairung a permita. is the preferred method of nouGcation. i

defect as deIlned in paragraph (1) of thia . . . . .

2 t of e ep a t t

0550 within two days followmg receipt Id ation in a portion of a P' " ' '

facility subject to the construction facil ty cetrucuon pennit subject t of informadon by the director or i

permit of this part provided the * this part shall adopt appropriate responsible corporate officer under |
deviauon could, on the basis of an paragraph (e)D)03)of this secuan, on the ,

C'
evaluation, create a substantial safety . ) Evaluate eviauons n soon as identification of a defect or a failure to

<

hazard at any time throughout the pract able, and in all casu w 30 comply. Verification that the telefax has
expected lifetime of the Iscility were it days discomy,in orcer to Menu y a been received should be made by calling
to remain uncorrected. reportable defect that could create a the NRC Operations Centar.

substantial safety hazard at any time (ii) Written notification submitted to
, , , , ,

"Devisuon" means, for the purposes throughout the expected hfetime of the the Document Control De:L U.S.
of i 50.55(e) of this chapter, a departure plant were it to remain uncorrected. Nuclear Regulatory Comrnission.
from the technical. quahty assurance, or (h) Ensure that a director or Washington, DC 20555, with a , copy to
quahty control requirements defined in responsible officer is informed as soon the appropriate Regional Admirustrator
procurement documents, safety analysis as practicable, and in all cases within at the address specified in Appendix D
report. construction permit. or other the initial 30-day period allowed for to Part 20 of this chapter. a copy to the
documents provided for basic evaluation of devistions pursuant to appropriate NRC resident inspector
components installed in a facility paragraph (e)(1)(1)of this section,if the within 30 days following receipt of
subiect to the regulations of this part. construction of a facility or activity, or a information on the identification of a

" Director" means for the purposes of basic component supplied for such defect or failure to comply.
i 50E(e) of this chapter, en individual facility or activity-

(iii)If insufGcient informauon isappointed or elected accordmg to law. (A) Fails to compiy with the Atomic available for a complete evaluation of a
who is authorized to manage and direct Energy Act of 1954. as amended.or any deviation or potential fallure to cornply
the affairi o! a corporation. partnership apphcable rule. regulation. order. or within 30 days of discovery of the
or other entity. license of the Commission relating to a deviation, prepare and subnut an

4

" Discovery" means, for the purposes substantial safety hazard or interim report to the Commission that
of I son (e) of this chapter, the first (B) Contains a defect. contains all available in.ormation, and a
identification of a deviation by acy (2)The holder of a facility statement as to when a complete report
individual within the organtutior- construction perinit subject to this part will be filed. Submit the interirn report

who obtains information teesonably within 30 days of discovery of the* * * * *

" Evaluation" means, for the purposes indicating that the f acihty f ads to dewalion,
of i 50 55(e) of this cha pter. the process comply with the Atomic Energy Act of @)The wntten nottfication required ]
accomphshed by or for a consuuctiun 1954. as amended or any opphcable rule.

permit holder to detertruce whether a regulation, order, or license of the by paragraphs (e)(5)[li) and (iii) of Ms ;

particular deviattun could create a Commission relating to a substantial section must clearly mdicate the , e |

substantial safety hazard. safety hazard shall notify the notification is bems submitted h v |

Commission through a director or paragraph (e) of this section and ac Ae
- - * * *

I
4
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the following information, to the extent
known-

(1) Name and address of the individual
or individuals LMorming the
Commission.

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

(Ili)!dentification of the firm
constructing the faci!!ty or supplying the
basic component which falls to comply
or contains a defect.

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

*

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

(vi)In the case of a basic component
which contains a defect or falls to
comply, the number and location of all
such components in use at the facility
subject to the regulations in this part.

(vil) he corrective action which has
been. is being, or will be taken: the
name of the individual or organization
responsible for the action; and the
length of time that has been or willbe r

taken to complete the action.
(viii) Any advice related to the defect

or failure to comply about the facility. i
-

activity, or basic component that has
been is being, or will be' given to cther
entities.

'

(7)He holder of a construdicn permit
shall prepare and maintain records
necessary to accomplish the purposes of
this section, specifically-

(1) Retain procurement documents,
which define the sequirements that
facilities or basic componenta must meet
in order to be considered acceptable, for i

the lifetime of the basic component.

(ii) Retain evaluations of all
deviations for a minimum of five years.

(B)%e requirements of this i 50.55(e)
are deemed to be satisfied when the
defect has been previously reported i

!
under Part 2? W this das.P::: t Mer
i 50.73 of inis part.
.. . . . .

Dated at Rockville.MD this 31st day of
Octotier 1988.

For the Nuclear Regulatory Commission.

$2muel J. Chllk,
Secretcry of the Commission. 1

> 55 FR 50o08
Published 12/4/90.
Comment period erptres 3/4/91

Licenses and Radiation Safety
Requirements for Large Inadiators

See Part 36 Proposed Rule Making |

21-P R-9 December 31,1990 ,

._ _ _ . -



r
--

a is

4: 86081 I
'

. Tf de.rel yogister i/ Nol. iso. No.147, /. Wednesday July 31i 1931 / 'Rdes .and Regulationg* -

* this section shall not apply to individual consistent time limito for reporting, gafeguards events, inclu6ng any I

pad ages of avocados weighing four estabbsh a t:me hmit for transfer of security failure, degradation. or |
.

pounds or less, net weight. in master information from vendors to purchasers ascovered vulnerability of a 4

1

containers. of basic components, more clearly s&ieguards system. As stated in
define defects that must be reported i 73.71. a report under i 73.71 satisfies. . . . .

and estabbsb consistent content for reporting requirements in bothDated JJy 25.1991.
WLm | Doyle, reporting Other minor changes were ii 50.72 and 50.73. Section 73.71 is not

Actmg. Deputy Dmtor. Prva and VegetcMe FTCPO*ed. being chsnged at this time.
Pubh.c comments regarding the Task !! J.4 of the TM1 Action planpygm

[FR Doc. 91-1 no Bled 7-30-91; 8.4T sn] proposed amendments were received directed the NRC staff to evaluate and
from thirty-five respondents.nese revise,if necessary, the existing i

e,o eca m comments were received from segments requirements of part 21 and i SOM(e) to
- of the nudear industry as follows: assure prompt and comprehensive

T**DtY-three were received from reporting. Over several years the needNUC1.E.AR REGULATORY utilitier,five from law firms for revision of these tegulations hasCOMMLS$10N representing members of the nuclear become apparent. Accordmgly, based
10 CFT1 Parts 21 and 50 Industry; three, from owners groupa; upon the staff experience with part 21

two, from architect /engineen; and two and i 50E(e), the final rule wilh
m 31so-AAss were received from vendora.These 1 Reduce duplicate evalcation and

comments have been evaluated and, repwung-Crtteria at d Procedures for the ,

where appropriate, incorporated into the 2. Establish uniform time limits foe ;Reporting of Defects and Conditions final regula tions. He pubuc comments npating-M MtM PWis are 6scussed below in connection with 3. Establish a time limit for transfer of .

Actucy:Nudear Regulatory the final regulationa. Information to end users when a |

Commission. A detailed analysis of the pubb.e substantial safety hazard determination
'

Acnoat Final rule. comments has been prepared and is by vendors is not possible;
available for public inspection in the o More durly and uniformly define'

swsam:ne Nudear Regulatory , NRC Public Document Room. the defects that seed to be reported
- Commission la amending its regulations

on the reporting of safety defects.ne Background unde 55(e

amendments are a result of the %e existing regulations contain reports submitted under i 50.55(e) and
Commission efforts to apply the several safety deficiency reporting

P*M 21- I
experience gained as a result of the requirements that apply to the 6. Clkrify th definition of '' basic

##"$' I'
e

nice Mile Island saident and also construc6cn and operstion of nudear ,

re!!ect Commisalon experience to dste power planta: 7 mda retdm I
with th existing regulatims. ne -part 21 applies to all NRC licensees, requirements including the requirement
amendments are applicable to as well as nonlicensees who cmstmet for retention of records of evaluations ofCommission licensees, and to facilities for or supply baric deviations that did not result in a
nonlicensees who construct facilities cornponents or services associated finding of substantial safety har.ard;
for. or,suoply basic componente 30 with basic components to these 8. Estabush time limits for evaluationfacilities or activities hnned by the liceusees, and implements section 206

of P tential defects and failures toCommission.The amendments would of the Energy Reorganhation Act of d
reduce dupbcate reporting of defects. 1974, as amended (ERA). (42 U.S.C. C**P[[otW mbw chap detaild
clarify the criteria for reporting defects. 5841 et seq.). which requires the g,0 ** i

and would estabush uniform time reporting of defects that could create .nese revisim wal redom the ,'.

periods for reporting and un' form . a " substantial safety hazard." and amount of time and effort expended by i

requirements for the content of safety failures to comply related to a
defect reports. " substantial safety hazard" as de!Ined industry in comp)ying with existing

O ATts- These amendments will be ' in regulatima. reporting and evaluation requirements
,

e fiective October 29,1971' -Section 50M(e) appl!cs solely to the while still ensuring that safety , j

deficiencies are identified and evaluatedbolders of construction permits and
#"#7'"@ ''T res th ^ - "''N of in a timely manner. |FDR FWnstM iHronstan0N CONTACT: d P

-

W.R. Jones, O!Ilce for Analysis and cant dedaW m "sWcant put fy"

Evaluation uf Operational Data.UA 1

Nudear Regulatory Commission, [e,ct u Part 21'was intended to i=plement I
e I H y

Washington DC:0555, telephone: (301) remain uncorrected. sectin 206 of the ERA. Sedia 206 )
"2-4 '"- -Sections 50J2 and 50.73 establish an requires directors and responsible <

system that applies officers of firms omstmeting, owning. jsmtat rTAn. woni4Anose On . event a

Noyember 4,1968, the Nodear und t operating smclear operating. pr supp!ying the basic ;

Regulatory Commisslan ("NRC" or power plants.nese regulations components of any facility or activity |

" Commission") published in the Federal requin the Ucensee to mab prompt licensed under the Atomic Energy Act of 1

Rej;ister (53 FR 44594) Ice pubilo . . telephone notification to NRC and to 1954, as amended. (AEA),(c USC. I

comment proposed amendments to 10 submit a written report for each 2011 et seq.), to immediately report to i.

CFR Part ti (part 21) " Reporting of ope. rating event or adverse plant the Commission the discovery of |
cats" or . ;Defects and Noncomphance" and condition. As discuased below, " defects" in;" basic ww

I 50.55 * Con'ditions of Construction changes to 115072 and 50.73 are not fa0 urea,to cornply that cook! create a . |
Perrhits.~ %e purpose of these proposed being made at this time. " substantial safety har.ard." In addition
amendments was to reduce dupi!cate -Section 73.71 appUes to licensees and to imposing obligations on the directors
evaluation and reporting, establish ' estabushes a reporting system for and responsible officers of NRC

|

|
!

*

|
L
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IIcensees section 2C3 of the ERA elso
L imposes obligations on the directors and sources. For nuclear power reactors. A. Part 21 and i 50.55(e)

part 21 applies to all tiers of the supply
responsible officers of nonlicensees that chain for basic components and to all A number ofinstances have occurredconstruct facilities for or supply basic activities which could create a where the same deficiency in a basic

,

t

components to licensed facilities or substantial safety hazard. In the case of C mponent was evaluated and reportedactivttles. Any individual ofhcer or
fuel cycle licensees and orgardzadons bytw different organiza tions, one

director who knowingly fails to comply supplying components to them, attenipting to satisfy the criteria of partwith the notification requirements is
subject to civil penalties. responsibility for complying with part 21 21. and the other attempting to meet the

On March 3.1975, the NRC published
does not extend past the first tier of differently worded criteria of I 50.55(e).
suppliers. De fact that nponing criteria are

a proposed rule designed to implement
section 200 (40 FR 8832), and on June e* Approximately 300 reports have been different for each requirement and that

1977. Issued the final rule, adding part 21 submitted to the NRC annually under there is a lack of any explicit framework
e an u to prec% @ cawthe Commission'a regulations (42 FR part 21. These reports of potential safety

problems have resulted in generic hpo ekcat
a e 'o p oboe

,n Cstane regulations in part 21 impose c mmun caties such as NRC buHedns- , e

reporting requirements on directors and [nd ha e
revised rule makes the reladonship

I

nt bu e to the overa '" *** * "responsible officers of firms which
construct, own. operate, or supply basic impr ud safety d the nelear industry. straightforward. Construction permit i

holders willperform evaluations report
|

1

components for any facility or activity Section 5055(e)
licensed or otherwise regulated pursuant as appropriate, and keep records under

to the AEA or the ERA. Part 21 was Fectin 50.55(e) of part 50. $riginally i 50.55(e). lf deviations are evaluated

amended on October 19.1978 (43 FR iyublished as a final rule on March 30- under i 50.55(e) and result in either a ;

48721) to exempt " commercial grade 4972 (37 FR 6459). establishes negative reportability detennination or
items" from part 21 requirements until requirement 8 I r reporting deficiencies reportable defect, then this satisfies

the items were " dedicated" for use as ccurring during the design and requirements of part 2i. i

basic components in a nuclear facility, e notructim of nuclear power plants. Additionally, the scope of I 50.55(e) is
being expanded from covering only theApproximately 12.000 organizations,

h'C b c nstruction of nuclear power plants tolicensees, and nonlicensees, fall under P o od
the scope of part 21 reporting deficiencies and to have timely cover all construction pernuts issued
requirements. part 21 covers licensees information on which to base an under i 50.23 for any production or
granted the followinglicenses: evaluation of the potential safety utilization facility.This action will
production and utilization facility consequences of the deficiency and provide uniform reporting of defects and
licenses issued under part so. including determine whether regulatory action failures to comply associated with a
nuclear power plants and research and was required. Therefore, the holder of a substantial safety hazard found during
test reactors; byproduct material permit for the construction of a nuclear construction for all production and
licenses issued under parts 30 through power plant is required to notify the utilization facibtles. In summary,
35; well logging licenses isst;ed under Commission of each significant construction permit holders will be
part 39, source material licer.ses issued dehciency found in design and required to report under i 50.55(e) rather
under part 40; high level tr4oactive construction. which if it were to have than under cart 21.
waste disposallicenses issued under remained uncorrected. could have For research reactors (non-power
part 60; land disposal cf radioactive adversely affected the safety of reactors). which are currently covered
%ste licenses issued under part 01: operations of the nuclear power plant at by part 21, such facilities for which
special m. clear materials licenses issued any time throughout the expected future construction permits are issued
under part 70; licenses for the packaging lifetime of the plant. d & fem and non-compliance
of radioactive materials for transport Approximately 750 reports were found during construction under
licenses issued under part 71; and spent submitted annually in the paet to the i 50.55(e). No expansion of current
fuel storage licenses issued under part NRC under i 50.55(e). As with part 21. reporting requirements is taking place.

,

72.
The nonlicensee suppliers covered

these 150.55(e) reports have formed the De regulation under which research
basis for. generic communications such reactors would report is being shifted

under part 21 are firms of many different as NRC bulletina, generic !etters, and from part 21 to i 50.55(e).
sizes, supplying many different types of

information notices and have also Special consideration has been givenbasic components and services
associated with basic c.omponents to contributed to the overallimproved to those holders of construction permits

NRC licensees. For example, safety of the nuclearindustry. Issued prior to the effective date of these
amendments. Section 50.55(e)(10).construction end operation of a nuclear Acdu g en allows these construcUon permit holderspower plant involves a many-level J. Reducing Duplicata Eraluation and to continue to report and evaluate

procurement chain. At the tep of the
chain is the electrical utility and the Reporting Requirements defects under part 211f they so choose.

"Ihis provision is intended to avoid
utility's major contractors such as the As stated above, the Co'nmission requiring these construction permit
nuclear steam system supplier. He next regulations contain four different safety holders to change reporting procedures.
levelincludes manufacturers who deficiency reporting requirementa. >

produce basic components specifcally Although distinctions exist between B. Part 21 and II 50.72 and 50.73 idesigned for nuclear use such as these requirements, sta!Y experience in the Supplementary Information hrinstrumentation, controls. major
pumps. and valves. These manu' piping,indicates a need to reduce duplication in the proposed amendments published tor

lacturers reporting or evaluation among part 21, public comment in November,1988. ($3in turn procure necessary parts, such as and Ii 50.55(e). 50.72,50.73, and 73.71.
FR 445M) a brief discussion wasresistors. wiring. solid state desices, and

Duplicate reporting has been primarily presented on duplicate reporting byother hardware. from a multitude of a problem for part 21 and i 50.55(e). operating license holders under i 50.73

w
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(Licensee Event Reports (LERs)} and Presented (Questions / Answers train or channel to become inoperable in
part 21.The statement was made that Discussed) at Public Regional Meetings multiple systems or two independent trains
i 50.73 would not be changed et this to Discuss Regulations (10 CFR part 21) or channels to become inoperable in a single
time and that the duplication of for Reporting of Defects and system designed to:
reporting was minimal for these two Noncompliance. July 12-28.1977." as: in a saf shu d wn con tioregulations. Licensee Event Reports and -Moderate exposure to or release of (B) Remove residual heat;reports made under part 21 were gjcensed material. Moderate exposure (C) Control the release of radioactivereviewed for 1988. The amount of is further clarified as exposure in material; or
duplication was small. Approximately excess of 25 rem to the whole body (D) Mitigate the consequences of an 155 percent of the part 21 reports and exposure to an individualin an accident. '

submitted in 1988 were submitted by unrestricted area of 0.5 rem: Substantial safety hazard evaluations ilic nsees Of these, only a few were
-Major degradation of essential safety- of potential defects in basic componentssu mitte by an LER. related equipment.This phrase is must consider failure of functionally iMost of the rtspondents commentm.g considered to represent a loss of redundant basic components inon the proposed amendments stated that redundancy if. in conjunction with a determining whether a loss of safety |n actua practice there is some single failure, a required safety fun.:: tion could occur. A condition.d lic tion of evaluation and reporting function could not be performed: or circumstance, or deviation which could

50.73 anj many ,e7ponden* -Major deficiencies invoMng design, cause a failure of the functionally !
' " ' " ps 2l d

d castructim. inspection. test, or use. redundant component must be |Commission to adopt amendments to Maj r deficisney means a ceditiM considered in evaluating potential lossesE l 50.72 and 50.73 at the same time as r circumstance which under normal ;

h fo 21' of safety function or major reduction in '

Amendment of Ii 50.72 and 50.73 has
persting cmdities, an anticipated the degree of protection provided the

trano t. r stu ated design basis public health snd safety.been reconsidered. Other changes to a e e t enfd caduw toIl 50.72 and 50.73 unrelated to these This requirement is similar to
** ''d 8 8 88I*IY MII f C8U88 8R | 50.72(b)(2)(ill) and i 50.73(a)(2)(v) and

IIissues are also under consideration and
accident or in the event of an accidentbroad changes cannot be accomplished gy;):* "8on a schedule consistent with the 'h*nt apresent changes to part 21 and p re ult 1n (v) Any event or condition that alone could

| 50 55(e). A piecemeal approach would a loss of safety function necessary to have p nented the fulfillment of a safety
I""*U " I ' **'* * *' '# ''" O ' ' "

be burdensome and confusing. Hence, mitigate the consequences of the needed to:accident.changes to il 50.72 and 50.73 to (A) shut down the reactor and maintain it
eliminate duplicate evaluation and for operating nuclear plants, events or in a safe shutdown condition:
reporting are not being made at this conditions are reported under il 50.72 (B) Remove residual heet:
time.They are currently being and 50.73. Dasic components or services (C) control the reiesse of radioactive
evaluated associated with basic components m'''M '

To eliminate possible confusion which are installed in the plant which ,cc),7[ N'" OI

created by the brief discussion in the have deviations and. thus, could be
(vi) Events covered in parsgraph (a)(2)(v)Supplementary Information for the potential defects (i.e could create of this section may include one or more

proposed amendments, the following substantial safety hazards), should be personnel errors. equipment failures, and/or
discussion addrenes the concerns evaluated under appropriate criteria of discovery of des!gn. analysis, fabrication.
raised by numerous commentors to the il 50.72 and 50.73 to determine if the construction. and/or procedurai
proposed ,21e. and describes the deviations are a reportable event or inadequacies. liowever. individual
relationship between il 50.72 and 50.73 condition. That is, where deviations in Component failures need not be reported
and part 21, basic components do produca pursuant to this paragraph if redundant

'9 "I "' I" O' ' "** *I' * * * '' P''' *The critenon for reporting a defect potential!y reportable events or P

under part 21 for nuclear reactors is that conditions, the deviations should be fjc[on'ilable to perform the required safety
*

a deviation in a basic component imder evaluated under the criteria of El 50.72
reasonably expected operational and 50.73. Several paragraphs of However, as discussed in NUREG-
circumstances, lacluding expected { { 50.72 and 50.73 contain criteria on 1022. " Licensee Event Report System",
normal operation transients, and design reporting of possible defects and are September.1983. If a basic component
basis accidents. could create a comparable to the criteria for part 21. contains a defect. and the defect could
substantial safety hazard. Basic Section 50.73(a)(2)(ii) and the companior occur in the functionally redundant
components are plant structures, t 50.72(b)(1)(li) provide the criteria: component, then this second failure
systems. or components necessary to Ary event or con & tion that resulted in the must be considered in the eva!uation of
ensure the (i) integrity of the reactor cond tion of the nuclear power plant, reportability.Thus, these two
coolant pressure boundary;(ii) includir.g its principal safety barriers, being requirements, one in part 21 to include
capabihty to shut down the reactor and seriously degraded, or that resulted in the failure of the functionally redundant
keep it in a safe shutdown condition: or nuclear power plant being component in evaluation of a substantf al
(iii) prevent or mitigate the (Alln an unanalyzed condition that safety hazard. and one in || 50.72 and
consequences of an accident which sigruficantly compromised plant safety: 50.73 to include failure of the
could result in potential offsite (B)In a condition that was outside the functionally redundant component, are

de as o epa oegosures comparable to those referred c mpatible.
. n ered by 6eto in i 100.11.

The criteria for determining the plant's operating and emergency procedures. Operating license holders can reduce
duplicate evaluation and reporting effort

existence of a substantfal safety hazard Additionally. I 50.73(a)(2)(vii) by evaluating deviations in basic
and, consequently, whether a defect is provides the criteria: components installed in operating plants
reportabla under part 21 are given in Any event whers a single cause or which produce events which could meet
NUREG- 0302. Revision 1. " Remarks con & tion caused at least one independent the criteria of fi 50.72 and 50.73. If the

,
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evaluation of events using the criteria of Cornmission need only be notified once associated with safeguards events areil 5012 or 5013 results in a finding that of the defect.However. Il 50J2 and reported under 17311.The reportingthe event is reportable and the event is 5073 requires repoMs of any events requirements associated with 173J1,

; reported via these sections, then as associated with the defect for any would be deemed to satisfy thei indicated in 1212(cl. the evaluation, facility at which they occur. Here is no corresponding requirements of part 21.notifica tion. recordkeeping. and intention to eliminate any repo ting
>

j reporting rAligations of part 21 are met. currently required under || 5052 or D* Vendor *
;' If the event is determined not to be 50.73.

In addition to relief oflicensees and |reportable under Ii 5012 or 5013. then l'or utilities with two facilities, one
construction permit holders. I 2L21(c)(2)*

the obligations of part 21 are met by the with a constmetion permit and one with
relieves vendors subject to the reportingevaluation. an operating license, each having the requirements of part 21 from reporting toAs indicated in the discussion of the same defect. the Commission can be the Commission,if the Commission hassubstantial safety hazard criterion notified via appropriate reporting under been previously notified of a defectabove. evaluation under die substantial il 5052 and 50J3 for the operating under either pan 21. Il 5073,50.55(e), orsafety hazard criteria requires plant if the defect crestes a reportable g 73J1.Dat is for any defect identified,evaluation of possibilities of events event.This reporting will satisfy the evaluated, and for which thewhich. Le cause of the defect in the basic requirements of Il 5012 and 50.73 for

component, would lead to a moderate the operating plant and i 50.55(e) for the Commission has been notified by any
exposure, a ruajor degradation or a faci!ity with a construction permit. entity under any of the four regulations,
ma or deficiency. This evaluation must It should be noted, as stated in the related vendor will not be required

in ude consideration of the defectin NUREG-0302. Revision 1, " Remarks to provide initial notification to the
conjunction with the worst operational Presented (Questions / Answers

Commission. However, all entities !

transient or design basis accident. nis Discussed) at Public Regional Meetings covered by these regulations should be
aware that the NRC will continue torequirement is somewhat different than to Discuss Regulations (to CFR part 21)

that in either i 5012 or i 50J3. for iteporting of Defects and evaluate notifications made to
| However. Il 5052 and 5013. in the Noncompliance, July 12-28,1977,** determine if additionalinformation is l
'

parag aphs discussed above, require October 1977, on pages 21.3(d}-1 and required. If the Commission determines i

explicilevaluation ofloss of safety 21.3(d)-2, that deviations or potential that additional information is required. |
l

it action. Such an evaluation would be defects discovered during receipt the Commission will contact appropriate,
vendors, licensees, or constructionadequate to determine if the safety inspection are not repodable by the

function would be lost during the worst urchaser if the purchaser returns the permit holders under i 21.21(e), to
trans1ent or accident. asic component to the vendor for obtain adequate information. Based on

As stated in i 21.2(c), the evaluation evaluation. If the purchaser chooses to this information, the staff will then |

of the deviation in a basic component keep the basic component because of determine appropriate regulatory action.
which causes an event which is unavailability of another component, or Such action may consist of direct
evaluated using criteria of either for whatever reason, then the purchaser contact or generic communication such
il 50J2 or 50J3, satisfies the required should evaluate the potential defeet as an Information Notice
evaluation and reporting requirements under part 21. One commentor stated that thes

of part 21. Thus, to the extent pnssible Thus, one category of defects which proposed amendments did not eliminate
by changing part 21, i 21.2(c) would will still be reported by power plant the requirement for contractors who
explicitly relieve the officers and operating license holders under part 21 perform evaluations for licensees or
directors of holders of operating rather than il 50J2 and 5013 are those construction permit holders to report
licensees under part 50 from the part 21 defects discovered by licensees in defects even though the defects were
evaluation, notification, and reporting equipment which has never been reported by licensees or construction
requirements if potential defects which installed or used in the nuclear plant. permit holders. The following discussion
produce events are evaluated and Defects in these basic components 18 provided to clarify this issue. When a
defects are reported under i5 5052 and cannot create situations which are vendor (including architect. engineers or

,

5013. The reportmg requirements reportable under i 50.72 or i 50J3 since other sewice organizations) performs an
associated with || 5012 and 5053 these components cannot create a evaluatic.: of a deviation for a lit.ensee
would be deemed to satisfy the reportable event or condition. Basic or construction permit holder under the
corresponding requirements of part 21. components which are delivered and direction of the licensee and under

The defect reporting requirements of accepted by the purchaser but are not contract. the reporting obligation lies
section 200 of the Energy Reorganization installed in the plant should be with the licensee or construction permit
Act as amended would be met by part evaluated under part 21 and reported holder. When the evaluation is
50 operating licensees. for defects which under part 21 if found to be reportsble, complete. the evaluation satisfies the
produce reportable events, by reportmg As a Gnal point regarding the licensee's obligation under the
under appropriate paragraphs of relationship between part 21 and regulations if either (1) the deviation is
ll 5012 and 5013. || 5072 and 5053, since these sections determined to be a defect and is

Even though the Commission need not are not being changed at this time, reported or (2) the deviation is
be notified of defects more than once, failures to comply associated with a determined not to be reportable. Under
where previously reported defects substantial safety hazard should still be the circumstances described here, the
create reportable events as defined in reported under part 21 bylicenseen, contractor has no reporting obligationil 5032 and 5053, these events must be
reported pursuant to il 5012 and 5053 C. part 21 and i 7311 provided the licensee fulfills its

reporting obligation. If subsequent to the
for each nuclear power plant lacihty Section 21.2(c) will explicitly relieve evaluation. the evaluating organization
licensed under part 50 where they occur, the officers and directon of holders of (vendor, architect-engineer, or service
For beensees with more than one facihty operating licenses under part 50 from organization) discovers that the
with an operating license, each the part 21 evaluation. notification. and evaluation itself contained a defect, as
containing the same defect, the reporting requirements when defects opposed to the original deviation, then

\
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the evaluating organization has the Wh!Ie no requirement is being placed 50-36 and recommended by the
obligation to report the defect, in these regulations to require the commentors mentioned above is too '

E Enforcemd notification of vendors of the existence long considering staff's need to be
of a defect by construction permit or provided with early notification of

Responsible officers and directors of a opetating license holders and no potentially generic conditions at
part 50 construction permit or operating requirement is being placed in the construction permit facilities which
licensee would still be subject to the regulations to require vendors to inform could affect operating facilities. This
civil penaby provisions of section 206 purchasers of a defect (unless the two-day time limit will be consistent
(b) of the LR A as set forth in i 21.61 for vendor cannot perform the evaluation of with the current part 21 time limit,
the failure to notify the Commission of a the potendal defect),it is expected that Accordingly, the two-day time limit in
defect or failure to comply. However, as licensees, construction permit holders, the final rule addresses and resolves
noted above, notification under any one and vendors will continue to issue III of PRM 50-38.
of these four regulations (part 21. communicate about defects with each Additionally, the use of the same
1150.55(e),50J3, and 73J1) satisfies other. Entities covered by these initial notification period for both part
reporting obligations under sectiori 206. regulations are encouraged to continue 21 and i 50.55(e)la consistent with the

to communicate so that all appropriate objective of establishing uniformF. Relationship to Other Reportin8 entities will be aware of defects. reporting tfme frames.Regulations Research reactors with operatin8 in the current part 21. submittal of the
Several respon' dents commenting on licenses will continue to report under required written report within the five

the proposed amendments stated that part 21 since they are not subject to day time limit has been difficult to
the relationship of part 21 and i 50.55(e) Ii 5012 and 50J3. accomplish, in addition, the incremental
to i 50 4,50.9 and part 20 should be 2. Establishing (Tniform Time Limits for information available during the
discuased in these amendments. /leporting subsequent three day interval following
Regarding n 50.9 the last sentence of
5 50.9 states.**This requirement is not Both ! 50.55(e and part 21 currently the initial report does not provide a

applicable to infonnation which is require an initia notification and a meaningful addition to the information

already required to be provided to the f U w-up written notification. In the already available to the Commission,

case d 21 if t init a o cation The extension to 30 days for the time
Commission by other reporting or MtimMMh en
updatmg requirements. , , ,

Regarding I 50.4. which provides notification is required.There are fell wup report would allow submittal

administrative details of written differences between the current part 21 d a complete report. Thus, the final rule
|

and i 50.55(e) for the time limits for both will change the time limit for submiss on |

.

communications to the Commission,
l 50.55(e) and part 21 contain their own these notifications. In order to improve of the required followup written report i

consistency between the two regulations fr m five days to 30 days.This time hmit
written communication directions and uniform time limits are being for the written report submittalis
reference to i 50.4 is not required. implemented. consistent with that in ! 50.55(e) and
Review of part 20 indicates that n

Regarding the initial time limit, pen 21 15053.
changes to the regulabons are allows two daye from the time the J. Establishing Time Limitfor Transfer '
"'''***'Y' determination has been made that a ofInformoticaThus, based on the above discussions. defect exist. Currently 6 50.55(e)
lI 50J2 and 5073 will be used by requires the initial notification to be Currently, i 21.21(a)(1)(ii) does not
operating license holders to report rnade in 24 hours.The final amendments explicitly address tme limits for transfer
defects which create events or to i 50.55(e) will extend the period for of information in situations for which
conditions reportable under these notification of the Commission under vendors of basic componente are unable
sections. Section 50.55(e) will be used by I 50,55(e) from one day to two days. In to evaluate whether deficientles or
part 50 construction permit holders for petition far Rulemaking (pRM) 50-36, failures to comply could crer.e
reporting of defects and failures to filed by the Nuclear Utility Backfitting substantial safety hazards. %is inability
comply associated with a substantial and Reform Group (48 FR 28282). dated to evaluate may be due to the vendor's
safety hazard discovered by April 20.1983. petitioners proposed lack of knowledge of how the basic
construction permit holders or revising I 50.55(e) reporting component is utilized by the end user or
contractors hired by construction pemut requirements to eliminate the 24 hour for other reasons.The change to
holders (or referred to construction initial report (Issue III). Alternatively, i 21.21(b) will explicitly add a time limit *

permit holders by vendors who cannot the petition recommended adoption of a provision to correct this problem.
evalusta the defec4 Part 21 will be used deadline of five days for an initial Two commentors stated that the five
by part 50 vendors and by materials report. In addition to this PRM, four working day time limit was too short
licensees and their vendors covered respondenta commenting on the and was arSitrary.The Commission
under parts 30 through 35. 39. 40. 00. 61, proposed amendments stated that the believes that the five day time limit is
70. 71 and 72 to report defects and two-day notification was too short, not arbitrary. It begins after the fonnat
failuas to comply associated with a This final rule extends the initial evaluation process has reached the
substantial safety hazard. Part 50 non- reporting deadline under i 50.55(e) from conclusion that the vendor cannot
power reactor operating license holders 24 hours to two days.The Commission determine if a defect exists.

;
will use part 21 for reporting of defects believes that the two-day requirement Additionally, this time period is '

and failurts to comply assc;iated with a will provide Industry with more comparable to the two day initial
substantial safety hazard. It should be flexibility while stiu allowing sufficient reporting requirement when a defect is
notei that nuclear power plant warning of safety problems and is determined to exist.
operating license holders will still use 10 consistent with the objective of Thus. the final rule requires that if.
CFR part 21 to report failures to comply establishing uniform reporting criteria. during the evaluation period, the -,

associated with a substantial safety The Commission beheves that the five- supplier which discovers a deviation or
hazard. day recommendation proposed by PRM- failure to comply that could potentially

.
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create a substantial safety horard 21. His increa se in the reporting parts, or consultms services that aredetermines that it is unable, due to
threshold and extension of I 50.55(e) associated with the component hardware

insufficient information or other application to all construction permit whnha thne services are performed by the
,

!reasons, to perform the evaluation, then holders wf!! allow the Commission to component supplier or others.
that entity must inform the purchasers of obtain the proper level of reporting with %e proposed rule published

;

the " basic component" within five daye no loss of significant safety information. November 4.1988. for public comment
tof this determination.

i.e., the arnendment raising the i 50.55(e) contained the additionalitems " quality jTransfer ofinformation from vendors threshold will facilitate c!!minating assurance "" training." andto purchasers or affected licensees is duplicate reporting by making the " maintenance"in the definition of basic
.

expected to be a formal process which definition of defects reported under component.These items have beenshould involve records retention i 50.55(e) identical to those reported eliminated from the definition based ondiscussed below and will trigger the under part 21.nis reduction of public comment. Eleven commentorsstart of the evaluation process by the duplication will be accomplished with responding to the November 4.1988purchasers or affected licensees.
no loss in critical safety information and request for public comment stated that

4. Defining Defects To Be Reponed will reduce unnecessary industry the additionalitems were notburden. clarifications. but, actually expandedSection 206 of the ERA requires the It should be pointed out that a slight the scope of part 21 and i 50.55(e). Onereporting of" defects which could create
difference exists between the current commentor stated that the addition ofa substantial safety hazard? Existing definition of " deviation" in part 21 and the items to the definition of basic121.3(k) defines substantial safety

hazard as "a loss of safety function to that in the amendments to i 50.55(e). In component exceeded the legal authority
the current part 21. " procurement granted the NRC by section 206 of thethe extent that there is a major documents" are speciEcally referred to ERA. As discussed below, the legalreduction in the degree of protection as determining the requirements of a authority provided in section 20e is notprovided to public bealth and safety for ba sic component. llowever. in exceeded,any facility or activity licensed, other i 50.55(e), procurement documents are %e Commission regards thethan for export. pursuant to parts 30,40, not mentioned as determining these additional items as clarification. %e50. 00. 61,70, 71, or 72 * * * " In requirements.The basis for this items " analysis," "Iabrication." and

*

addition, the supplementary information difference is that in applying I $0.55(e). " replacement parts" are clearly withinfor the original part 21 final rulemaking. basic components will have
June 6.1977 (42 FR 2889), contained the the scope of the present part 21.Dey do
following guidance on what constitutes requirements imposed on them not only not expand the scope of part 21.

by their procurement documents, but
%e final amendments retain thea " substantial safety hazard". also by other licensee documents. In the coverage of significant quality '

-Moderate exposure to, or release of, case of part 21. application of the
assurance breakdowns in 150.55(e).

' licensed material, or regulation to vendors will require the Such breakdowns in the quality-Major degradation of essential safety. use of procurement documents to
'

related equipment. or determine the requirements which the assurance programs may not actually I

-Major deficiencies involving design. purchaser placed on the basic result in a defect being created in a
basic component. However, suchconstruction. Inspection, test, or use. component.

Existing I 50.55(e) requires the breakdowns may be severe enough or

reporting of deficiencies in design and 5. Reporting Content extensive en ugh to in6cate dat de
overall program is deficient to the extent

construction which could adversely %e final revisions to i 50.55(e)(8) will that the prograrn itself repnsents aaffect the safety of operations of a require the content of the information-

defect. In auch cases, thesenuclear power plant and which reported under ! $0.55(e) to be programmatic breakdowns are {represent the following. consistent with that required by current
-A significant breakdown in any i 21.21(b)(3). %ese revisions will assure reportable as defects because they coulu

portion of the quality assurance that the Commission obtains all the
cleady have produced substantial safety -

information necessary to evaluate and hazarda. Enforcement action resulting,

-A significant deficiency in a final 18k' C TT'Clive 8Ctl 2 in fe!8'8DC8 to a
from nports of these quality assurance

design. or particular defect. breakdowns will be consistent with
ordinary enforcement policies.

-A signiDeant deficiency in the a Clarification of "Bosic Component ~ Also. it should be noted that, as stated
construction of or significant damage " *""#"" * " "
to a structure, system. or component Curt "t 121*3 a I, which clariE '

. amt b component in i 21.3(s)(1). * systems" are
pssu c mp nents,,e mmM as properly considered as " basicrequiring corrective action involving

incMes.extensive effort, or
componenta? %ese systems are those-A significant deviation from * * * design. inspection. testics. or systems which are safety-related.

performance specifications requiring ' ^*"I'iD8 **'Vice8 imPortant to safety that
corrective action involdng extensive are associated 4 & compant khare Examples are the auxiliary feedwater
gg w hether these services are performed by the systern for re.surized water reactors

and the big pressure coolant in}ectionNRC experience with ! 50.55(e) ' *P* 8"PP #
system for boiling water reactors.reports has indicated that clarification That paragraph is being mod 2fied to

of the type of deviation that is required further clarify what la intended to be %e Supplementary Information
acccmpanying the proposed '

to be reported would be advantageous. significant items.ne terms " analysis."
Accordmgly, the reporting criteria in " fabrication." and " replacement parts."

amendments discussed the reporting of
the On protegtion system and the

l 50.55(e) are amended to be the same are being added to the definition of
as those contained in part 21. " basic component? He subsection is security system defects under part 21. |'

Seven commentors stated that fire and
,

As stated above, duplication of revised to read i

security systems were not ufety relatedevaluation and reportmg has prrmanly * * * safety related des!gn. analysis, systems and that the cornponents arebeen a problem for i 50.55(e) and part inspection. testing. fabricauon, replacement purchseed as commercial grade items.

;

|
<

]
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Where fire ar'd security systems are maintained under i 21.51 are evaluation of deviations be completed
not basic components, defects are not notifications which vendors have sent within 60 days after the date of
reportable under part 21. Ilowevee, to infonning purchasers or licensees that a discovery of the deviation. Instances of
the extent that basic components are deviation has been found and the allowing long tapses in the evaluation
involved. defects in fire protection ar>d vendor is unable to complete the process due to administrative problems
security systems are reportable under substantial safety hazard evaluation. or personnel absence must be avoided.
part 21. In addition, a deficiency in Also based on public comments. De final amendment to i 21.21(a)(3)either of these systems could prodoce a clarifying phrss s have been added to also requires that a director or
reportable event under l Sa72. Sa73 or the records retention requirements %e respons!ble officer be informed within 5
173.71 even though a " basic phrase. "after the date of the working days of completion of the
component" is not involved. evaluation" has been added to evaluation identifying existence of a

In addition. vendors, construction i 21.51(a)(1) and i 50.55(e)(9)(ii) to defect or failure to comply associated
permit holders. and licensees are clarify this requirement.The phrases with a substantial safety hazard. i

encouraged to voluntarily report "after the date of the notification" and Over half of the persons responding to |potential defects in components for **after delivery" have been added to the proposed amendments published for
these systems and in the systems ll 21.51[a)(2) and 21.51(a)(3) public comment were concerned with
themselves. respectively to clarify these the time limit for evaluation. Industry
7. Clarifying Records Retention requirements. comments conceming the establishment
Requirements 8. Evaluation Time Limit of a specific time limit for evaluation

*'#' "
Section 50.55(e)(9)in the final rule and Under existing i 21.21(b)(2). the initial

final revisions to i 21.51 clarify the notification of a defect or failure to ay p d as fHcient a

spec fic records that must be maintained comply must be made to the NRC within g',,,9,". 7{o;eftIrstate* ;
s that theand their retention period to assure two days of the time a director or

compliance with the regulations.%ese ruponsible officer obtams information time period would result in over-
' d lack ofinclude records of evaluations. includmg on the existence of a reportable defect. ''P f

eb *e N Hon.,de erecords of evaluat2ons of deviat2ons However, the existing rule is silent
which were not judged to cause concerning the time period between the Additionally, several commentors

recommended that a reasonablenesssubstantial safety hazards. %ese discovery of a potential defect and the
records are identical to records time when an evaluation of the potential standard should be applied which was
currently required to be retained under defect should be completed. Similarly, based on the cornplexity of the issue

part 21 and i 50.55(e). Also, for vendors, no deadline is established prescribing being evaluated.

notifications and a list of purchasers of when the director or responsible officer In general, t!'e Commission believes
that most deviations should bebasic components are required to be must be informed of a potentially

retained. Several commentors reportable defect. evaluated within 60 days. However, the
responding to the request for public In the proposed amendments Commission agrees that there are
commer.ts etated that the requirement published for public comment in deviations and failures to comply which
for vendo:s to retain a list of purchasers November.1988. no amendment to part require complex evaluations and, as
of basic components for the hfetime of 21 was proposed to prescribe a specific such. an evaluation might not be
the component was impractical.ne length of time allowed for the completed within 60 days. When
main reason was that vendors did not evaluation. However, a time period of 30 completion of the evaluation is not,
know what happened to basic days was discussed as a reasonable possible within the 60-day evaluat2on
components in licensed facilities and. time to complete evaluations in the time limit, the amended i 21.21(b) would
thus, did not know how long the bfetime Supplementary Information require that an " interim" wntten report
would be. Additionally, since services accompanying the proposed be submitted within 60 days of the date
are included in basic components, smendments published in November, of discovery No telephonic (2 day)
lifetime retention requirements for these 1988. notification is required for interim
components were difficult to implement The Commission is aware of a number reports.
because the Idetime of a service at a of cases when an inordinatelength of %e interim report must contain
licensed facility was impossible foe time passed between the initial available information about the
vendors to ascertain. De NRC has discovery of a potential defect and deviation or failure to comply describing
recent expericoce with records review when the Commission was informed of it and contain a statement telling when
performed as part of our regulatory the existence of a defect. In addition, the evaluation of the deviation or failure
function. Bamed on the above. the time NRC discussiona held with utility to comply will be completed.
period for retention of records of personnelindicate that they generally Existing I 50.55(e) (2) and (3) establish
purchasers of basic components has believe a time limit for evaluations is time frames only for reporting. De final
been reduced to 10 years. necessary to ensure that defects or amendments to | 50.55(e)(1)(i} would

Some persons commenting on the failures to comply which create require the holder of a construction
proposed amendments also stated that substantial safety hazards are brought permit to evaluate deviations within eu
the records requirements for evaluations to the attention of the Commission. days. As with final amendments to part
and notifications should be discussed in Also, section 2M of the ERA indicates 21. If completion of the evaluation is not
more detail. %e purpose of the that the Commission should be notified possible within 60 days, the final
terpitement to retain evaluations for 5 frnmediately of defects and failures to amersded i 50.55(e)(1)(ii) would require
years assures that vendors, licensees. comply associated with a substantial that an " interim" wntien report be
end construction permit holders safety hazard.%us,in order to ensure submitted within 60 days of the date of

"

maintain records of evaluations of consistency in the evaluation of the less discovery of the defect or failure to
deviations mhich were found reportable complex issues the final amendments to comply, ne final amendment to
and also those found not reportable. De i 21.21(a)(1) require that, except in i 50.55(e)(1)(iii) would require that a
records of notifications required to be certain instances discussed below. the director or responsible officer be
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Informed within 5 working days after accordance with I 50.55(e) satisfies the considered small entities. Although the*

J completion of the evaluation identifying requirements of part 21. revision to Part 21 could potentiallyj e defect or failure to comply associated a ta stanual number ohman
with a substantial safety hazard. Environ. mental Impact: Categorical entities (see NRC size standards~1 Exdusion published December 9.1985. 50 FR

q P. Cther Changes The NRC has determined that this 50241) who supply basic components to
I (a) For consistency with !l 50.55(e) regulation la the type of action described NRC licensees, the economic impact on

3 and 50.73, part 21 has been changed to in categorical exclusion in i 5122(c) (1) these firms is expected to be slight.
4 direct cor+espondence to the Document and (3). Therefore, neither an Approximately 80 percent of the 300
^

Control Desk with appropriate copies. environmental impact statement nor an annual nuclear-power-plant.related 10
-

Also, telephone communications have environmental assessment has been CFR part 21 reports have been
been specifically directed to the NRC prepared for this final regulation- submitted by licensees; the remaining 20
Operations Center. In addition, in part Paperwork Reduction Act Statement percent have been submitted by
21 the number of copies required to be nonlicensee suppliers and vendors.
submitted has been reduced by The final rule amends information Section 21.2 eliminates duplicate--

eliminating copies to specific NRC coUechen requtrements that are subject reporting for those organizations subject
offices to the Paperwork Reduct on Act of1980 to the defect reporting requirements and

(b) Section 21.2. which sets forth the
(44 U.S.C. 3501 et seq.). These therefore should reduce the economic

scope of part 21 coverage, has been requirements were approved by the impact on these organizations, including
revised to include part 60 facilities. Office of Management and Budget smaU businesses.

The existing rule already applies t approval numbers 3150-orJ11 and 3150-
0035* Backfit Analysispart 60 licensees (as an entity licensed Publir reportint burden for thia ne Commission has determined thatto possess. use, and/or transfer within c Decen finimation is estimated tothe United States source material. the final rule, when effective, does not

byproduct material, special nuclear average 95 hours per part 21 response impose new safety reporting
material. and/or spent fuel) and to those and 95 hours per i 50.55(e) response, requirements on part 50 licensees..

entities that supply basic components including the time for reviewing Therefore, a Backfit Analysis is not
for an activity licensed under part 60. Instructions, searching existing data required for this final rule pursuant to
The extension of part 21 to a urce8. gathering and maintaining the

i 50.109.
organizations that genstruct geologic data needed, and completing and

repositories will complete the part 21 reviewing the collection of information. Ust of Subjects

coverage by extending it to all the major Send comments regarding this burden 10 m Pad 21
activities or facilities licensed by the estimate or any other aspect of this

Commasion. collection of information, including Nuclear power plants and reactors.

(c) Additional changes to definitions suggestions for reducing this burden to Penalty, Radiation protection. Reporting
Information and Records Management and recordkeeping requirements.

Brandi @NM muclear 10 M PodMbe ng made in re n to erts

received. First. the definition of 8" ' '

. DC 555 e e fc Antitrust Classified information. Civu
" construction" and " constructing",is Office ofInformation and Regulatory penalty. Fire protection. Incorporation
being added to i 50.2. This definiton

Affairs. NEOB-3019 (3150m1 and by reference. Intergovernmental
was omitted from the previously
published proposed amendment. 3150-0035). Of! ice of Management and relations. Nuclear power plants and

The definition of " discovery" is being Budget. Washington DC 20503. reactors. Radiation protection. Reactor
siting criteria Reporting and

. added to the regulations. The time limit Regulatory Analysis recordkeeping requirements.
for evaluation of deviations and failures The Conunission bas prepared a For the reasons set out in the
to comply begins on the date a deviat2on regulatory analysis on the final Preamble and under the authority of theor failure to comply is discovered.nus- regulation. The analysis identifies and Atomic Energy Act of1954, as amended.m order to complete the documentation- examines the costs and benefits of the the Energy Raorganiz.ation Act of1974,some evaluation must take place to final regulation and its alternatives. The as amended, and 5 U.S.C. 552 and 553,identify a deviation or failure to comply, analysis is available for inspection and the NRC is adopting the followingI arther the discovery process is copying for a fee at the NRC Public amendments to 10 CG parts 21 and 50.intended to be included in the Document Room. 2120 L Street NW.
procedures necessary to comply with (Lower Level). Washington, DC 20555. PART 21-REPORTING OF DEFECTS
part 21 or i 50.55(e). Smgle copies may be obtained from AND NONCOMPLIANCE

The definition of " notification" is wijliam R. Jones. U.S. Nuclear
being added to part 21 and i 50.2 for Regulatory Commission. Washington. 1.The authority citation for part 21
l 50.55(e).The purpose of this addition DC 20555; telephone (301] 492-4442. continues to read as follows:
is to clarify understanding that the Authority: Sec.161. ea Stat. 948, as
Commission must be notified by Regulatory Flexibility Certification amended, sec. 234. 83 Stat. 444. es amended
vendors construction permit holders As required by the Regulatory (42 U.S.C 2201. 22821; secs. 201. as amended.
and lice nsees by letter or telephone call. Flexibility Act of 1980. 5 U.S.C. 605(b) et zoa sa Stat.12(2, as amended.124e H2 U.S.C
Second party information or word of seq., the Commission certifies that this son.664 4

Section 21.2 s!so issued under secs.135mouth information to unspecified rule, will not have a significant
members of the NRC staff does not economic impact on a substantial *Ng 3M3

# * **# O*
g

constitute notification. number of small entities. The revision to For the purposes of sec. 223. 68 Stat. osa, es
(d)In response to public comment. I 50.55(e) applies solely to the holders of amended (42 U.S.C 22731: il 21.e. 21.21[s)

l 50 55!e)(10){lii) was added to ensure construction permits issued under and 21.31 are issued under sec.161b. 68 Stat.
understanding that recordkeeping in i 50.23. none of which can be saa, as amended (42 U.S.C 2201[bl). and

,
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Il 2131. 21.es and 21.s1 are issued undee nec. obligation to report defects under this (b)Ercluation means the process of
teto. es Stat. 9% as amended 142 UAC-
2204 o 4 part and the responsibility ofindividual determining whether a particular ,

directors and responsible officers of deviation could create a substantial
Section 21.2 is revised to read as such licensees to report defects under hazard or determining whether a failurefollows: section 206 of the Energy Reorganization to comply is associated with a

Act of 1974. substantial safety hazard.I2u scope'

(a)%e regulations in this part apply, (d) Nothing in these regulations (i) Notification means the telephonic.

except as specifically provided should be deerned to preclude either an communication to the NRC Operations
otherwise in parts 31,34.35,39,40,60, individual a manufacturer or a supplier Center or written transmittal of
61. 70 of part 72 of this chapter, to each of a commercial grade item (see information to the NRC Document *

individual. partnership, corporation, or 121.3(a-1)) not subject to the Control Desk,

other entity I! censed pursuant to the regulations in this part from reporting to U) Operating croperation means the
the Commission, a known or suspected operation of a facility or the conduct of

a or tr er it t. e m ed States defect or failure to comply and, as a licensed activity which is subject to
source material, byproduct material, authorized by law the identity of the re lations in this part and
special nuclear material, and/or spent any ne 8 reporting will be withheld consu ting services related to operations

m me. reg o. ces Mam W Madfuel and high level radioactive wa ste. or
to constnact. manufacture possess, own, and headquarters will accept collect * * * * *

operate or transfer within the United telephone calls from individuals who
4. Section 21.5 is revised to read as

States, any production or utilization wish to speak to NRC representatives follows:
la il d d fuel e neermng nuclear safety-related
storage allat on (ISI ) or monitored problems. The location and telephone i 21.5 Communications,

retrievable storage installation (MRS); numbzrs of the five regions (answred Except where otherwise specified in
and to each director and responsible during regular working hours), are listed this part. all written communications
officer of such a licensee. The in appendix D to part 20 of this chapter. and reports concerning the regulations
regulations in this part apply also to The telephone number of the NRC in this part must be addressed to the
each individual, corporation. Operations Center (answered 24 hours a Document Control Desk. U.S. Nuclear
partnership or other entity doing day-including hohdays) lo (301) 951- Regulatory Commission. Washington.
business within the United States and 0550. DC 20555. In the case of a licensee, a
each director and responsible officer of 3. In i 21.3 paragraphs (h) through (1) copy must also be sent to the
such organization. that constructs a are redesignated as paragraphs U) appropriate Regional Administrator at
production or utilization facility licensed through (n); paragraph (g)is the address specifIed in appendix D to
for manufacture, construction, or redesignated as paragraph (h): new part 20 of this chapter.
operation pursuant to part 50 of this paragraphs (g) and (i) are added; and 5. In i 21.21. paragraph (b)(1)is '

chapter, an ISf31 for the storage of spent paragraphs (a)(3) and (c), and newly redesignated (c)(1) paragraphs (b)(2)
fuellicensed pursuant to par 172 of this redesignated (b) and (J) are revised to through (b)(4) are redesignated (c)(3)
chapter, a MRS for the storage of spent read as follows: through (c)(5); paragraph (c)isfuel or high level radioactive wasta redesignated (d): new paragraphs (b)
pursuant to part 72 of this chapter or a I I'3 "W ""-

and(c)(2) are added: and the section
geologic repository for the disposal of heading and paragraphs (a) and newly !

* * ' * *

high-level radioactive waste under part (a) * * * designated (c)(1). (c)(3) and (d) are
00 of this chapter; or supphes basic (3)In all cases, basic component revised to read as follows:

,

components for a facility or activity includes safety related design analysis,licensed, other than for export, under inspection, testmg. fabrication, f 21.21 Notmcation of falture to compfy or,

parts 30. 40, 50, 60, 61. m 71. or part 72 of replacement parta, or consulting erfstence of a defect and its evaluation.
this chapter.

services that are associated with the (a) Each individual, corporation.
(b) For persons licensed to construct a component hardware whether these partnership or other entity subject to

facility under a construction permit services are performed by the the regulations in this part must adopt
issued under 150.23 of this chapter, component supplier or others. appropriate procedures to--
evaluation of potential defects and (1) Evaluate deviations and failures to
failures to comply and reporting of
defects and failures to comply under (c) Conshc4 or conshcuan

comply to identify defecta and failures
to comply associated witn substantial

I 50.55(e) of this chapter satisfies each means the analysis, design.
person's evaluation notification. and manufacture. fabrica tion. placement. safety hatards as soon as practicable,

reporting obligation to report defects erection.Insta!!ation modification.
and, except as provided in paragraph
(a)(2) of this section. in all cases withinand failures to comply under this part inspection. or testing of a facility or

and the responsibility ofindividual activity which is subject to the 60 days of discovery. in order to identify
a reportable defect or failure to cornplydirectors and responsible officers of regulations in this part and consultina that could create a substantial safety

such licensees to report defects under services related to the facility or activity
section 200 of the Energy Reorganization that are safety related.

hazard, were it to remain uncorrected.
and

Act of 1974. * * * * *

(2) Ensure thatif an evaluation of an(c) For persons licensed to operate a (g) Discorery means the completion of identified deviation or failure to comply
nuclear power plant under part 50 of this the documentation first identifying the potentiahy associated with a substantialchapter, evaluation of potential defects existence of a deviatio 1 or failure to safety hazard cannot be completedand appropriate reporting of defecta comply potentially associated with a wein 80 days from discovery of the
under il 50.72. 50.73 or 173.71 of this substantial safety hazard within the deviation or failure to cornply, anch?pter satrofies each person's evaluation procedures discussed in interim report is prepared and submitted
evaluation, notification, and reporting i 21.21. (a). to the Commission through a director or

. . _ .
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i, responsible efficer or designated person (3) Notification required by parsgraph operation, maintenance. modification. or
as discussed in i 21.21(c)(5). The interim (c)(1) of this section must be made as inspection of a basic component.

'

g report should describe the deviation or follows-
-

failure to comrily that is being evaluated (1) Initial notification by facsimile. PART 50-DOMESTIC LICENSING OF
=

& and should also state when the which is the preferred method of PRODUCTION AND UTILIZATION
evaluation will be completed. This notification to the NRC Operations FACli.! TIES
interim report must be submitted in Center at 301-492-8187 or by telephone
writing within 00 days of discovery of at 301-951-0550 within two days 7.The authMy citation for part S0.
the deviation or failure to cornply. following receipt ofinformation by the continues to read as follows:

(3) Ensure that a director or di ector or responsible corporate officer Authority: Sees.1c2.103.104.105. tel.182.
responsible officer subject to the under paragraph (a)(1) of this section, on 183.188.189,os Stat.saa 837,938.948.s53
regulations of this part is informed as the identification of a defect or a failure sR sss, osa. se amended sec. 234. a3 Stat.
soon as practicable and.in all cases, to comply. Verification that the facsimile 1244. n amended (42 U.S.C 2132. 2133. 2134
within the 5 working days after has been received should be made by 2135. 2201. 2232. 2233. 2238. 2239. 2282); secs
completion of the evalustion described calhng the NRC Operations Center. This 201, e s amended. 202. 20s. as Stat.1242, as ,

!

in i 21.21(a)(1) or i 21.21[a)(2)if the paragraph does not apply to interim amended.1244.1246 (42 US C 5641. 5842.
construction or operation of a facility or reports described in i 21.21(a)(2). 584eh
activity, or a basic component supplied (ii) Written notification to the NRC at Secti n 50.7 also issued under Pub. L es-
for such facility or activity- the address specified in i 21.5 within 30

ctfon 5
'

0also as d ra ca .' 185.(i) Fails to comply with the Atomic days following receipt ofinformation by
Energy Act of 1954. as amended, or any the director or responsible corporate as Stat, s36. 855, a s a mended (42 US C 2131

applicable rule, regulation. order, or officer under paragraph (e)(3) of this 2235). sec.102. Pub. L 91-190, 83 Stat. 453 (42

license of the Commission relating to a section, on the identification of a defect U.S.C 4332). Sections mis. 30.54(dd). and
m103 also issued under sec.108. 68 Stat. s39.substantial safety hazard. or or e failure to comply.
as emended (42 US.C 213a). Sections 50.23.(ii) Contains a defect.

,

* * * * *

(b)If the deviation or failure to
60.35. M55, and 50.56 also issued under sec. I

(d) Individuals subject ta this part 185. 68 Stat. ess (42 US.C 2235). Sections |comply is discovered by a supplier of may be required by the Commission to 50.33a. 50.55s. and Appendix Q also issued Ibasic components or services supply additional information related to under sec.102. Pub. L 91-190. 83 Stat. 853 (42 |associated with basic components, and a defect or failure to corrply. US.C 4332). Sections 50.34 and 50.54 also ;the suppher determines that it does not
Commission action to obtain additional issued under sec. 204. 88 Stat.1245 (42 US.C. '

have the capability to perform the
evaluati information may be based on reports of 5844). Sections 50.58,50.91, and 50 s2 also

cxists. E,on to determine if a defect defects from other reporting entities. f',*g"g "" g')
~ [,0 *

en the suppber must inform the 6. Section 21.51 is revised to read aa
,, ,,,

purchasers or affected licensees within follows: sec.122,68 Stat. 939 (42 US.C 2152). Sections
five working days of this determination 280 through met also issued under sec.184.
so that the purchasers or affected 8 21.51 Walntenance and inspection of es Stat. e54. se amended (42 US C 2234)
licensers may evaluate the deviation or reconsa. Ap endix F aleo issued under sec,187.ca j

Stat. 955 (42 US.C 2237).failure to comply, pursuant to i 21.21(a). (s) Each individual, corporation. For the purposes of sec. 223. ca Stat. osa. as I(c)(3) A director or responsible officer partnership, or other entity subject to
amended (42 US C 2273h il 50 46 (a) and

'

subject to the regulations of this part or the regulations in this part must prepare (b). and 50.54(cl are issued under sec.161b.a person designated under i 21.21(c)(5) and maintain records necessary to tell and telo. 68 Stat. 948. as amended (42must notify the Commission when be or accomphsh the purposes of this part. US.C 2201[b)). Il 50.7(s). sa10(aHc). 50.34she obtains information reasonably specifically- (a) and le). m44(aHc). 5a4e tal and (b).
Indicating a failure to comply or a defect (1) Retain evaluations of all 50.4?(b). 50.48 (a), (c). (d), and (e). 50 49(a).
affecting-. deviations and failures to comply for a 50.54 (s), (i), (i)(1). (IHn). (p), (q). (t). (v). and

(i) The construction or operation of a minimum of five years after the date of (y). 50.55(f). 5a55ata), (cHe), (s). and th).
f acility or an activity within the United the evaluation: 5a59(c) me0(a). 5042(c). 50 64(bl. and 50 80
States that is subject to the licensing (2) Suppliers of basic components (a) and (b) are issued under sec.1811. se Stat.
requirements under parts 30,40,50. 60. must retain any notifications sent to ',g**d),

'"

61. 70. 71, or 72 of this chapter and that purchasers and affected licensees for a ) d . [bb).
is within his ur her organization's minimum of five years after the date of (cc), and (dd). Sa55(e). 50.59(b). 50 c1(b).

responsibility; or the notification. Sa62(b). 5a70(a). 5011 (sHc) and (el.
5012(a). 5033 (a) and (b). 50.74. 5038. and(ii) A basic component that is within (3) Suppliers of basic components 50.90 sra issued under sec. telo ea Stat. eso,

his or her organization's responsibility must retain a record of the purchasers of as amended (42 US.C 2201(o)).
and is supphed for a facility or an basic components for 10 years after
activity within the United States that in Jelivery of the basic component or 8. Section 50.2 is amended by adding
subject to the licensing requirements service associated with a basic the following definitions in alphabetical
under parts 30. 40. 50,60. 61. 70. 71, or 7z component. order to read as follows:
of this chapter. (b) Each individual, corporation. I 50.2 Denmona(2) The notification to NRC of a failure partnership, or other entity subject to
to comply or of a defect under the regulations in this part must afford
paragraph (c)(1) of this section and the the Commission. at all reasonable times. Basic component means. for the

.

evaluation of a failure to comply or a the opportunity to inspect records purposes of i 50.55(e) of this chapter:
defect under paragraphs (a)(1) and (a)(2) pertaining to basic components that (1) When applied to nuclear power
of this section, are not required if the relate to the discovery, evaluation. and reactors, any plant structure system.
director or responsible officer has actual reporting of deviations, failures to component. or part thereof necessary to
knowledge that the Commission has comply and defects, including any assure
been notified in writing of the defect or advice given to purchasers or licensees (i) The integrity ,f the reactor coolant

o

the failure to comply en the p!scement, erection, installation. pressure boundary,

1

6
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(ii) The capability to shut down the in a facility subject to the regulations of to comply associated w!!h si.batantial '

reactor and maintain it in a safe this part. safety hazards as soon as practicable.* hutdown condition, or Director means. for the purposes of and, except as provided in paragraphs

(iii) ne capability to prevent or i 50.55(e) of this chapter an individual. (e)(1)(li) of this section. in all cases
;

mitigate the consequences of accidents appointed or elected according to law, wl:hin 60 days of discovery, in order to
,

which could result in potential offsite who is authorized to manage and direct identify a reportable defect or failure to ;
,

exposures comparable to those referred the affairs of a corporation. partnership comply that could create a substantial :to in i 100.11 of this chapter, or other entity, safety hazard, were it to remain
(2) When applied to other types of Discovery means. for the purposes of uncorrected.

facilities or portions of such facilities for ! 50 55(e) of this chapter, the completion (ii) Ensure that if an evaluation of an
,

which construction pennits are issued of the documentation first identifying identified deviation or failure to complyunder i 50.23. a component. structure, the existence of a deviation or failure to potentially associated with a substantial '

system or part thereof that is directly comply potentially associated with a safety hazard cannot be completed
procured by the construction permit substantial safety hazard within the within 60 days fam discovery of the iholder for the facility subject to the evaluation procedures discussed in deviation or failure to comply, an !regulations of this part and in which a i 50.55(e)(1)- interim report is prepared and submitted
defect or failure to comply with any to the Commission through a director or

* * * * *

applicable regulation in this c.hapter. E'voluorion means, for the purposes of respon Ible officer or designated person
order, or license issued by the i 50.55(e) of this chapter, the process of as discussed in paragraph (e)(7) of this
Commission could create a substantial determining whether a particular section.The interim report should

.safety hazard. deviation could create a substantial describe the deviation or failure to !(3)in all cases, basic component safety hazard or determining whether a comply that is being evaluated and
=

includes safety related design, analysis, failure to comply is associated with a should also state when the evaluationinspection. testirq. fabrication. substantial safety hazard. will be completed. This interim report
replacement parts, or consulting i+ + + * * must be submitted in writing within 60

iservices that are associated with the Notification means the telephonic days of discovery of the deviation or icomponent hardware, whether these communication to the NRC Operations failure to comply. iservices are performed by the Center or written transmittal of (iii) Ensure that a director or '

component supplier or other supplier. information to the NRC Document responsible officer of the holder of a* * * * * i

Cont ol Desk. facility construction permit subject to
{Constmetion or constmering means. this part is informed as soon as - I

+ + = * +

for the purposes of f 50.55(e), the Procurement document means for the practicable, and. in all cases, within the
analysis, c'esign, manufacture. purposes of i 50.55(e) of this chapter, a 5 working days after completion of the
fabrication, quality assurance. contract that defines the requirements evaluation described in paragraph
placement, erection, installation. which facilities or basic components (e)(1)(1) or (e)(1)(ii) of this section,if the

,modification, inspection. or testing of a must meet in order to be considered construction of a facility or activity, or a 1facility or activity which is subject to acceptable by the purchaser, basic component supplied for such
the regulations in this part and facility or activity-. . . . . t

r.onsulting services related to the facility Responsible oficer means, for the (A) Fails to comply with the Atomic
or activity that are safety related. purposes of I 50.55(e) of this chapter, the Energy Act of 1954, as amended, or any* * * * *

president. vice-president. or other applicable rule. regulation. order. or
Defect means, for the purposes of individualin the organization of a license of the Commission relating to a

$ 50.55(e) of this chapter: corporation. partnership, or other entity substantial safety hazard.
(1) A deviation in a basic component who is vested with executive authority (B) Contains a defect. or

'

delivered to a purchaser for use in a over activities subject to this part. (C) Undergoes any significant
.

I
facility or activity subject to a breakdown in any portion of the quality. . . . .

construction permit under this part, if on Substantial sofety hozord means, for assurance program conducted pursuant
the basis of an evaluation, the deviauon

the purposes of I 50.55(e) of this chapter. to the requirements of appendix B to lo
could create a substantial safety hazard: a loss of safety function to the extent CFR part 50 which .ould have produced
Of

(2) The installation, use, or operation that there is a major reduction in the a defect in alasic component. Such

of a basic component containing. a degree of protection provided to public breakdowns in the quality assurance

defect as defined in paragraph (1) of this health and safety for any facility or
program are reportable whether or not

definition; or activity authorized by the construction the breakdown actually resulted in a

(3) A deviation in a portion of a permit issued under this part. defect in a design approved and
released for construction or installation.. . . . .facility subject to the construction

permit of this part provided the 9. In i 50.55, paragraph (e) is revised (2)The holder of a facility

deviation could, on the basis of an to read as follows: construction permit subject to this part
do oWins inimu asonabhevaluation. create a substantial safety g 50.55 Condmons of cw m.Gv. Indicating that the facility falls tohazard.*

permtta. comply with the Atomic Energy Act of* * * * * * * * * * 1954 as amended, or any applicable
Deviation means, for the purposes of (e)(1) Each individual. corpora tion, rule, regulation. order, or license of the

i 50.55(e) of this chapter, a departure partnership. or other entity bolding a Commission relating te a substantial
from the technical or quality assurance fac111ty construction permit subject to safety hazard must notify the
requirements defined in procurement this part must adopt appropriate Commission of the failure to comply
documents, safety analysis report, procedures to- through a director or responsible officer
construction permit, or other documents (i) Evaluate deviations and failures to or designated person as discussed in |
provided for basic components installed comply to identify defects and failures paragraph (e)(7) of this sectiort

I

I
1

I
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(3)The holder of a facility the appropriate Regional Administrator (iii) Maintaining records in
construction permit subject to this part at the address specified in appendix D accordance with this section satisfies
who obtains information reasonably to part 20 of this chapter and a copy to the construction permit holders
indicating the existence of any defect the appropriate NRC resident inspector recordkeepmg obligetions under part 21
found in construction or any defect within 30 days following receipt of of this chapter.ne recordkeeping
found in the final design of a facility as information by the director or obligations of responsible officers and
approved and relessed for construction responsible corporate of5cer under directors under part 21 of this chapter
must noufy the Commisalon of the paragraph (e)(1)(iii) of this section, on are met by recordkeeping in accordance
defect through a director or responsible the identification of a defect or faih:re to with this sectfon.
tifficer or designated persor' as comply. (10)%e requirements of this

'

discussed in paragraph (e)(7) of this (7) The director or responsib!e officer
i 50.55(e) are satisfied when the defectsection. may authorize an individual to provide or failure to comply associated with a(4) He holder of a facility the notification required by this section- substantial safety hazard has beenconstruction permit subiect to this part provided that this must not relieve the previously reported under Part 21 of thiswho obtains information reasonably director or responsible officer of his or chapter or under i 73.71 of this chapterindicatmg that the quality assurance her responsibility under this section. under i 50.55(e) or i 50.73 of this part.prog sm has undergone any significant (8) The written notification required For holders of construction permitsbreakdown discussed in paragraph by paragraph (e)[B)(il) of this section issued prict to October 29,1991.(e)(1)(ii)(C) of this section must notify must clearly indicate that the written

the Commission of the breakdown b the notification is being submitted undu Evaluation, reporting and recordkeeping

quality assurance program through a i 50.55(e) and inc}ude the following requirements of I 50,55(e) may be inct
director or responsible officer or information, to the extent known- by compl>tg with the comparable
dasignated person as discussed b (i) Name and address of the individual requirements of part 21 of this chapter.

, , , , ,paragraph (e)[7] of this section. or individuals informing the
(5)The notification requirements of Commission. Dated at Rodville, Md. this 24th day of

paragraphs (e)(2),(e)(3), and (e)(4) of (ii) Identification of the facility, the July 1991.
this section apply to all defects and activity. or the basic component For the Nuclear Regulatory Corramlaston.
failures to comply associated with a supplied for the facility or the activity Samuel l. CMk.
substantial safety hazard regardless of within the United States which contabs Sec7emry oMe Commissh
whether extensive evaluation, redesign, a defeet or fails to comply.
or repair is required to conform to the (iii) Identification of the firm [m Doc. 91-17994 Filed 7-3o-e1: a.45 aml

" * " " ' 'criteria and bases stated in the safety constructing the facility or supplying the
analysis report or construction pernut basic component which fails to comply
Evaluation of pot intial defects and or contains a defect.
failures to comp 9 and reporting of (iv) Nature of the defect or faGure to DEPARTMENT OF TRANSPORTAT)ON
defects and failures to comply under this comply and the safety hazard which is
section satisfies the construction permit created or could be created by such Federal Aviation Administration
holder's eval.iation and notification defect or failure to comply.
obligations under part 21 of this chapter (v) The date on which the information 14 CFR Parta 21 and 25
and. satisfies the responsibihty of of such defect or fa!!ure to comply was
individual directors or responsible obtained. g g

officers of holders of construction (vi)In the case of a basic component 2FA M J
permits issued under j 50 23 of this which contains a defect or fails to Speclaf Conditions: British Aerospacechapter to report defects, and failures to comply, the number and location of a!! Pub 5c Umtted Company Model 4100comply associated with substantial the components in use at the facility Airplane, Main Cabin Alelesafety hazards under section 206 of the subject to the regulations in this part.
Energy Reorganization Act of1974. (vii) The corrective action which has

Arrangement

(e) ne notification requ' red by been, is being, or will be taken: the Aethscy: Federal Aviation
paragraphs (e)(2). (e)(3), and (e)(4) of name of the individual or organization Administratica (FAA). DOT.this section must consist of- responsible for the action: and the

D) Initial notification by facsimile, length of time that has been or will be AcTrose: Final special conditions.
which is the preferred method of taken to complete the action. " #nottfication. to the NRC Operations (vili) Any advice related to the defect y a con Q3 g paCenter at 301-492-8187 or by telephoce or failure to comply about the fadlity.
at 301-051-0550 within two days activity, or benic component that has Limited Company (BAe). Model 4100
following receipt of information by the been, is being, or will be given to other airplane.%is airplane will have a novet
director or responsible corporate officer entities. or unusual design feature arsociated
under paragraph (e)(11(iii) of this (9) %e holder of a conatruction permit with the main cabin aisle arrangement.nea Bedle Mrwrebesssection, on the identification of a defect must prepare and maintain records
or a failure to comply. Verification that necessary to accomplish the purposes of regula one do not contain adequate or
the facsimile has been received should this section, specifically - appropriate safety standards for this
be made by ca]hng the NRC Operations (1) Retain procurement documenta, particular design feature.Dese special
Center.nis paragraph does not apply which define the requirementa that conditions contain the additlonal saMy
to interim reports described in facilities or basic components must meet standards wuch de Adrnam,strator Ends
paragraph (e)(1)(li). In order to be considered acceptable, for necessary to establish a level of safety

(ii) Written notification submitted to the lifetime of the basic component. equfvalent to that estabhshed by the
the Document Control Desk, UA (ii) Retain evaluations of a!! sim rthiness standards of part 25 of the*

Nuclear Regulatory Commission. deviations and failures to comply for a Federal Aviation Regulations (FAR)
Washington, DC 20555, with a ecpy to minimum of five years. EnrcTrvt part: August 30.1991.
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