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EUMMARY  The Nuclesr Regulsiory
Commmission @ smending ila reguialions
1o require directu™ and respanaibie L B
cery of firms and orgenisations bullding.
uperaling or own'ng NRC-lcernsed in
cllitien, or condurting NRC-lwenwed ae-
Uviues, 0 7eport (ailures Lo cumply with
reguintory requiremenis wnd delecis In
componenta wnich may result ¢ & sub-
_tantial safely hasard Also coversd un-
der the new regulations are direclons
and responaible oMcers of Arma and
organizations supplying asfely-releted
componenta, including  safety relaled
design, besting, Inspeciion aid consulling
MIVIC

NRC licensees and other firms and
organ aations ~overed by Lhe new regulin-
tiots must adpt Inkernal procedures o
asswre UhAt safety-reinted delects and
noncompliance are brought to the ailer-
tion of responsible ofcers and direcion
Those Individusls. in turn, will be re-
Quired to nouly the Tommission within
two days, and fle & writken report within
five days, of learning of the defect or
noncompliance Direclors and responsi«
bie offcers nay Cengnals an employee o
pruvide on they behalf the notlfication
o NRC.

EFPECTIVE DATE: July 8 1977 Certain
obligauons under Uy efective rule are
not Unposed untid Juouary 81978

FOR PURTHER INYORMATION CON-
TACT

Mr W E Camplell Jr. Offce of
Slandards Development, US Nuclear
Regulatory Com itaton Washington,
DC 20555 Phone 3014436017

BUPFPFLEMENTARY  INFORMATION
On March 3 1915 (he Nuclear Regula-
wary Coxmission puolished In the Pre-
teal Recisrer (40 FR R8I for pudlic
comment proposed amendmeny o 10
CPR Parta 3.3, 38, and 40 of 1 reguls-
Uons & 8 projposed new Purt T1 Lo 1
resulations, “Reperting of Delents and
Nooeowpliance ™

The purpuse of these propa od amend-
ments and the new proposed Parn 21 s W
implement seclion 20€ of Pub L 83-438
Uwe Energy Reorganizauen Act of 1974
M amended

Bection 208 of Wie Energy Reoryeniza.
Uen At of 1974 s amended, rends as
follows.

“NONCOMPLIANCE

Bec 208 (m) ANy Individusl Mitw L, of
respraaiule offcer of & e conslrueting
oaning operaling. or supplying the compo-
nenia of any facilily or sctivity whieh o b
cenwed or wiherwise regulsied pumuant w
the Al Energy Act of 1084 se amended,
o pursuant Lo (his Art who o Yaine (Afor-
e lion Messonadly Indicatir | Thel  sweh
fac ity of scUivity OF DAl componanis sup-
plisd o such fac 1ty or scliv ity

thy Peils o romply with the Awenic K-
gy Act of 195 s amwnded. or any sppll-
cable rule regulation, ordef or lcense of
ihe Commismion reisting W subsianilal
salety Dasards or

12, Contalon & defect which could ereate
& submantial salfely hasard sa 7ifined by
regulations which the Commimion ehall
promuignte. anall imumediately notily the
Cosunision of such fallure W compiy or of
auch Oefert wnless such persau Las actiual
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tnowisdge that (h Commimion has been
sasquatels (nformed of su.h defecl or Tl
ure 18 comply

(B ARy person who b Bowingly and cons
scioualy taiis te protide the Bnotie required
B SwmacLon (81 of Lhis section ahall e
BuB el Ve el penaliy 0 e smount squsi
W Ahe smount by section 4 of
e Auweie Bnerry Ach of 1984 s amended

€1 The requiremenis of Lhis section shall
e promineniiy posted wo the premses of
AnF TROIY IMenesd or ot harwiee faguiaied
§AMUABL 0 e Alcmase Bnergy Act of 198
L ameuied

@) The Commimion W suiherizag o «
Burt s reLs nebile Limpections 808 olher
enforcement acliviten as Deeded 0 Inaure
Wonplanee with \he proveions of Lhis secs
e

The new Part 21 requires *hat the di-
reclor and reaponsibie ofcerns of orge-
NiZalons Lhatl constyuct. e n o "ale or
supply components of & facility or s tlivs
Iy that B licensed Or olherwise rep
lated by the Nuclear Regulaiory Com
musson inform the Commisson Il e
oblain informution ressonably indicat -
Ing that such facuity, sctivity or basie
cumponent (alls W compiy wilth requia-
tory requirenents relating o substantinl
safely hazards or that rueh facilily, aee
Livity, or basle component contains & de-
fect shich could creste & substantial
salety harard Part 21 sddiuonally res
LU s Ahal these or tarazations estabish
procedures 1o evalusie devintions from
the wchnical requiremenia of Lthe pro-
curement documents of infarm the purs
chaser concerning the deviation in order
that the purchaser evaluate the devie-
tion or have It evaluated The organiza -
tons subject 1o Lhe rewalions b Part
21 way b many procus ment Liers asay
from Whe hoider of » lvnse o consiruct
Or Oiwrale & nUciear power reactor I
the licerse u olther Lthan (o construct or
operate & nuclear power resclor. then
the organizalions subject W the regula-
tions we those organizatons (hat di-
reclly supply the licensee of the faciiny
or acUvity. The direcilors and responsi-
bie ocers of these organuations will be
subject 10 & e of up o §5.000 for ench
deliberate fallvee ta mattty (e Commia-
slon of the ecatence of such & defect or
noncompliance The orgsnizations sub-
Ject W Part 20 reguiatians must el
maintain records, post coples of specifie
documents. inform procuremernt aubtier
suppliers of thelr responsibility under
Part 21 and sliow inspection of their
premises facilities and sctivities by duly
authorised representatives of the Com-
mission.

The Commission reguires that ¢ pum-
ber of repory and noecifications e sub-
mitted by Jicenates Thew Incluc » leen-
wee's repori of incwdenta requires’ by 10
CPR § 20400 permil hoidder's b Ufien-
Lor, of design or construction deficien-
cies required by 10 CPR | 508560 ),
and ikensee's report of Lheflt or ab-
tenprad thelt of special nucienr male. isl
required by 10 CPR § 7052 Other Com-
mission regulations provide for receipt of
various kinds of requets ~ information
Por exampie. 10 CFR { 2807 provides for
pelitions Lo lasue. amend or rescingd reg-
ulations, and 10 CPR {1910 provides for
noUfications from worker In regard to

radidogics. hazerds These commurics-
CHGITIR VOL 41 MO 108 MONDAY, Uil

wons Trom |wenserr and the publs are
methets of swourug Infonmalon con-
cernang the implemeniation eflecliveness
o Commmusion regulations Thi infor.
el L AN essenbial ingredient of sound
repiataon The regulstions in Part 31
g anether required nolfication Mare-
owey. & longsianding Commisaion polwy
enconrages individuals not subject Lo the
Cummisaion s regulations 1o repori o Whe
Owrnmissior & KNown or suspecod defect
o faidure 0 comply, &8 suthorized by
e, e enlity of anyone so reporting
will e withheld from €isclosure
The Cupu~'saion intends o expmine
chawely the lmplerueniatian of nes Part
WALl A View W making any claniiving
changes \hat may be warranled
hght of experience In feuinr, ine
sulbcient expesience has socumu-
aed o permit (he writing of & detailed

W entily & nucioer of the faclors ine
voived wilh the guestion of slgnificant
safety Basard Purther sdditional pud.
ance m ihe form of vegulsiory (uiies
Lay be developed should experience &1th
e aiplicavon of Fart 21 indicet o the
need Yor such quadanee In Whis cegard,
we eaject Uhat the impiemenialion ef-
forts of the stafl and (hose subject o Whe
rule. and ‘e wiews of interestad eTn -
bers of st should provide the
necessary data base lor such furiier
godawe

During W development of tae Encrpy
Reacygnniaation Act, Congress identified
& need® 1or an ofisclive Ioeans o "snuei
pate preblems before the event ™ Becun
308 » ua Eevcloped W N Lhat Lo

Interosies persons hase been o rdeo
AN oppariunity W participete tn the de-
selopment of Part 21 and Whe sasorialed
amendmenia.  The more Lmportan)
chianges made W Part 21 are Lisied Delow
and are based largely o0 conaldersion
of publie conmenia

1 The individuals subjeet Lo the ho-
Uncation requirenent of Part 21 have
been restricien W a0 directors and b
ofivers vested wilth exect ive aulhonty
over activiles subject W this part These
individuals may Menuly s Individual
that & suthonaed W provide polficaton
W the Domumission.

This mew part & only one of many of
the reporting channels thal songems de-
fecta wr noncompliance, ¢y, 10 CPR
50 $5¢et  Individuals that are subject
the requirementa of Uils part that be-
came sware of a defect or nonco npliance
et o outaide e responalbility of el
antmation and individusls that are
subyect L0 Whe ey lirements of wny
of Title 10 are encouraged. bul not
uired. 0 report W the Commiseion
known er suspecied defects or falure
comply As sulhorized by law, WUhie idens
Uty of saycne so reporting will be with
beld from disckmures.

(2 Part 21 as sdopled does not spect.
fy whether flons may reimburse di-
rectem or responsible ofcers or civil
penaliien Loposed purtuant (o oo reg -
walans, and inatesd allows this quesiion

® 1
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10 be resalved in accordance with sppls
cabile siaie law'

30 The definiuon of “gelect” &8 Ap-
plied W towponenta themselves. Has been
restnicisd W Laclude thome devialions o
delivered components from techiniow re-

Girementa included in the procurement
wment Whal cowdd, on the basis of an
eva'salian, creste 8 subsiantial safety
hazara Delect alvo includes 8 deviation
o & portion of the facility subject Lo e
conslrucion permit or manvlecturig
I enaing requirement of Part 50 provids
od Whe decation cond on the besls of an
evilustuan  eresle & subslantial salely
hasard and the porticn of the Tacility
contalniing the deviation nhiss beon of«
fered w the purcheser for proeplance
Whether such deviation coula resiit
& substantial safely hazard s de eimined
during the deviation eval ation Defect
slso Includes, for Tacuitie licensed for
operstion under Part 50 any cond:lon
or circumatance involving 8 braie cotmn-
ponent that eould coniribule (o the exs
ceedung of & safety Lunit as set forth in
he operaiing license echnieal specifiess

41 The definition of baaic components
has been divided Into two gl one part
18 spphcable o poser resclors licensed
under Part 50 and the second part s
apnlcal e 10 activities Hoensed purruart
to Para 30, 40, 70 or 71 and o oiher
Part 50 facilities Por power reaclors the
definiuion s based on \he guldance given
th Revulatwery Guide 128 For otier (8-
culities a~¢ setivities hysle rormpeneng
Fas teen oo fned s compenents that are
GirecUy Drocured by & licensee

150 Sohetantinl safety hazard has been
wefined 1 wrms of & major reduction in
e degree of protection promided 1o the
pubiie health and aalety Ontera st
are sppropriste for determination of
creation of & substantal safety hasare
nelude

M o derale exposure Lo or release ol U-
censes matleria

wonl00 de radation of essenilal safety -
relasend squipmert

TN agreeing with &)1 other sapects of
this Notwe Commissiones QUinaky believes
frmae should be arred (ram rebmibursing di
reclon o responalbe oMcens for civil peaals
e Lenpased pumsuant o Parn 21 oo grounds
ihat Becion N8 of the Laergy Reo:aniase
Don Act W desgned o Wnpose penaral e
PoovBIity & goal vidermined By (ot i
1t amtiacstion The Comansson ma'cn's
codleres Lhal In Accordance wilh the peners,
praciice of federsl reguiniery bosties i1 anals
WE WmaTleT, the quesen of the relmours.
ALY of such pennitios ahould be gov roe
by apriwahiz slate aw 1L notes Lhatl the ad-
werne Jobiicily allendant on Being b e ied
o s v penkity fov knowingly concealing
sigrifeant safely intormation wouuld b 8
W or MCenive 10 CARIANCE. IrTeipective
of aheiler the pereon 8o pona ised was Jater
reir bursed By ARe company The marity
Blen 1o wniae the serius practca) aitiuity
I eimoaniing W Giferer Uaitd beteeen &
propeciy aensded saiary 1cettase of berus
Ang an Lnproper reimbursenent If Part 21
BoRs (41N PIACIINe ARPART L0 e arcompliah-
g W purpose (he Comniaion will ef
course. propote (hanges geemed appropriate
in hght of experience

FEDERAL
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Major defciencies Lave'dng desygn
consiruction. Mupection. \est or use ol

petcarned fRcilives or material

To \he extent that ladures o comply
or delec'a AN & MECUTILY RLALEIN oAD CON -
sule 10 & substantisl safely hazare
such Inddures and delecia are wthin
scope of Pany 21

& Clarifiestion has been st
regard Lo whith erganarsLions sre subjest
10 (he regulations o1 this part In oraer
What the implemeiitation of Seciion 206
et Lo responaive Lo anticipatian of
protiems before the evenl. & broad in«
wrpretation of “Arm consine Lung, osn-
g operating of suppl)ing the compo-
rents’ has been used This interpretation
includes not only Lcersees and organi-
satony thet physically consiruet faclis
wes and physically supply componetils
Lyt also includes orgunations that only
suroly safety-related ser ites such as de-
LT AP TLION, esLINE W monsullatlion
4§ slir geologioal nvesiizations

This inlerprelatica & Inte'ded 10
tring within Whe regulations ir, thy part
those arious orgenasuions that can
create 8 sutstantal safety hagard con-
sidering the various methods siauabie
for consultaticn. procurement, design.
construcuion. testing. inspeciics *nd op-
erution These methods include not oaly
the option where design ang coansboues
1an are arcomplished by one oryanizs-
100 tut sae, the option shere one o«
ginuation does «lfety-related consulta-
von, ancther safely “elated desgn and
AHOIN T the actial cona, etinn Each of
rese OrEANATIONS oA the capedihty (o
generale g deloct ang » polertial for fadl
e W comply

11 » tasic component 15 fabreated by
CI OTES NEALION Uaing & desar from an-
olner organiation. the posaitiy of
cresting a substantial safety hasand
bascd upon & faully design, vxists upan
e gelivery of the design that fals w
cemply or contains & ¢efect A subsians
te' safety hazsrd, based upon faulty
IaGmeation. exisla upon delivery of the
em that feils W comply or contains &
Cefort La many molances the competent
tabricaiing organaation possesses
neither (he capabuily por Lhe respon-
sty for design

1L s realized (hat during the setivities
Gf design and consullation there may be
# stage of conveplunl design or consulte-
Lon in regard o fessiddity Ordy ahen
such & des gn or corsultation can result
i the crestion of 8 subsianial safety
hazrrd B 1L sppropriate 10 specify the
Aoplicability of Part 21 1 the procure-
~ent document

(T I'ne organizavons subject W ths
PAart must estabinh procedures 0 pro-
vide for corrocuon of dev.ations. o
evalustion of devistions or \nforming
purchasers of the ceviatlion 80 e dur-
chaser may cvsluste the devisuan
These procedures —iust also pro..de for
trnforming 8 respoi bie oMeer o d.ree-
tor of the o gani*ation of any resulting
geiect or fatlure W amp'y

8 The prinstions of Part 21 inpuos-
g requremenis  that procurement
caeumenis state, v ter applicahle that
Part 21 applies wo ild be appli . ble only
W luture procureTents of . cilities

S G-
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CMMPOHEnts of services 1¢ Procured on
o wlLer aix monihs eiwer tie eSoclve
caw o' Pemy 2l

The efieciive dawe of 4216 dealing
sk pesding requirements § 21 A0
Coabmyg v 0 adoplng procedures. and
S 2481 dealing with menwrance of
tecads Lins been Jelerred uniul Jwiue
ary & 1958 W alipw organastons W
cslabliah and umplement procecures

W Tie organizations subject to Ahe
regdintions in Part 71 are required W
@repmre rocords In connec uon with their
SOARKIPS WO BAAUTe COMpusnce wilh thia
part Priot 10 destrucion of sych records
g shaill be offersd Lo the purchaser
It @ not anucipstes that U.rse s
meskation requirementa sall necessilate
any change in the documentalivn pro-
cedures Giganizations that are pres-
entiyeomply g with 1§ CFR L0 Appendiz
B, Quility Assyrance Criena '

8 Clarificslion hias been addud in
regmd 1o Lhe applicability of Part 21 o
e Beensed acuvity of exportiog Pere
rm who wre only heensed to eapart
cuctenr laciliies ur insterials and ahe
o met oUerwise tonalrucl or operale
faclr' s o aclivities OF supply compo-
s wre Dol subject o Lhe new part
Indeaduals subject 1o this part need 10
port only defecla or fallues Lo comply
whueh could create » substantial salety
Caamd 0 facilithes and activities within
e United States. Further. ary nolift-
catme submitied W secordance with
Fart 21 may be cxempt! from puble dis-
lssare as authorized by ‘aw

Aler considerstion of the romments
recesed and other fa tan the Conms.
ton his adopled the amendimenta W
Parts 3. 01 34 25 4y and 0. wnd the
ew Part 21 sel forth below

Paesuant W e alomie Energy Act of
1954 a3 amended, the Energ: Keorgan.
rauien Act of 1574 a5 amended. and sec-
Lovm 552 and 555 of t'tie § of the United
St Code. e Tollowing new Part 21 of
Th. 0. Chapter | of the Code (i Federa)
Fee wiation. an' ~merdmenis o Parts
23034 35 40, anc 0 are uhed rs a8
docmment sulject to Lan W be
«Neetive on July 6, 1677

PARY 2~RULES OF PRACTICE
Paegraph (b of § 2207 s amiended W
reatias follows

£ 2300  Scope of subpant.
- . . . .

W This subpart also prescrites the
peommdures in cases initialed by Lthe stafl
Lo mapaose il penaliies punmuant Lo s
Lon XM of the Act and secion 206 of U
Fowgy Reorganization Acy of 1874,

2 A new Pert 21 1 rdced W read &
folws
PARE 21~ RIPORTING OF fotm AND
MONCOMPLIA

Ouwmai Pannisrowe

Py pose

Scaope

Definitions
Interpeetations

€ ymunivations
Piniing rsquirements
Batrapt ons

.
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MNoTurics fros

Nodfestion of latlute o eamply o1
erinvenie of o delect

Procrnesint Dox v vty

na

#1091 Procurement docnenis
Insrsctions. Baxose
21 41 Inepeclions
2181 Maswosnor of records
Eamoncr mewy
¥ 8 Pellvre o nouly

AvtHoarty Bec 180 Py L B 700 &
Buat P46 e 334 Pub L owioRL B Misl
A4 sec 308 Pub L SR 408 M BiAL LW
U RC B0, 200 Haes

Cenraal Peovisions

$211 Purpos.

The regulaticns in this part eslabilish
procedures and requoements for imples
mentalion of section 206 uf the Fnergy
Reorganuation Act of 1974 That secLion
requires any individusl director or e
sponaitie oMewr of & Arn constructing.
VR nINg. opernt g Or supplying the com-
ponents of any Iacility or sctivity shiek
Is Neensed or olierwise regulated pur-
ent W the Atomic Energy At of 1854
a3 amended. or \he Enecgy Recrganiza-
Uon Act of 1974, who obitawrs informis* ‘o0
reasonably Indicating 8 Tha! the fa-
eility. acUvity Of basie component s ips
plied to such tarility of sciivity feiis o
comply with tne Atotaie Energy Act of
1954 ws wmended. OF any Applicasie rule.
regulation, order, or Liesnse of the Com-
mission relsting W substante ! safety
BAZAIAS Of (L0 thal Lhe facilily, Activty,
1 bRt o, <nenit syt alied 1o surh (o
CUILY of Aoty contats delecis whaeh
could creale & substants’ safe! © hacard
1o lmmediatelv netily the Commiston of
such ‘mlivce Lo comply or such telect
cnless he has aciual Enowledee (hat
the Commission hins been adequateiv ire
formed of such defect or fadure W
camply.

218 Sop

The regulations in this par aunly, ex-
cept aa specifically provided otherwise in
Parts 11 3435 40 or 70 of this ¢f apter,
0 each individual, partnenhip. corpote -
tion. or other entity heersed pursuant to
the regulations in Lhis chapler 10 possess
use, and or transfer within the United
Blates source. byproduct and o sperind
nuclear puaterinls, or to construct, man-
wincture, pos ess, own operale and or
transter within the United Stales. any
production or utilization facility, and to
each diresior tsee § 2130110 and redpons
sible oficer «aee § 213 1) of such & li-
censee T ¢ regulations in this part apply
also o ach individual eorporation,
partnership or other entity doing busi-
ness within the United States wnd each
director and responsible offcer of such
organization, that constructs “see § 212
(@)1 & production or ulilization faciicty
licensed for manufasiure. conatruction
or operation ‘aee § 21 3 hi) pursusnt o
Part 50 of this chas ster or supplies viee
$213/1) base romponents fame £ 210
et for » fecilily or seUvity liceraed
other than for export, under Paris 30,

frptaal

RULES AND REGULATIONS

49 8010, or 1 Nothing i these regu-
Intiona should be deemed Lo preciute an
individual not subjevt (o the res ulations
i this part trom renvort ng o the Coam-
Mo & Knosn or sutecied defect of
fahe (6 romply 2.4 a8 authoriaed by
law . the identity ol anyone so reporiing
will Le withiheld from auclosure

21 Definitions.

As used In (Al part, ‘s “Baalc compo-
nent. when applied Lo nuclear poser re-
sctors means & plant sinwture system,
component or part thereal necessary to
ssture (11 the integrily of ihe reaclor
coolant pressure beandary, (3) the cape-
bility 10 shut dovii the resclor and main.
tain it in & wile shutdown candition, or
(3 the capability 10 prevent or miligsie
the consequences ol accldgenis which
cotid Tesult in polentinl offsite exposuces
comparable L3 those relerred W In
§ 100 1) of (s chapler. “Basie compo-
nent.” when applied 10 other facllities
and when applied to other activities -
consed pursuant to Parts 30, 40, 59, 70
or 71 of this chapier, means & COmpo-
nent. structure. sy tem, or part thereol
that 1s direcily provured by the lirensee
al 8 facility or activity subject Lo the
revulations i this part and in which
n defect (see §21.3:d0 0 or falure (0
comply with sny applicable repulation
1 this chapter. order, or licenw issued
bty the Commision could create & sub-
stantial safety hazard see § 21 3iKk0
In &)l cases “busic companent” incluces
deen. Jnspection, testing. or ennsulting
SPIVL s Amportant 13 skfely thal are
A oriated with the comnponent Fwrd.
sare whelher (hesw services are jers
formen by e component aupplier or
oihers

‘b "Commission” means the Nutlear
Resulstory Commusion o ity duly au-
hovipea representatives -

o "Constructing” or “conatruction™
means the deslgn, manulacture fabrnics-
fion, plecsment. erecion, indatiation.
modifcation. Inspection, or testiig of »
faciliny or activity which it rubiject 10 the
reguistions in this part a-d consulting
services relaiod to the Tacilily or aelivity
that are importani to safely

@) "Defect” means:

11y A deviation tsee 1213ie') B 8
batic component delivered (o & purchaser
for wse i o Taciiity or an activity subject
10 the regulations in tnis ot i on the
basis of &1, evaluntion (see § 21 g1 the
deviation could creste & substantinl
salcly harard, or

20 The irstaliation. use, or opersticrn
of & hwale coponeny conlaining & defect

PNRC Reglonal Ofces will acrept cnllset
wiephowe ealls from jodis dusis sRo wish
th soeak 1o NRC recrssenia’less roncerring
nuclesr safaiv ortiated grobiems  The loce-
ton and telephone rumbers (1or nighis and
R aars As well as TegUiAr Loum ) are Listed
o

Region
1 Prlindelphial ... . 1318 W%
T OiAtana) (404 271 4%0
111 1Chicsco) .. 13131 85 %0
i1V iDwlles ceiaes HEITY BYE 204,
¥ oiSan Prancsen) . (4131 ASQi40
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& defned i paragraph (@il B the
e lion . or
‘30 A deviation in & portion of & Ts-
cility subject Lo the construction permit
Gl IAnUlACLUring leensing requirementis
vol Pert 50 of this chapler provided the
Gevintion could. on the basls of wn eval-
WALion. cremie 8 subsianta' seiety hae.
Ard and the portion of the facility cons
Wining the dgevistion has been oftered \o
the purchaser for acceplance. or
‘4 A congition er circumstance in.
volving & basic componsnt thal couid
cantribule 1o (he exceeding f & safely
Wit &s defined tn the technionl apecifi.
catioas of 8 license for operation ssued
pursust t to Part 50 of this chapler
) “Deviation™ means & departure
fram the technical requiremanis included
u: ® procurement dacument ‘see § 213
LA
1 “Director” means an individual,
enpointed or elected securding o law,
*ho i+ puthorized (o manake and direct
the sfairs of & corporation, partnersng
o vther entity In the case of an indi-
vidusl proprictorship. “direclor” mesns
he mmaividual.
gt “Fyaluation” means the process
asrumplished by or for a licensee W de-
wrminge whether & particuiar deviation
could create & substantial safety hazard.
) COperating” or “operstion” mesns
e aptration of & facility or the conduct
of & heensed artivity which s subject o
(e regulations In this part and eonsult-
e services related Lo ope rations thal sre
W pOMAnL (o safely
1 CMocurement doecument” moans &
contract that defiues the requirement:
woach Tecilitios or baske components must
meet 1 order W Le etasdered aerepla-
Ll by the purchaser
IV UResponsible afcer” maans the
vresident. yice.president or other in-
drdual in the organliation of & cor-
poralion partnership. or other entity
wha is vested with execith.e authority
over activities subject Lo this part
K USubsiantal safety hazerd” means
& loas of safety function to the extent
Lhat there s & major reduction in the de-
gree of protection provided (o publie
heatth and safety for any facility or ac-
fvity Neensed. other than for o:rn.
pursuant (o Paris 30, €0 50 70 and 71
A Suppiving® or “tupphes’ means
contractutlly responizible for s basie
o mponet . used o 10 be used In o facils
1y or metivily which & subject o the
reputations In this part

§ 214 Taterprrintions

Except as specifically suthorted by
the Comr mission In wriling, no interpre-
tation of the mesning of the regulslions
n ihr part by any officer or employee
of the Commisgion other than & writlen
intempretation by the a'v:nl Counse!

il be mm\:’l w0 wing upon
e
£ 218 Tommunications,

Excent where otherwise specified (n
this pert. all communications and re-
port concerning the regulations in thia
Fart . euld he addressed to the Direclor,
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OfMey of Tropection and Enforcement
UB Nuc.ar Regulsory Commisoon,
Washinglon DC 20558 or 1o Loe Direds
or ol & Regonal OMce ot the hadreas
specified in Appendin D of Past 20 of
Hils chapler Communicalions and *=.
Puris 8is0 may be deliversd In person &l
the Commssion's affices st 1717 H Btreet
NW., Wadingwn, £2C ; st 1920 Norfolk
Aveaue Bethesdn Md - or at & Regional
OMce ot the location specifiad In Ap~
pendix D of Part 30 of this ehapt

§ 218 Postiog requivements,

Eazh indiividua pertnenship corpors«
Lor: or olier enbity subject Lo the regu
latona i this part. shadl post current
copies of the following documenta tn ¢
conspleuous (amition on ray premive
within the United Sis where Ihe ate
Lividies subject 1o this § ort aie conducted
(1 Ahe repulations in dhils part (21 Bece
tion 208 of the Energy Reoryanizetion
Act of 1874, and (31 proced res sdopted
pursuant 1o the regulations (n thia pmri.

I posting of the regulstions in this
part or the procedures sdopled pumuent
(o the regulations in this part & not pracs
ticubie, the lwensew or Arm subject to
the regulations an Whis part may, in o4
diton 1o posting section 206, prwt & nos
tice which deseribes the regulnbions’
provedures including the name of “he in=
dividual to whom reports nisy be made,
and staes where Lhey may be  xaniined

The efleclive date of thu seclion has
been delerred untll January 6. 1878,

§ 217 Evemptives

The Commission  ay upan application
of ANy interested penon or upon s own
Initiative erant such exemptions from
Whe requiren.enis of the regulaliony in
Whis part as 1L determines are auth . rized
by law and wil)l not sndanger lile or
property or e common defense and
security and are ollierwise in the publie
iterest

Nelwicanion

F2).21 Notifirstwn of failure 10 ramply
we exintence of 8 delen,

(8! Each individual. corporation. par.
nership or olher entity subject v the
regulations in this part shall adopt ap-
propriate procedures to (1Y provide for
) svalusting deviations or <l inform.
g Whe licenser o purchaser of (he de-
viation in order thal the iicensee or pur-
chaser may vause the devialion W be
evaluntad unisss the deviation has bren
corrected: and () assure that a director
or responsible officer Is Infoomed (I the
construction or operation of & facility, or
SeUVIY. or & basic component supplied
for suchn facliity or metvity

) Fails o comply with the Atamic
Energy Act of 1954, as amended, or' any
spplicable rule. regulation. order or s
cense of the Commission re'aling to &
substantial safety hazard or

(1" Containa a defect The effective
date of this parngraph has been deferred
untll January 8. 1974

(B) (1) A director or responsible oficer
subject to the reguations of this part
or & designatad peron shall notify the
Commission when he oblains information

fioteal
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reasanably L odicating & Talure (o coenply
of & defect affecling (i Lhe consrvs Lion
ot operalion of & facihity or an eciaty

within the United Blates (hat » tubieet

to the licensing reguiremenis under Para
20, 40. 50 0 or T1 and that » withun by
Lreanuations re ponsibiity or B 8
basic companent that s sithin his of-
ernistion ¢ responsibiliny and 8 sup-
plied for 4 1aciily oF & RCUVILY San
the United States that 4 subject to the
requirements under Parv 40
40, 80 50 or 71 The wbove notifs oD
B nol reguired i suct andody @ has
actusl know ledge (et the Com’ Jissan
hae aeen adevuaiely informed ol ach dee
* 4 = oA failure o cotaply
© o al netficstion requir d b W

& A anall b made v e (we
e g receipt of the v Jorma oo
Nat Cshall e made 1, the Direce

for, of Inspeetion ' nd Endforces
mend, the Dirmctor of & Repimay
Ofice. wal notification s by means
other ATIWED communicsdse. &
Writter  paa b shall be submitied to the

spprenr. e OMce within § days afer the
informal » ‘s obtained Three copes of
eaeh repu o shall be s dmitied W0 the
Director. ¢ Bice of Inspection asd En-
forcement.

131 The written report required by this

vagraph shall include. but need not he

ited o (e following 'nloarmetons. 10
the extent krown:

1) Name and sddress of ) individ-
ual  ar  individusls  Infor, the
Commission

il ldenufication of the facy . the
REUIVILY oF the Basic coniponent § e
for such fucity or such weuvity  ain
the United States which fails o ca. %
OF containg & defect.

At ldentification of the fAre con-
structing the facility or supplying the
basie rompune - which fauls & eamply
OF containg & acieet,

v} Natuce of the defect or (ailure W
comply and the safety Fazard shieh »
created or could be created by such de-
feet o "winive to comply .

fv) The date on which the information
of such delect or fallure to comply was
cbiaued

(vi) In the case of & baste comporent
which ecataing & defect or falls o coon-
Ply. the numtcr and location of all such
fomponenis in use at. supplied for. or
beung supplied (or one or more fac.uties
or activities fubject 10 the regulstons
in Ahis part.

fvil} The corrective action shich “as
been. s being or will be taken; the name
O the Individual Or OrgRn I Talion Pespon.
sible for (he action; and the lenguh of
time that has been or will Le Laken o
complete the action.

(Vi Any advice related 1o the defect
or faiure to comuiy abeat the facuaty,
Aftivity, ar basic “omponent that bas
been. s beine or will be xiven W pur-
thasers or licensees

40 The direstor or responsible offcer
may authoreze an Individal W provide
the notfication required ™ this pars-
Fraph provided that, this shall not re-
Leve the direcior or resporsible ofcer

. A e b B

2XRYY
of Bus or her reapor Lty enSer LU

perng

o Individusls sub ey W0 PRr RO P
e be requited Ly (he Comn. i on
sditonel Gdermation relsed
e Gelec) o fadure 1o commply

Frocooameny Documenrs
£ 20D Procuremiest ducsn onbe

Each individual eomesliue, jarnoer-
W e DL Solty Rulioel B e Tegs
ulntans i Wi sl Al sasote that
WUIPMEAL GBS winety Tod 2 (a-
& VA compeient waued
@ onor alier Innuasy @ (9
whan applicaile A8 Whe proe
of 10 CFR Punt 3% apsty

Insrccrions. Rervaes
1 .luwb\.

Inuividual corporstion. pariners
& olher entity subject to Lhe fegu-
In this part shall permit duly
rpresentiatives of the Com-
10 Mapect 1 records. premises,
and brak components a2 nee-
to eflectunie the purpases of this

Y

3

e

:

it

Maintenance ul recorda.

Each Leensee of 8 facility or sz
subject W the *egulations i the
Pt shall maintein such recosds in
eonneclion % iLh the beensed Jacihty ar
AC YUY By May be required 10 assure
tamplance wilh e regulalions o tha
part

il

‘B Bach Individusl corporstion parts
NErship. or other entity subiect 1o L
regulations i this part shall §repare
recerds N tonnecuion with the cesygm
muanuiaciure.  fabrication  placement,
erectae, nstaliation. modification. in-
spernon. Or Wsling of any faciiiy bask
campenenl supplisd for any loersed fa-
CILEy o 10 be wred In ANy licensed ace
tivily auficient Lo ascure complance with
the reyulations in this part Alwer de.
hvery of ihe facility 9r component and

- ": ‘l'ﬂ n:'mmﬂm d.g\‘c’m
re! wations (see O
notifications te the

‘20 Are relsted 0 the crealion of &
substaaitial salety hazara he shall couse
su-h records 1o be offered W the organ;-
Tlion W which he supplies base rom.
ponents or for whic's he construcy » f9-
cdity or acuvity,

17 such purchaser is unable to make the
deiermination as required above then the
respomaibilily for o sking the determ.
nat:an shall he translferred W Lhe Indi.
vidual corpormtion parinership r othey
en ity subject 1o the regulavions in this
part that ssued the procurement dox ue
ment to (he purchaser In Whe event that
the determination cannotl be made st
that Jevel thet: the *ssponsibiily shall
b tranaferred In & sumilar maoner W
another individual corporation. pariners

REGISTIR, VOL 42 MO 108 MUNDAY, /A8 & \¥77
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ship. or other entty subject o the req.
ulstions In ihls part, until. it necesary,
Whe licensse shall make Whe delermine
Lion.

(o) Records thal are prepared only
for the purpose of ssuring complisnce
wilh the regulalions in this purt and are
not releted 1o esalusiions or notifications
10 the Commision may e destroyed
alier delivery of the facility or com.

ponent
1@ The effective daie of Whe seclion
has been uelerred until January 6 1978

UNroRcEMEny
$ 2060 Failure to neify.

Any direclor or responsitie officer sub
ject 1o the regulations in this part who
knowingly and consciousty fails o pro-
vide the nouce required by § 21 21 shall
e subject 10 Civil pennlity in wn amount
not 1o exceed 85000 for each fallure
provide such nouce and & tolal amount
not 1o exceed $25.000 for all failures to
provide such notice pccurring within any
period of (hirly eonsecutive days Each
day of fallure o provide Lthe nolice re-
quired by * 21 21 shall conatitule » aepa -
rule fatlure (of Whe purpose of compuling
the mpplicabie civil penalty.

Notg - The reporting snd record kewping
requirernenta contained In this part have
een approved by the Oenersl Accounting
Offce under B 180225 (RO 48

PART 31—GENERAL LICENSES FOR
BYPRODUCT MATLRIAL

532 M ANLT. MA N0 and 311D
( Amended |

3 in 10 CFR Part 31 13120 s
amended by changing the words “Paris
1% 20 g‘nd 36 to rend “Parts 19, 20, 21,

and 36

4 1n 10 CFR Part 31 8 0 Sier 010,
M Abi, Rheer, 3110013, wnd 2111
1 are amended by changing the words
".nﬂ’a‘ 3‘0 and 207 1o read “Pars 19, 20,

FIDSRAL RISISTER. VOL 41, MO “O08.—MONDAY, Junt &

PART 34-~LICENSES FOR RADIOGRAPHY
S A R S SR
TIONS

B33 Awmended) '

$ In I0CFRPart 34 I M3 a2 s
amended by changing the words “Pars
:.I And 207 Lo read “Parls 10 20, and

e

PART 35—HUMAN USES OF BYPRODUCY
MATERIAL

B AR [ Amended)

€ In 10 CFR Part 35 135018 s
smended by changing the words “Parw
;: ".ml 207 W tvad “Parts 16 20 and

PART 40--4ICENSING OF SOURCE
WAL AL
5 1022 end 4023 [ Amended |

1 In 10 CPFR Part 40, 140220 @
smended by changing the words “Parla
19 and 20" o read “Parws 19, 20 and
n"

8 In 10 CPR Part €0 100250
amended by changing the words “Part
207 o read "Parts 20 and 21 "

PART 70 SPESIAL NUCLEAN MATERIAL
§700) [Amerded |

# In 10 CFR Part 70 §7018icy &
amended by charging \he words “Part
19 and 20 to read “Parts 19 70, and
n:

Dsiod st Washington. DC . this st
day of June 1977

Por the Nuckess Regu lory Commise
slon.

Bamuirt J Owiik,
Secvetary of (he Commussion.
IR Doc TT- 05087 Fied & 3 778 48 am|

ey
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Trtle 1 0-—Lravgy
CHAPTER b-NUCLEAR REGULATORY
COMSIESHON

PART 21-REPORTING OF DEFICTS
AND NONCOMPLIANCE
Peports to the Commnsian Cencerming
Detects and Nose ampiance
Correchion

In PR Doc 17-15987 appearing in the
iaue lor Monday June & 1917 on page
28891 on pake JBEN4 § 213 ¢ 10 sheuld
rend as follows

§213  Infiniiions.

. . . . .

1+ A devialion tsee 121300 In 8
basie companetil delivered W & purchaser
lor use i & Taciity of an sclid ity sublect
W tne regaialivns an this jan J on the
betit ©f AR evalustion see § 31 31g0 0,
the deviiton could create a s lslanual
salety harard. or

. . . . .

—— e

PART 2--RULES OF PRACTICE

PAPY 21--REPORTING OF DEFECTS
NONCOMPLIANCE
PART 31 GENERAL LICENSES FOR
BYPRODUCT MATERWAL
PANT 34— ICENSES FOR RADIOGRAPHY
AND RADIATION SASCTY REQUIRE.
?(NT“ FOR RADIOGRAPHIC OPERSA-

PART 35#MUMAN USES OF BYPRODUCT
MATERIAL
PART 40-—-LICENSING OF SOURCE
MATLRIAL
PARY 70--SPECIAL LUCLEAR MATIRIAL
Reporte to the Commussion Concerning
Detects and Noncompiance: Enension
of EMoctoen Date
ACTNLY UB Nurlear Regulstory Com -
1isaen
ATTION Change of efferuve fate of
fne .2
BUMMARY  The Nuclear Regulatory
Commusion 8 changing from July ¢
1977 W August 10, 1977 e efeclive dale

“o

It
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of 1 recenily published repulations
whick require o recion avd respornible
afMces of firns and otgenizations bulld:
Mg Operaling Of osnung NHC  licensed
taciliies  or conducling NRCO-liwensed
oLvies. of supplying safety reiated
companenia W report fallures to comply
o iLh regUIRLOTY requiremenia and defecls
i cumpotents which ey result in 8
substantal safety hazard No change &
Leing made W Lhose poruions of the res.
wlations now subject o the deferred
efiective date of Junuary & 1878 Thu
change in efecuve date will give persons
subuect W e rule sddibional Lme W
establish unplemenung procedurss
EFFECTIVE DATE  August 10 197V
Certain obligations under the efiaiive
nm. are not imposed until January 6,
197
PUOR FURTHER INFORMATION CON«
TACT

Mr W E Campbeil Jr, Office of

Siandards Development. UBS  Nu.

clear Watery Commission, Waah-
:nc':ou. C. 20935 (phote: 301-44)-
217

BUINPLEMENTARY INPORMATION.
On June 6 1977, We Nuclesr Regulatory
Commission published in the Froinar
Recisren 42 PR 28861. 28808 FR Doc.
1115847 mnendments w 10 CFR Parts
2. 31 3435 40 und 70 of 1 regulations
and a new Part 21— Heporting of Delecta
and Noncompliance Lo umplement secs
Gon 206 of whe Evergy Reorganization
Act of 1974 as amended «Public Law §3-
408 B8 Stat 12461247 A4 stated ih the
Feoenst Recisten notice, whe effective
date of \he fnal ruie was July 6 1957,
ity days afler the dawe of publicaion,
except for certamn portiona of the rule for
Shich (he efeclive date was specificelly
deferred unidl January 6 1978 The pur-
pose of wne delerved eflective dale was
W sliow oryarussations W establiah and
Unpiement procedures W comply with
certain provisions of the rule On June
9. 1577 the NRC stafl announced that
five public meeti=Zs. hasted by each of
e Nve regional ofices. would be hekd
during the perind July 12 through July
6. 1971 for Whe purpose of explaining
the procs ons of Whe rule and anasering
ANY QuestiGns S hich might be raised Con -
ceIning i implementation As Uhe effec.
Uve date of Wie rule approached. seversl
organizations expressed concern  (hat
hey sould not be abie W have sdequate
inlenm procedures o piace before ine
rule becume © Tecuve. thai they needed
clarification of cerawn provisions of the
rule and (hat it sould be particularly
helpful if the effective dale of the rule
were deferred for a penod of approxis
mately sty days afler the date of the
last scheduled regionai ineeling

As noted in the recently expanded del-
egation of sulhority te W Commission »
Execytive Duector for Operstions 42
FR 31290-3329%1 June 30 19717 FKR Doc
TT-10988: there are st the present Lime
only two qualified members of the Nu-

R

cienr Regulsiney Commusson Bince the
Commussnn Incks & guorum for Whe
ransacuon of baainess the requests of
oryanEations 1o postpone the effect dawe
of 10 CFR Part 21 miust be sddressed f
they Are W0 be acdressed at all by Uhe
Faecgtve Director for Operstiors Upon
revien of the fnsl rule i whe 1 0 of
Wie cancerns expressed and slwer consul-
aion with the Incumbent Commiss,on -
ors @ acvordance with Lhe provisions of
b delegated authonly the Execulive
Drrecsor for Operations has delermined
et it would be In the public interest
W pastpane the eflective dale of Uwe Anal
rode untl Augwst 10 1977 This extens
oo would give persons and oreanise -
Loes affecied by the rule an sddivional
e 5 days ~lwer the date of the last

RO publie informational mestind in
sheeh W put Interim implemenung 1o«
cedares i place The Executive I lor
for Omeentions has also determined  aat
i charge In the effective dale o, the
foal rule 8 & minor amend ment which
does mot subatlantally modily ealsting
reyuations affecting the public hewith
snd safety, the common delfense and se-
cunty, or subslantive or procecdursl
rahis and that he has been felessied
autharty W lsue 1t Since the purpose
of Lhas ehanee In the effective date of the
foal ruiess o sl w organizations to obe
win more iInformation about il provie
#ns pror W implementation e Evecs
utive Director for Operntions alw Ands
1At notice aid public procrdure there-
o8 & rontzary o the public Interest
e ihat there s pond cause Lo make this
cratae in the effective date of the Anal
rue ¢ fective Immediately upon publica -
11 0o the Pyarrat Recrstin withoul the
Caomary Wity day notice

Pursuant ‘o the Atomie Frergy Act of
19540 »t amendst the Ensrpy Reorgani«
zalan Act of 1974 as amended, and sec-
Laars 352 and 553 of tide § of Wie United
Siates OCode. the following change o Lhe
eZecive date of Tite 10, Code of Federal
Registions, Part 21 @ published as &
doc ument subject @ Codification

1 In PR Doc 17-15007 appearing At
Fedt 28451 tn Whe Froemal Recstes of
Jame 6 1971 the Ececlive Dule pawrs-
€720 appearing on page 28892 in column
1w revised (o rend as follows
EFFYCTIVE DATE  August 10 1977
Cerian chlgations under the effective
r.:;m not imposed until January &
¥ b

o Pub L B T00 &8 Sual e W2
CSC 22001 K 300 as soende Pus L
LA 88 St 1340 Pub L ST 89 S
A0 AUSC M

D ed al Bethesda, Md | Lhis Sth day of
July i

Fer the Nuclear Regulatory Commu-

164
Lax V Oossuew
£ zeculive Darector for Opetalions

PR Duc T7 19438 Filed 1677 10 AT am

FROTRAL AW 1STHER. WOR 43 MO 1IN TMURLDAY. JULY 7 1Y
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MOMAL RIGSTIR VoL 42
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137 MOMOAY, JRY

36300

REPURTS TO THE COMMISSION CON
CERNMING DEFECTS AND NONCOMPU
ANTL

Correchuonm

in PR Doc 71-15087 appearing on
page 28881 in Uhe tasue Tor *loanday June
6 1971, on pege IBAR4, (31D )
should read s followy

13 the capability to prevent or mit-
gate the conuequences of accldeno ich
could result In polential offslle expo-
sures conparable o Uiose referred W In
19011 oF this chapler

Bectlon 213(d) 1) showld read as fol-

.

$212 Dvfinitions

. . L . L ]

(@) "Defect™ means

(1) A deviallon fare 1213 (&) In @
basic companent dellvered Lo s purchaser
for use In & taclily or &an sclivily subject
W the regulations In Whis part |l on Lie
basis of an evsiusilon 'see | 212:gH)
e deviation couldd creste » sutmiantial
salely hasard, or

6 Y
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Office of Inspection and Enforcanent 11, Cantragt Giae: No
Division of Reactor Constrotion Inpiection ' o
U:S. Nuclese ?syulatory Comnission

etashinecon . 0.0 2058 ‘

F R wm.n.'x fpetiaatinod hame dns A3deas 13, (t:,s;'::! Kepon & Ve
Same as 9 above, ‘_‘Cnnm:mn.zmm..___

]

18, Supplementary Notes

ih. Alsrragts

| lwreg-0302 includes remarks bty NPC representative on the rule 10 CFR Part 21

{included), Ramarks are proviced by the Regionel Director and representatives cf
the Offices of the Executive legal Direstor Standards Development, Nuclear Reactor
Regulation, Nuclear Materiais Safety and Safeguards, Internatiocnal Programs, ard
Inspection and Enforcement, Staff remarvs cover the legislative and legal aspects
of the rule, how the rule impacts on reactor, material, fuel cycle and export
1icenses and related suspliers and futnection and enforcement of the rule.

S
V2. KRey SOrds and ogunent Anaivs s, 10, bitafiipiols
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FEMARKS PRESENTED AT PUBLIC REGIONAL MEETINGS
(DALLAS, ATLANTA, SAN FRANCISCO, CHICAGD, PHILADLLPHIA)
10 UISCUSS REGULATIONS (10 CFR PART 21)

FOR REFORTING OF DLFECTS AND KONCOMPLIANCE

JULY 12426, 1977
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Famarks by Representative of the Office of Standards Development
Develozment of the Part 21 Reaulations

Fumarks by Representative of the Office of Nuclear Reactor Pegulation
fow Part 21 lopacts Reactor Licensing, Licensees and Suppliers

Remarks by Representative of the Offics = %uclear Material Safety
ard Safeovards

The Impact of Part 21 on Material and Fuel Cycle Licensecs
and Suppliers

Pemarks by Representative of the Office of [nternational Programs
Part 2] and its Effects on Exporters

“armarks by Representative of the Office of Inspaction and Enfurcenent
Tne Irspection and Enforcement of Part 21

~ULITIORAL MATERTAL

Copy of Federal Pegister Notice 42FR28891-28896 of June 6, 1977
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Femarks by Regional Directors
Office Inspection and Enfurcement
To Public Fegronal Meewings on 10 CFR Part 2%
July 1é-2u, 1877

Poyce H, Grier, Region )

Horman C, Moselvy, Region 11

Jares G, ¥eppler, Kegion |11

L. Morris hosard, Rcgion IV

kobert M. tugelken, Region V

Welcoming Yeynote Address

Good morning, ladies and gentlensn, Welcome to this meeting, |
ippreciate the obportunity to meet with you here today in one of the

tive Reatonal workshop Sessions that the Nuclear Reaulatory Commission

1§ spontoring to expiain and discuss the provisions of 1ts new regulation,
10 CFR Part 21, "Repurts to the Commission (oncerning Defects and
hencompliance”,

I'm sure that most of you are aware of the major provision of Part 21.
It has been the cubject of considerable revieow, discussion, comment,
revision and refinerant since the proposed rule was first publishud in
the Federal Feniste* 1a March 1976, It 1¢ n2 secret that 1t has heen
one of the rost controversial rules ever promulgated b{ the Commission
and 1t has potentially sianificant implications for 31) members of the
nuclear comrunity, from puwer plant operators, nuclear stean suppliers,
archiect enginesrs and constructors to corsuitants and component
vendors, | am cortain that even tne regulator: will face a learning
period coanrerning some of the legal and technical nuances of this rule
as they become more involved in ths enforcement of it in the months
ahead. | sincerely hope that our discussions today will help us all
develop a clear ond common uncerstanding of tr: objectives and require-
rents of tnis important new rule.

As the objective of Part 21 is to implerent Section 206 of the Energy
Reorganization Act. | believe stating the specific words of Section 206
will be holpful in establishing the backurcund for the panel di.cussions
that will follow, Section 209, &8 enacted, reads as follows.

"NONCOMAL TANCE

Ser, 206.(2) Any individual girector, or responsibli » ficer of a firm
cons ractirg, twning, operating, or supplying the components of any
facihity or activity which is licensed or otherwise regulated pursuant
to the Atomic Eneray 420 of 1954, as amended, Or pursuant to this Act,
who obtains information reasonibly indicating that such facility or
ectivity or basic components supplied to such facility o activity--

U R S P S -






T T T T T T o e . o R e T e e, N

L T i Ty Iy W

B L

.30

ih these firme and organizations. o doubt you are ¢iso ponderir- same of
the gther important 1ssues and questions that were censidered by tre stafy
and cormented upon profusely by many of you during the years that this
rule nas bees ir preparation, Ouestions, for e:zample, like:

1. wrat levels of ind,viduals in an organization are required to rotify
the Commission on defects and noncompiiance?

2. How 18 @ defoct defined?

3. How does the Commission define a "basic component,” i.e., how far
aown the tiers of suppliers shcald Part 21 be appiied?

4. How should ¢ supplier be advised of thy applicepility of Part 217

5. Should reportirg individuals be reguired to identify all facilities
or acuivities, including exported facilities, at which a defect or
fetlure to comply may exist?

well, that's precisely why we are all nere today - to discuss Such
questions, 1 hope that cur workshop discussions toda, will provide
answers to most, if nog all, of these questions so that we can aill
aporoach the inplementation of th's important new rule with a common
understanding of what the law requires of us.

Thark you for meeting nere with us today. | hope that your visit heer
will be both enjoyable and profitable.
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PEMARES BY
THE OFFICE OF THE EXECUTIVE LeGAL DIRECTOR
TO PUBLIC RECIONAL MEETINGS OF 10 TFR PART 21
gy
JAMES ¥, ASSELSTING
MARC R, STAENBE®G

JULY 1226, 1970

fhe Legislative end Lecal Aspects of Part 21

The Beaional Uirector, in his keynote address, cxplai‘ned the relationship
of Section 206 of the Energy Reorqanization Act to (r® new Part 2) and
the basiy pur 0se o, the rule, It 1s interesting to note that Seztion
20f was not part of the Act as it was psssed by the rouse of Reprosentas
tives. This section was added by the Senate cormittes, The purpose of
the section as explained by the Senate comitice in 118 report was:

to upgrade the system of detecting and anticipating
the defects thit increasingly have nlagued the nuclear
puwer industry and threatens its safety reccrd on a
catly basis. The application of this proyision to
component suppliers 15 intended to berefit ejectric
utilities in particular, which usualiy have no way

of knowing that a seaied, prefcbricated part is
gefeztive unti! it triggers a shutdowr Costing tens of
thousands of dollars a day in 1o generating capacity.

In addition, Section (06 as enacted by the onjress was made expressly
applicable to all facilities and activaties which are licensed or
otherwise requlated pursuant to the Atomic -nergy Act of 1954, as
amended, and the Energy Reorganization Act of 1974, as amended.

Section 206 i{n its final form was a substitute added bv the Joint Mouse
Senate conference committee on the bEnerngy Heorganization Act, Of interest
is the fact that, as oriainally drafted, a failure to report could have
resulted in criminal prosecution, The criminal penalties were dropped

in the House Senate conference in favor of civil penalties,

Section 206 is a broadiy warded statute bv which Congress intended to
give the NRC responsibility to flesh cut the bare bures of the statutory
larguace and to develop woriable definitions of terms and a workahle
irplemsntation program, Part 2] is the result of the Commission's
erfgrts in this regard and, of necessity, gqoes into considerable datail
In many areas where the statute d'd not. But even as the final rule

«3% puslished on June 6, 1977, the Comission recogrized that future
experience ond fOPINEF information might warrant clarify'ng or otuer
changes to the rule. It i¢ thus not possible in these shoert remarks

to anticipate and answer every circumstance which migne arise.




sl

With this in mind, several things about Section 206 are particularly
worthwhile erphasizing, First, 1t impoces obligations on individuals,
The languane of the tection refers specifically to individual directors
or responsible officers, and these terms are further defined in the
Commission's rart 21, Thus, under Part 24, it 1% individusls who may
be subject to civil penslties. Our Offfce of Standards Developwent
representative will be pr. 1ding examples of who these individuals are,

The stotute 15 silent on the ques’ion whether an individual director or
responsible officer #ho has been compalled to pay « civil penalty may be
retmburesd by his employer, Unlike the proposed rule, the effective
Part 21 doet not adiress the reimpursement question, The explanation
which accorpanied publication of the rules in the Feders! Register
indicates that tre matier of reimhurserent would be coverned by State
Taw, Second, the sectinn clearly applies to persons not licensed or
previout!y uirvectly requlated by the huclear Regulatery Commission,
Section {06 specifically mentions suppliers of components. Third,
Section Z06 15 not unique. Cther striutes impose sanctions for failure
to report defects or hazarus; for example, the Federal Boat Safety Act
of 1971, the Consurer Prod * Safety Act and the Kationa! Traffic ard
Motor Vehigle Safet, Act,

Part 2) 15 prasontly effoctive and binding insofar as the obligation teo
provide tng roguired natification is concerned, Should any of you have
the migfortuns to bp cited for 2 civi) penalty unaer Part 21, the oppors
tuniti $ available td you to argue for different language in the Part

in the enforcoment rroceeding dgainst you will 1ikely be very limited,
Thus, if you “awve proplemt, 1t 16 better to raise them now rather than
later, wWuile the ruwve (s presently in effect, you have & right under
foloral law to petition the Nuclesr Regulatory Cormission to amend the
ruie.  The rule al;o provides that en exemption may be¢ granted by the
Cormitesion upon application of an in' rested person when the Commission
determings thet such exemption is 2. corized by law and will not endanger
life or rroperty or the common cefe« 2 and security and 15 otherwise in
the puhiic interest. A person may alse seek an interpretation from the
ceneral Counsel of a particular section or matter covered by the rule,
thereby indicating areas of concern 10 him, These avenues wouldn't
relieve you of the shirgation to comply with the Part before the patition
Or ryguest was acted upon, but they would be the proper way to get

your coacerns beigre the huclear Regulatory Cormission,
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' ol [2-28, 1977
ugve)yorent of the Fart §) "esulat ons
My obiective iy 1o provide inforcation concerning the bart 21 rule !
making and related amendrents (o other Ports of Title 10, 1t ray be
nelpful of yoa rave gvailabie your copy of *he Fodore) Register netice
Mterning this effective rulp raking because | 1nd other speakers will
: Lg maning sone referentces 0 various sectione,
1
: As g retult of the enactrent of the Enargy Heornanization Aty the Nuciwer
Fegulatory ComPassion wis resuired 10 Provwicate sow reaulations, 1
' w3k dedided €8 Lropare one cow Part 1o cover A1 gipects of the
. renulations required under Section 206 inttedd of preparing o sebarate
' Part 1o¢ each type o! licorse that we issue: for exappie, 4 Part 30
Litense or a Part &0 License or 2 Part §0 License, The rule raling
reqatres yrder Soution 06 af the nerqy Feornanization Act could have
hean scoomplithed by manirg apnropriate chinges to tha présunt Parts 10,
| 0, 50 etc., but 1t was felt trat & Letter way to 4o it would oe to bave
| ane new vart,  Tre prozosed rule, which was published on March 35 1978
| in 40 TR 8532, was the subject of 2 large nurder of coments, My
| firet T1lustration indicates the source of She Comments an this prorosad
: rule,
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The Enercy Reorgerization Act uses the nhrase “defect which could create &
substantial safety hazard." It 15 necessary that important or significant
defects te differentiates frow he inconsequantial defecte  Deviation

and defert are interrelated. for cxample, & procurred item is required

to meet certain requirements. 1f the item Joos not meet its prescribed
requirements a deviation existe, Some geviations car create a subitans
tial safety hazerd and others c¢*n not, The devietions that esist at

time of delivery or become known afier delivery wwust be evaluated to
getermine ability to create 2 "substantial safuty hazard'. These =elation-
ships will be discussed more fuily as the remarks are presented,

Part 21 has provided four definitions of defect &+ v lows: (1) a cefect
15 a devietion in 2 basic comionen:. deliverpsd 1o 4 purchaser where on the
basis of an evaluation the deviation could create a substantial safety
hazard (This cefinition is primarily directed at the offsite supplier) or
(2) & detect means the installation, use o operation of a basic com-
ponent contain® 1 4 celect es defined above. (This definition is prima 1y
dirccted at the recipient, e,g, user, tf the compsnent or service) or (3) a
defect 1s a deviatiun in a portion of o facility subject tc the con truce
tion pernit or manufucturing licensing requicements of Part 50 provided
the deviation coulu, on the basis of an evaluaticn, create a supttantial
safety hazard and the portion of the facility containirg the deviatior

has been offered to the purchaser for acceatunce (This definition is
primarily directed at the on-site supplier) or (4) a defect is a condis
tion or circomstance involving a basic comnanent that could contribute

to the exceediny of a safety limit, a3 definsd in the technical
specifications of 3 license for operation i<tyed pursvant to Part £0

(This defirition is pri.erily directed at a specific class of licensees ),

1t should be noted that the def nitions applicable to supplers are
pertinent only upon delivery of an offsite fabrication compenent,
Deviations that are identified by a supplier when the product is
within his controi, hy definition i~e not & defect uniess they
remain uncorrected upon delivery of the lefective compr yent or
service.

The Procurement Document is defined in Part 21 as “A contract that
defires the requirements whieh facilities or pasic components nust mect
in order to be considered @ - .eptable oy the purctaser,”

The dafinition includes bath an inter-organizational and an intrae
organizational document that defines the techrical requirements., This
document 15 the vehicle by which a supplier is informed that the procure-
ment action is within the requlation, To a responrsible pressure vessel
supplier it thould be obvious his product has significant safety
irportance thus is within the scope of the regulation but to a supplier
0i nuts and holts the safety sionificance is not clear thus the applica-
bily v of Part 21 may not be known without the procurement document

ngtiy ication,

B ey | NS [T T Wy v p————
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Section ¢06 of the Energy Reorganization Act used the term “basic
conponent,

“low should the Commission define o "Lasic conponenty 1, ¢,, how
for Gown the Liers of suppliers should Part 71 be applicable?”

S100e speci 10 guidance fn relatiorihip *0 satety significant items

in the »eac or "1elg exisls, ¢.0. . kegulatory Gutde 1,29, 11 was
determined 10 teke advantage of *t in defining basic caumponent,

UTHITY LICENSEE
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s 1 Tusrraiien shew o the numeruud 1 tems, oranization, activities and
products that ars utilizsg in the design and construttion ot e power
reacto It e roaligze that o)1 erganizations, aciivities and procducts
Gre Ayl sueh thal tniy  could credte @ substentisl safety hazard."
Baatc compurertt @ AT iten 'o nuc'ear power reactors means A plant
sLructure  system, com oaent Gf part thereof necessary to essure ’I)
coegrite of he fedc. ¢ and weintain 1t in 8 safe shut down cond’tior

Or (o) the =apability & st gown the reactor and maintain 1% ir a

Sate shut dgen coadindan oo (3] the zapability to nrevent or mitigate

the corteriooces ©f sccigents which could result in patentia)l offsite
posaras covaarable to tnose referred to in Tection 100,11 of Title 10,
aien 3 plieé to other rogutztod aegir%}ies :t MeAns a cumne::ngz siruc.
turd, system = part thereof that 1% directly procured by t censeo

cf the fag1l*ty or act vity subject to (he rnnJTST¥3%% in this part and

n which a gefoct or failure to comply could creste a substantial safety
razeed, Tie tervices of cesign, inspection, test or consultion associated
“11h 2 batic component are within the scope of Tart 21, These defin;tions
will be discussnd (urthar by reprasentatives of othe* offices.,

“How srould subst ntipl safety hazard be defined."

RN RIS
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substantinl safely hazerd means “he 1oss of & safety function to the
ertent that there 13 A rajior recuction in the fAegree 6f protection
provides to public healtn and safety. Applicable criteria for the
determination of substantial satety nazard are given in the statement
of conitderation. These include o) roderate expnsure to, or reloase
of, licented materiag! &) raine cegradation of essential cafetys~reloted
CUUIpmEnt ane L) naior zeficiencies ihvolving desion, censtruction,
IEpeCtion, test or uge.

TWhat types of butiness that are not Licensed or ctherwise
reguieted are wity . the scope of Part 217

The legistation (¢ eaplicit in regard to ownine, censtructing, operating
and supplying the conponents. Uue th the giveres rature of this industry
there are many “buiid 16 print” contracts and many “desion and bu'lag,"
“Jesign only" or ‘consult only" comtracts. The entire supply chein
1hvolved in the productinn of & butic component for a power reactoer

that coule create » substancial sefety hazaru, bucause of 3 detect in

the component, 15 within the tcope of Part 21, The safetyerelated operss
tions of constructine, Ownirg, operating and supplving components each
have within thenselvas Sofetysreisted activities,, o.q,, consultation,
desinn, ingpection and test, The definition of “basic component

and "coeratton” have tesn defined so &3 to include these safetysrelated
ACtivities, This aspect of the propotey rule was the subject of numerous
Comments,

The relationship of one person subject to Part 21 to another from a
diff rent orqanizaticn, who wis also subfect to Part 21, receives
many corments., Ales the celationship of tnaiv.duads not sublect to
Lhis par. wés also the source of many comments,

“Should an of ficer or direcior of a orgenization responsible for
Procuring or producing 4 component be reguired 1o meke o Part 21
rotification to the Commission concerning efther a defect or none
compliance not within responsibility of his oroanization?*

1 an individua) or individuals subject to Part 21 becomes aware of »
defect that 1% not within the responsibylity of his organizaticn he

15 101 required by this part to Jubmit & notification, In such“cases,
the individun] that =ains the know'adoe of » defect in an item outside
NS aianization's area of respansinility would be encouraned 10 raport
WUt would rot be subject to 8 civid penalty if he did not report it,

An fndivigual, such as employee, who 18 not subject to the Part 21

§ Not reguared te make & Fart ) notification when he gaine infor-
fation concerning & cefect a noncomplisnce and therefora not subject to
Civil penalties, It 15 saticipated that the organizations \<“thin the
SCope o Part 21 will establish, if they have not already done so, a
hanggemer L concept such that the 1néividual will feel free to 1dentify
nis r.retyerelated concorns 1n house.,
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Typical Pary 21 Report Scencrio

The reporting of defects t «wnc 7' pursuant to 10 CFR Part 21
will be incorporated fnte *ave jiur L ensing process in a similar
manner, A typicol scenariy s v 53¢° yereloted defect reported by &
besic conponent supplier far o . . reacter facility may start with

the discovery thet a basic compone L alreaty furnished by tha supplier
deviates from the procuscemss, desgment specifications. The supplier
would evaluate the deviation or would report the deviation to the purs
chaser to a'low the purchaser to determine {f & substantial safety hazerd
1 involved, It {s expected that in most instancss the supplier's evaluas
tion would require discussion with the purchaser, 1f, based upon this
evaluvation, 1t 1§ concluded that the deviation could create @ substantial
safery hazard then the deviation must be reported as o defect to the NRC,
fefore describing how the KRC evaluates and uses Part 21 reports, 1 will
discuss a substantial safety hazard.

The general criteria which we will use in evaluating & substantial safety
hazard are ‘oentified in the statement of consideration which was published
with the new rule. These criteria include: moderate exposure to, or
release of, licensed material; major degradatics of essentia) safety-
*elated eauipment, and major deficiencies n desion, construction,
inspection, test or operation, for a power reactor, Pegulatory Guide
1,29, identifies the ossential safety-related eouipment which must remain
functional during the sefe Shutdown [arthquake. These safetyereleted
equipnents are necessary to ensure (1) the inteority of the resctor
coplant pressure tioundary, (2) the capubility (o shutdown the reactor

and maintain it yn a safe shutdown condition and (3) the cepability to
prevent or mttigato the consequences Of accidents which could result in
potential offsite exposure comparasbie to the juideline exposure of 10 CFR
Part 100, Unaer (he new rule tnese essential sefety-related equipments
are defined as "basic components.” Major degrudation of such basic com
ponents, or a condition or circumstance involving a basic component

that could contribute to exceeding & szafeiy limit ‘s considersd a sube
stantial fafety hazard, In the case of a redundant basi¢ component, a
condition, circumstance or deviation which ~ould cause & failure of that
component. must be evaluated to determine if there maybe & loss of safety
functien for the affectca basir component or a majos reductron in the
degree of protection provided to public health ang satety, Therefore, ¢
defect in a basic component, even though & redundant component exists,
could be reportable under Part 21,

The Office o! Inspection and Enforcemont will perform the initial
evaluation of the safety significance of the reported defect or non-
compliance and wily evaluate the action being taken by the supplier
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ane Mcensee, 14 also deternings hether an ynreviewed safety 1ssue
may exisi, i1 & Yicensing action {s required or 11 inspection or enforce.
ment action 15 necessary, 1f & V1icensing action or unreviewed safe'y
fgsue ‘s nvolved, NRR would be sdvised end would assuma Tedd responsie
Wility for further NRC action, Within KRR, the Division of Operating
jeactors hay the respunsibility Lo collect and evelutue experience with
operating renctors 15 assure thet appropriate ond tinely corrective
action 15 taken and te feed back information to other KPR divisions
congucting evaluations ut proposed reactor facilities. The reported
«defect 1s 8150 evaluated to determine 1f 1t 1§ common Gy several reector
facilities. OQur review may recuire the affected reactor licensess to
submit acditiona) information and analysic, Interim licensing sction
may be takren to assure the pubiic health and safety during our review,
The interim 1icensing action could be an order to shuldown, reduce

power or other restrictions or conditions on reactor operation pending
final restolution o7 the problem, The final licensing action could
require replacement of the defeciive component or appropriate restrice
tions on \eactor operation, Tre scenario 1 have just described 18 an
example of the feedback of repsrts of defects and noncompliance into
reactor jicensing, ‘

impact on Resetor Licensces and Supplier Orgenizations

I would Tike to shift gears for a moment to discuss the impact ~f the
new rule an reactor licensees and upon private industry invoived in
design, constructien, test, inspection and consultation for nuclesr
resctors  For several years we have been requiring permit holders to
report significant deficiencies and deviations discovered which could
adversely atfect the safety of future operation, This reporting is

| required as a condition of the factlity construction permit under

| 10 CFR §0,58(¢), Similariy, the Technical Specifications issued as
& part of every power reactor operating license require the reporting

| of wignificant fatlures, maifunctions, cegradation and deviations as

| Licensee Cvent Reports., Regulatory Gu'de 1,16 identifies the type of
intormation to be reported in Licensee Lvent Reports, Therefore, for

’ the power reactor Vicensce. the notification reyuirements of the new

| rule are different only in scope from ceporting requirements which are
already in place. ODuplicate reporting under Part 21 18 not required,

} for example, o Licensee Event Report, wihich includes all appropriate
informagtion required for a Fart 21 Notification, would satisfy the

| requirement trat the licensee's girector or responsidle officer has
actual knowlecse that the Cormission has been adequately informed and
a separate Part 21 totification would not be required. Most reseerch
and test reactor licenspes are subject to similar reporting requirements

| as conditions of their construction permits and their operating license

l Technical Specifications.

|
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Thy notification of “efects angd roncompiiante whith could create ¢
substant | gafety “srard 1§ necessacy to insure that potential reactor
safely ‘@8 orve pruPptly igentified, evalyated and resolved. It is
for thi . ,s0n that the notification requirerents of Part 21 include
orgenizations suppiving safety-related equiprent and safetysrela’od
ervites, Safetyereiated services include desion, enpineering, esting
Inspecting and consuiting services which could, if Lhey contavned de”-ots,
Ccroate 8 substential serety hogurd, [xanmples of these types of satey,-
related services ang 0ftware are:

Nondestructive examination of safety-reloted weids,

‘ vesign of safety-related pipe hangers and supports,
Seismic and cedlogic surveys for a regctor §ite,
Specification of safotyerelated hardware characteristics,
Computer codes for reactor analysis,

Energency procedures, and
Fire protection Inspections by fire consultants

firganizations providing these types of safety-related services, as well
ey Vicensees and firng that physicelly construct facilities or supply
basic components, must establish procedures to identify deviations from
technical requirements gnd must provide for evaluations to determine if
defects exist, Thege procedures must also assure that dirsctors ond
responsible officers sre informed of the existence of defects in delive
fred products. For some organizations the implementat on of new internal
procedures for evalustion of deviations will not be required to accomodate
Fart 21, Company procedures for the evaluation of deviations which were
previcusly pe-forred as part of 9ood enginecring ard management practice
may te sufficient., #ecords in connection with aesion, manufacture,
fabrication, placument, erection, test and inspection of basic coms
ponents and facilities, tufficient to insure compliance with the new
rule shall be vaintatned, The records required to be bept for the

desian, construction, test, inspection and operation of power reactors
urder the aua'ity seeyrance programs specified under 10 CFR Part 50
ﬁz?:nu‘l D sraule satisfy the record keeping reguirements of the new
ruile,

Tiesdn With Safeguards Fyle

Before | conclude | would Yike to address one additiona; item. When
Fart 21 was publiched in the federal Begister, the statement of conside
erations addressea failures to cofpTy or defects in a security system.



The NEC recently sdopted o new regulation which {dentified agditional
requiretents for the physical security of ruclesr power reactore, The
procary safequards concern for rucledr power reactors is for potential
Wty of sebotace or terrorism, futh acts are of cantern betavse they
could leau to the releate of stonificant smounts of radioactive material
whith could endangas the public nealth and sufety, Therefore, fallures
Lo corply or defects in @ security system ¢an contribute t0 L creation
Oof & substantial satety hotard ang are within the scope of Part 21, far
exarple, 4 defect or nontonnliance which allows or could allow an une
Aaulhrorized individua!l to gain actess to a vital drea of » wclear power
plant wionout being Zetected by means other than visual survel!lance,
Incivding remote visualeelectronte survetllance, 18 considered to be @
sutstantial safety hazarg and 14 therefore reportable under Part 21,

fenglusion

In tonglusion, | have outlined the basic methnd by which operating
esperience including reports of Jeiects end noncompliance are reviewed
and as approprigte fed back into the licensing process. | have also
discusses the 1inact of the notifications and record keeping reguires
rents of the new rule upon both reactor licensees and others in the
nuclear redctor industry, The process of 1dentifying deviations, con.
ducting evalyations and notifying the NRC of sybstential safety hazards
will recuire acditional effort and some addi:iona) costs. However, the
long term benefit of Leing able to anticipate poteniial safety proplems
15 substantial,
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Sokd nuty 10 the case of organizations supplying material and fuel cycle
Tigensons, satend past the Tirst tier of suppliers. The teem hatiy
torpontnt dues intlude Asgsion, Inspection, testing or consulting services
artant 19 tafety thit are associoted wilh component “ardware, and
ARArAtIeny tupllying suCh services directiy to the licensee would bLe
tulijoct to Pary 21,

Cilgr atregts of the now rule appiy to raterial gnd fuel cycle licensens
end Tirst tier supplinrg Just as they do to power reactor licensees and
tuppliers, OF particyler importance e ine regquivenents for nosting,
ruvification; procurement doruments and inspection and records, He
Dutleve that ~ast evaluationg of deficienties ard reports 10 the
trmigeign of difects will be mede by Viconseey, because many suppliers
v9uid not veve a11 of the information needed to evaluate the significance
" g deyyation,  We beiteve appropriate criter’s for determination of
exittante of o subrtantial safety hazard nclude:

cderate ecxpasure to, or relesse of, licensed raterial
“Uaacr degragetion of essential  fety relates edquipment or
aler deficioncies Involving design, constructian, fnsp.ction,
test, or ute of licensed matertals or facilities,

0 the eqten, that fatlures to comply or defocts in 3 SeCurity syston
covld contribute to o substantial sefety hazard, such failures und
“efects could be within the ccope of Part 2), Conponents of security
Systems that 4o not reet performance standarde or whicn fall could
present the jotential for safety hagards. Wieh tuch gnomalies are
roted to extst they should be evaluated pursuant te “art 21.

I mentioned earlier thet there were 8 few oxemptions from Favt £1. These
coemplions are for some uses of radicactive materials authorized by General
Licentes in 0 CFR Parts 31, 25, and 40. The exerptions in Part 3 apply
o otrall Guantity vses 1n safety devices, geuges, 1ce detection equipsent
ed climcal or laboratory testing, The exemption in Part 36 applies to
sdical use of specified quantities of by-product material., Under Part A0,
WtErs of small ouantitics of source material and the use of denleted
SEVTUN IR cortate industridl productes or devices are exempt, The

SLATIC Cxer ationg are 1fentified in changes to the regulations
15500 lated with the aaontion of Part 21.

Tret coroietes my ‘orcal precentation, e will be available this
TLernogn Lu answer any questions you may have, Thank you.
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PEMARES BY
THE OFFICE OF INTEERNATIONAL PROGRAMS
TO PUBLIC wEGIONAL MEETINGS ON 10 CFR PART 21
AT SAN FRANCISCO, cnécaao AND PHILADELPHIA
Y
DR. \’q Dc tl‘rtlupl J“n
JULY 19-26, 1977

Pert 21 and 1% Fffnct on [rporters

As sou know, Section 206 requires reporting of defects and non-complisnce
in "licensed” facilities and activities,

The first version of the rule was quite worrisome Lo men exporters, who
seemed 1o be plased in the role of having to report to NRC on defects

I certain foreign nuclear power plants, 1t i not the intend of HRC

to assume the responsibility for the safety of nuclear energy overseas,
nor 4o we intend to make U, S, veagurs, who heppen to know about safety
problens uverseas, reéport toem to us, \f these problems do not affect
safety in the United States.

Under international sareements we now receive » Yarge amount of important
nuclear sefety inforcation, on facilities simtlar to US fecilities, from
foreign reaulatory suthorities, [xporters, who also happen to have the
safety rvesponsibiitty for similar U5 plants, ure, of course, invelved in
uhe analysis and corraction of any defects and von-compliances in the
affected 5 plants, Most of these foreton governmgnts do not make *erly
announcements of all safety problems that occur in their nuclear facilitles,
and they do not wisn to have NG make premature annsuncements of (h. 2
foretgn protlers for them, ke do not wisn to loose these foreiun sources
of important tefety information, nor oo we wish to antagonize these
friendly governments. ‘ior do we wish to make US vendors the sour & of
information of foreign plants acainst the will of the foreingn quvernments
fovolved, if such informetion 15 not nzgessary for corestic safety, The
new rule, and the Federal Pegister notice announcing it, contain clarifie
cation in renard to the applicability of Part 21 to the licensed activity
of éxporting, Fe-sons wno are only Vicensed to export nuclear facilitios
or vaterials and who do not otherwite construct or operate facilities or
activities or supply components are not subject to the new part.
Individuale subject co this part need report only cef-cts or failures to
comply whith could create a substantia) safety hazard in ,acilities and
dctivities within the United States. [n other words, they must report

on gefects or failures to comply in the U, S, facilities far which they
are responsible parties, not in overseas plants they happen to know
about. Further, any notification submitted in accordance with Part 21
may be withheld from public disclosure 1f Lthe notification falls within
one of the exerptions of the Freedon of Information Act, or if withholding
16 otherwise authorized by law.




Let's ook 2% & specific exanple:
fuppote & L. S, vendor hag @ contract to do worc in A foreign country
EF pOssibly 1s an exvorter of 8 forcign plent), 1a the course of this
Orertedt work, that vonesr learrs of & defect 1n & foreign plant %4
retlects a cimilar defe it in a ¥, 5. domestic plant, Suppose, alse,
Lt AWt vendor 18 o “responsibic” party under 1, for the domestic
olant,  ThYL vendor reports to SfL the defect 1n the domestic reactor,
Bt ooes oot pruvide cortain detsi’s about the s, plicable foreign
cpertence because his overseds ciient or the foreign government hes not
Hayen nim pervigsion to disclose the information publicly.

CArst, does the veador mave 10 supply thete detanrls?

Ho, he does nat; prosiding enougn explanation 15 Ziven to NRC to make
the nfor-ation vsstle 1n NRC safety work.

This Jeads to snother question. 11 this vendor recuests that inforaation
about the foreion experience not be publicly di<closed, will NRC honor
this request? Yes, 11 tho intermation 18 exonpt “rvom public disclosure
under U, 0. law, and the NRC determines that 1t 12 {1 the pub)ic interest
to protece it,

I have two examples of such information that could Le exenpt from public
disclosure under U, S5, Taw,

a) If the information is proprietery information, that 15, informetion
given in confidence, the disclosure of which would do substantial harm

10 the vendor's compatitive nesition, the documents conteining that infors
nation couie ve withheld under Exemption 4 of Freedom of Infermation Act.

b} 1€ therc s a clear statement from the invalved foreign government
that the 1nformation ran be afven to NRC only under condition tiat 1t
be nrotected from putlic disclosure, that infor-ation may be w thheld
under either Exemption 4 or Exemption 1 of Freegom of Information Act.
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REMARES BY
OFFICE OF INSPECTION AND ENFORCEMENT
TO PUBLIC REGIONAL M[&?lhﬁs ON 10 CFR PART 21
L

G, W. REINMUTH
JULY 12+26, 1977

The Inspection and Enforcement of Part 21

In the sast, when a new rule or requirement was written into our
regulations, we bave noted that those who must epply the rule to their
activit s will often have difficulty in translating the requirement in
the intended marner, Frequently the uter w111 react to one extreme or
the other, depenaing upon whether the company is the buyer or the seller,

hs an example, when the 10 CFR Part 50, Appendix B guality assurance
criteria were initially spplied, we felt licensees frequently responded
by asking more of their suppliers than was intended. On the uther hand,
when we inspected the Vicensee's own QA programs and those of his
principal contractors, we noted the tendency to require less of
themselves than was called for, | suppose this a normal reaction

and 18 the consequence of writing a good portion of our rules in the
form of criteria rather than in specificationstype requirements,

From the words that you nave heard this morning, you are by now aware

that Part 21 will probably alse present problems in application, It

was a4 difficult rule to write » parts of it include words such as
reasonably indicating, responsible officer, could creste a substantial
safety hazard, etc., Any time one has to apply these hinds of words to

o specific work action, reasonable men will differ in their understandings
of precisely what the words mean, The message 1'm trying to convey is
*hat Fart 21 1s a complex rule that must be read, studied, comprehended,
Judgrent applied and perhaps more than a reasonable effort put forth to
Tive with it in our everycay a“fairs,

wWith respect to the Office of I[nspectior and Enforcement's role in
intpesting Against the ryle, we d¢ not intend nctt1n? up a special new
pepectinn program 1dent (fied as the Part 21 Inspection Program,
Jgoe woon this rule as ancther requirenent which must be covered by our
current inspection programs, Those programs cover both reactor and
raterial licensees, and the inspection o/ reactor contracturs and vendors,
Zasically FPart 21 i3 a reporting requirement, thus our inspeccors will
not only be investigating and evaluatring those things that are reported,
hut will te looking for sityations or conditions which may not have been
reported Sut chould have been,
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Obviously, there are ot vedfie requirements in the ruie which can
and will require verificacivu + such things as:

Proper posting o' requirements.
Preparatison and imolementation of sdvinistrative procedures to
assure that Part 71 type events are appropristely identified,
evaluated and reported,
Inclusien of Part 2' requirements in procurement doCuments,
Yaintenance of records,

and others, These, of course are thy relatively easy 1tems to address.

With respect to our enforcement of Part 21 matters, acain we do not see
the need for modifying our present criterfa. Ffor those of you not
familiar with our practices, we define noncorpliance a¢ a faiiure to
comply with a regulatory requirement whether that requirement s a 10 CFR
regulation, a license condition or any other form of requirement,
loncompiiance 1tems are further categorized into three categories of
severity: violatiens, infractions, end deficiencies, with a violation
being the most severe category, By definition, Tailure to report
constitutes a viciation, Sanctions applied to noncompliance items are
agatn imposed according to severity threnslds, These same rules and
griteria will be appifed to activities falling within the scope ot

art 21,

You may note that the rule permits a six month delay in impiemen at’ »
07 the postine requirements, the preparstion of internal administrative
procedures and inclusion of Part 21 provisions in procurement documents.
This delay was intended to allow sufficient time for plarring and
Preparation, | must emphasi’e however, that after Janvary 6, 1978, my
office is obligated to enforce the rule as written, therefore our
inspectors will eapect to see these provisions in place after that date.

In my view, the real difficulty with Part 21 will be to decide what 1
Cr what isn't reportable under the rule. It ‘s impessible for any of

Us on this panel or you in the audience to anticipate all the conditions
cr situations which might be reportable « or even typica) ones. hone

uf the reportable events will be black or white cases « each will
required a substential application of sourd ongineering Judgment and
Evaluat'on = on your part and on ours, rOr gJidance, resctor ticensees
may wish to review their existing procadures currently applied to the
reporting of 10 CFR §0.86(e) type deficiencies, since the admimistrative
controls that are recessary o assyre satisfaction of those reguirements
might also be used to satisfy the Part 2. reautreronts. Keep in mind,
however, that Part 2) covers & much breader range of activity, unlike
50.55(e) which is limfted to holders of constructison permits only,
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For thuse companies not directly licented by the BNC, but nevertheless
subject 1o Fart 21, ray 1 suggest that you establish with your customers
and suppliers a cleer understanding of how you intend to administer :our
affairs in order to comply with the rule. [ven though compliisace wit
Part 21 may not Le & requirement of current 11-house contracts and may
not show up 1n new contracts Guring the next severa) months, since

this orovistion of the rule 16 not fully cffective unti) Janvary 6, 1979,
defined juppliers of nuclear products and services should be «ware that
they are st111 subject to the Part 21 requirerents, Further, the
responsibility for reporting cannut autoratically be celegated or assumed
1o be the sole respunsibility of the buyer,

Since the “ffice of Inspection and Enforcement i¢ the designated
receiving office for Part 21 reports, | would 1ike to point cut the key
detaile of the reporting requirements and the mechenics for doing so.
This information 16 shown in &ttachment A,

Also the names, titles, sddresses and phone numbers of our Meadquarters
and Regional Directors are provided for your convenience in Attachment K.
We hope that your need for them will be negligible,

In susmary, 1 would 1ike to re-emphasize that Part 21 represents a new
rule - broad in 1ts implications « but mandated by Congress, Therefore,
Tt 15 1n your interest to assure yourcelves that you are familiar with
ity difficult as it wight be, We, on the other hand, are obliged to
inspect for compliance and enforce its provisions,

R PR —— [ e————
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when and how
 ———— e ———

Bx whom

Deteil required

Attachment A

Part 21 Peporting Requirements

Nithin two days following receipt of information,
(Written or other)

Written report within five days.
Director, Office of Inspection and Enforcement

Regional Director, Office of Inspection and
Enforcement

Individual director, responsible officer or
authorizeo individual.

See Part 21, Paragraph 21.21(b)(3)
Other as requested by Commission Paragraph 21.21(c).



Attachment B

0ffice of Inspection and Enforcement

¥ailing Addresses end Phone humbers

Ernst Volgenau, Director
Office of Inspection and Enforcement
V. §. Nuclear Regulatory Commission
Washington, D, C. 20655

Boyce H, Grier, Director, Region |
Office of Inspection and Enforcement
U, &, Nuclear Regulatery Commission
631 Park Avenue

King of Pryussia, Pernsylvania 19406

James P, 0'Reflly, Director, Region 11
Office of Inspection and tnforcement

U, §, tveleer Pegulatory Commission

220 Peachtree Street, N. W., Sufte 1217
Atlants, Georgia 30303

James G. Keppler, Director, Region 111
Office of Inspection and Enforcement
U, $. Nuglear Regulatory Commission
789 Roosevelt Road

Glen Ellyn, 11)inois 60137

E. Morris Howard, Director, Region IV
Office of Inspection and Enforcement
U, 5. huclear Regulatory Cormission
€11 kyan Plaza Drive, Suite 1000

A Vington, Texas 76012

Robert M. Engelken, Director, Region V
0ffice of Inspection and Enforcement

U, S, Nuclear Hegulatory Commigsion
1990 N, California Boulevard, Suite 202
Walnut Creek, California Q4596

(301) 492-7397

(218) 337-1150

(404) 221-4503

(312) 858-2660

(817) 334-2841

(€15) 4B6-3141
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SSINS No,: 6R3S
IN 87-33

UINITED STATES
NUCLFAR REGULATORY COMMISSTON
OFFICE OF NUC'EAR RFACTOR REGULATION
WASHING ON, D.C. 20558

July 24, 1987

NRC INFOPMATION NOTICE NO, 87-23: APPLICABILITY OF 10 CFR PART 21
TO MONLICE, SEES

Addressees

A11 NRC Ticensees.,

Purpose

This notice 1s provided to inform addressees of a potential generic problem
concerning the applicability of 10 CFR Part ?1 to certain fabrication, erec-
tion, installation, modification, inspection, testing, and training services
provided to licensees. It s expected that recipients will review the infori-
tion for applicability to *heir facilities and consider actions, 1f appropri«
ate, to preclude similar problems, Mowever, suggestions contained fn this
information notice do not constitute NRC requirements; therefore, no specific
action or written response 1s reauired,

Description of Cf reumstances:

During recent NRC fnspections at the Byron Station, Units 1 and 2, 1t was noted
that the licensee, Commonwealth Edison Company (Ctéo\ had fatled to appropri-
ately apply the requirements of 10 CFR Part 21 to ons‘to contractors, ese
contractors provided fabricatfon, erection, installation, mod{fication, mainte-
nance, fnspection, and testino services for the Ryron facility, ODuring inter-
views with senfor CECo mano?om.nt the NRC was informed that CECo had made the
decision not to specify app 1cab1{1ty of the requirements of 10 CFR Part 21 for
any of their onsite contractors. During a separate NRC inspection, 1t was also
noted that lowa Electric Light and Power Company (TELP) had failed to appropri.-
ately apply the requirements of 10 CFR Part 21 to a local vendor that had
repaired/rewound Class 1E electrical equipment for the Duane Arnold Nuclear

Power facility. IE Information Notice 85-101, * Ticability of 10 CFR 21 to
Consulting Firms Providing Trafning," was previous y 1ssued on December 31, 1985,
to inform licersees and consultants of a potential generic problem conc.rning

the applicability of 10 CFR Part 21 to certain training activities provided by
consultants, The notice was fssued after an NRC vendor inspection of a company
which provided consulting services, including training, to the nuclear industry
disclosed that licensees had failed co appropriately apply the requirements of

17 CFR Part 21 to the consultant providing the tratning.

8367200145
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The Commission 1s taking this opportunitg‘to emphasize the responsibilities of
11censees under the requirements of 10 CFR Part 21, "Peporting of Defects and
Noncompliance.” 10 CFR Part 71 establishes g:ocoaur's and requirements for the
implementation of Section 206 of the Energy Reorganization Act of 16074, as
amended, Section 206 imposes r'port1ng responsibilities on directors and
responsible officers of firms censtructing, m!n,. operating or supplying

the components of any fact ity or activity wiich 15 1icensed or otherwise
regulated pursuant to the Atumic Energy Act of 1954, as amended, or the Erargy
Reorganization Act of 1974, as amended. The focus of Section 206 goes beyond
those entities icensed or regulated by the Commission to all entfties that
engage in the activitiet described in the regulation.

10 CFR 21.3(c) states that the terms “constructing” or "corstruction” include
the design, manufacture, fabrication, placement, erection, installation,
modification, inspection, or testing of a fnc11‘ty or activity that is subiect
to 10 CFR Part 21 and consulting services which are related to the facility or
sctivity that are important to safety, 10 CFR 21,3(1) states that the terms
“suppiying" or “supplies" means contractually re jonsible for a basic component
vsed or to be used in a facility or activity subject to 10 CFR Part 21.

10 CFR 21.3(a)(3) states that "in al) cases 'basic component' {rn:ludes design,
inspection, testing, or consulting services important to safety that are
associated with the component hardware, whether these services are performed

by the component supplier or others." Mence, onsite and offsite construction
services are subject to the provisions of 10 CFR Part 1 whenever these services
are assocfated with a basic compcnent as defined in 10 CFR 21.3/a)(1), A)though
10 CFP Part 21 obligations are applicable, whether or not the contractor has
been contractually oblioated to the provisions of 10 CFR Part 21, Yi{censee
procurement of such servicus should nevertholess specify the appf1c0b111ty

of 10 CFR Part 21 as stated in 10 CFR 21,31 unless such service:s fall under

the definition of “"commercial grade ftem" as defined in 10 CFR 2).37a)(4),

Any deviation discovered following the suitability for application review
performed to dedicate a commercial grade item for a cafety-related application
would be reouired to be evaluated by the dedicating or subseouent user organi-
zatiog and, 1f appropriate, reported pursuant to the requirements of 10 C?R

Part 21.

Further discussion and guidance on this matter is provided in NUREG-030?,
Revision 1, "Remarks Presented (Questions/Answers Discussed) at Public Regiona)
Meetings to discuss Regulations (10 CFR Part 21) for Peporting of Defects and
Noncompliance," publishea in October 1977.* This publication provides NRC staff
remarks on 10 CFR Part 2] as wel) as some legislative and lega) uiscussions

on 10 CFR Part 21 and its impact upon reactor, material, fuel cvcle, and

export licensees and related suppliers.

*NUREG-N302, Rev, 1, is availahle through the NRC/GPD Sales Program,
U.S. NRC, Washington, D,C, 20585, (202) 275-2060.
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NO specific action or written response is required by this information notice.
'f you have any questicns about this matter, please contact the Regional
Administrator of the appropriate regions] office or this office.

¢ 7//14/‘/ :.7 2 ,/s-fbw
Charles E, Rossi, Dirsctor ;

Dvision of Operationa) Events Assessment
Office of Nuclear Reactor Reguiation

Technical Contacts: Jaime Guillen, NRR
f301) 492.8933

Phillips, RIII
7905530

. Love, RII
790-5593

Attachment: List of Recently Issued NRC Information Notices




November 3,

The Honorable John B, Breaux, Chairman

- Subcl

ittee on Nuclear Regulation

C tee on Environment and Public Works
nited States Senate

Washington, D.C,

20510

Dear Mr, Chairman:

@/

4

198

y YDE
/
.l 70 '/F
ol -A(f/’
,/

Vg
Enclosed for your information are copies of proposed rulemaking to be

published for public comment in the Federal Register.

Also enc’osed 1s @

public announcement concerning the »uleraking.

The Commission is proposing to amend its regulations regarding the reporting

of safety defects in 10 CFR 21 and 10 CFR §

55(e)., The proposed revisions

are o vesult of Commission efforts to apply the experience gained ot Threz
Mile Islard and also to reflect Commission experience with existing

regulations,

savety defects in the construction snd operation of nuc

The proposed Amendmerts concentrate on regorting nf sforificant

ear power plants,

The revisions will eliminate duplicate reporting b; different entities within
the nuclear ndustry; establish consistency of reporting requirements, and clarify
the ~riteria for repaorting.

Enclosure:
As stated

cC:

Distribution:
Y.,

ROAB R/F
AEOD R/F
El.Jordan
CJHeltemes
TMNovak
VBenaroya

Senailor Alan K. Simpson

JRosenthal
GlLenik
KBlack
MWilliams
Wlones

*SEE PREVIOUS CONCURRENCE

;8/5/88

Sincerely,

Origine:

LN

Lol e
&, Belranee W,

Edward L. Jordan, Director
Office for Mnolysis and Evaluation
of Operaticnal Data

Ident

ical Letters Sent To:

Rep.
Rep.
Rep.
Rep.
Rep.
Rep.

Morris K. Udall

Manuel Luian, Jr.
Phitip Sharp

Carlos J. Moorhead
Mike Synar

William F. Clinger, Jr.

:8/5/88

'8/8/88
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