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FOREWORD
,

In enacting the Energy Reorganization Act of 1974, Congress included
Section 206 which requires the reporting of defects and noncompliances
directly to the Nuclear Regulatory Commission (NRC). This congressional
action recuired that the NRC promulgate rules and regulations, as neces-
sary, to assure appropriate implementation of Section 206. In response
to this mandate, the NRC drafted a new regulation. Following a period
of public comment and revision, the regulation identified as 10 CFR
Part 21. Reporting Defects and Noncompliance, was published in a Federal
Register Nctice on June 6,1977..

. To assist NRC licensees and.other firms and organizations covered
by the new Part 21 regulation, public regional meetings were conducted
by staff representttives to explain the rule. At these meetings the
staff presented prepared remarks and answered questions on the meaning
and application'of the rule. Staff remarks contained in the original
publication of this document were also provided to those in attendance.
At each meeting the staff received a request for the questions and
answers discussed by the staff to be made available for use as guidance
by the nuclear industry covered by the rule. It was announced that a
consolidation of the staff position question / answer guidance would be
made available to each organization or firs attending these meetings and
for others where a request is made in accordance with the directions

. printed inside the front cover of this document. The staff will be
guided in its impleserttation and enforcement of Part 21 by the positions
set forth in this document.

This revision of NUREG-0302 includes the following three parts
relating to 10 CFR Part 21: 1) remarks presented by staff representa-,

tives; 2) Federal Register Notice material; and 3) a consolidation of
questions and answers from the public regional meetings. -
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! | Remarks b'y Regional Directors
8

- Office Inspection and Enforcement
'

To Pubite Regional Meetings on 10 CFR Part 21
July 12 25, 1977.

Soyce H. Grier, Region I
Morman C. Moseley, Region II
James G. Kappler, Region III
E. Morris Howard, Region IV

'

Robert H. Engelken. Region V

Welcoming Keynote Address-

.

Good morning, ladies and gentlemen. Welcome to this meeting. I
appreciate the opportunity to meet with you here today in one of the
five Regional Workshop Sessions that the Nuclear Regulatory Cocaission,

is sponsoring to explain and discuss the provtsions of its new regulation,i

10 CFR Part 21, " Reports to the Commission Concerning Cefects and
Moncong11ance".

I'm sure that most of you are aware of the major provision of Part 21.
It has been the subject of considerable review, discussion, cercent,
revision and refinement since the proposed rule was first published in
the Federal Register in March 1975. It is no secret that it has been
one of the most controversial rules ever promulgated by the Cormission
and it has potartf ally significant implications for all members of the
nuclear coemaanity, from power plant operators, nuclear steam suppliers,
architect engineers and constmeters to consultants.and comoonent
vendors. I am certain that even the regulators will face a learning
period concerning some of the legal and technical nuances of this rule
as they become more involved in the enforc>ent of it in the cenths
ahead. I sincerely hope that our discussions today will help us all

*

develop a clear and common understanding of the objectives and reEire-
ments of this important new rule.

As the objective of Part 21 is to implement Section 2C6 of the Energy
Reorganization Act I believe stating the specific words of Section 206
will be helpful in establishing the background for the panel discussions
that will follow. Section 205, as enacted, reads as folicws:

"NONCCMPLIANCE

Sec. 206.(a) Any individual director, or responsible officer of a firm
| constructing, owning, operating, or supplying the ccmconents of any*

facility or activity which is Itcensed or otnerwise regulated pursuant+

{ to the Atomic Energy Act of 1954, as amended, or pursuant to this Act,
who obtains information reasonably indicating that such facility or
activity or basic components supplied to such facility or activity--
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(1) fatis to comply with the Atomic Energy Act of 1954, as
I amended, or any applicable rule, regulation, order, or license

of the Cornission relating to substantial safety hazards, or
i (2) contains a' defect which cculd create a substantial safety
; hazard, as defined by regulations which the Cosmission shall
! promulgate,

shall famediately notify the Cornission of such fa'11ure to comply, or
of such defect, unless such person has actual knowledge that the
Cesarission has been adequately informed of such defect or failure to
comply.. .

(b)* Any person who knowingly and consciously fails to provide the
notice required by subsection (a) of this section shall be subject to
a civil penalty in an amount equal to the amount provided by Section
234 of the Atomic Energy Act of 1954, as amended.

,

(c) The requirements of this section shall be prominent 1y' posted on
'

the premises of any factitty Itcensed or otherwise regulated pursuant
to the Atomic Energy Act of 1954, as amended.

(d) The Cosmission is authorized to conduct such reasonable inspections
and other enforcement activities as needed to insure compliance with the
provisions of this section."

In approving 10 CFR Part 21 as the means for implementing Section 206
of the Energy Reorganization Act of 1974, the Cornission is requiring

, directors and responsible officers of cert.:n firms and organizations
building, operating or owning NRC-Itcensed facilities, or conducting
MRC-licensed activities, to report any defects in components and
failures to comply with NRC requirements that could result in a
substantial safety hazard. Otractors and responsible officers say -
designate an employee to notify the NRC on their behalf but they may,

not be relieved of the responsibility for notification of the NRC.

The reporting requirement is intended to assure that the NRC receives
prompt nctification concerning defects or failures to cceply with NRC

,

'

requirements for facilities or activities licensed by the Cormission
which could present a substantial safety hazard. The purpose of this
reporting requirement is to further enhance our " defense 'in depth *
measures for assuring public health and safety and protection of the
environment.

( Now I'm sure that even from your reading of the rule and from this brief
discussion you have made some important observations. For instance, you
have no doubt noted that, unitke provisions of the Atomic Energy Act
which imoose ob11 cations on ifeensees, Section 2C6 imposes cbligations
on firms and organizations wno are involved in the nuclear industry as
well as on firms and organizations who are NRC licensees and, further,
imposes these coligations as a direct liability on certain individuals
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i+g f' in these firms and organizations. No doubt you are also pondering some of
; the other important issues and questions that were considered by the staff&

E and connented upon profusely by many of y7J during the years that this
;; rule has been in preparation. Questions, for example, like:
-

[ 1. What levels of individuals 13 an organization are required to notify
.

- the Consission on defects and noncompliance?
. E
' -- 2. Mcw is a defect defined?

-

r 3. How does the Consission define a ' basic component.' f.e., how far
- f down the tiers of suppliers should Part 21 he applied?

=
'

> 4 Now'should a supplier be advised of the applicability of Part 217 **

r
,

; 5. Should reporting individuals be required to identify all facilities
E or activities including exported facilities, at whicTi a defect or~

i

E failure to comply may exist?
, ,

i y Well, that's precisely why we are all here today - to discuss such
- questions. I hope that our workshop discussions today will provide-

'
r answers to most, if not all, of these questiens so that we can all'

approach the implementation of this important new rule with a conren
j understanding of what the law requires of us., .

:
1 Thank you for meeting here with us today. I hope that your visit hear
- will be both enjoyable and profitable.
*
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. REMARXS BY

| THE OFFICE OF THE EXECUTIVE LEGAL CIRECTCR
TO PUBLIC REGICNAL MEETINGS CM 10 CFR PART 21

BY
JA?iES K. ASSELSTINE

MARC R. STAENBERG
*

i

|
JULY 12-26, 1977

i The Legislative and Legal Aspects of'Part 21

The Regional Director, in his keynote address, explained the relationsh'ip.

of Section 206 of the Enerny Reorganization Act to the new Part 21 and.

the basic purpose of the rule. It is interesting to note that Section
! 206 was not part of the Act as'it was passed by the House of Representa=
i tives. This section was added by the Senate comittee. The purpose of
! the section as. explained by the Senate comittee in its report was:

to upgrade the system of detecting and anticipating
the defects that increasingly have plagued the nuclear*

i power industry and threatens its safety record en a
daily basis. The application of this provision to,

comoonent suppliers is intended to benefit electric
utilities in particular, which usually have no way
of knowing that a sealed, prefabricated part is

i defective. untti it triggers a shutdom costing tens of
j thousands of dollars a day in lost generating capacity.

| In addition, Section 206 as enacted by the Congress was made expressly
applicable to all facilities and activities which are licensed or
otherwise regulated pursuant to the Atomic Energy Act of 1954, as,

amended, and the Energy Reorganization Act of 1974, as amended.

Section 206 in its final fone'was a substitute added by the Joint House-

Senate conference comittee on the Energy Reorganization Act. Of interest
is tts fact that, as originally drafted, a failure to report could have
resulted in criminal prosecuticn. The criminal penalties were dropped
in the House senate conference in favor of civil penalties.

Section 206 is a broadly worded statute.by which Congress intended to
give the NRC responsibility to flesh out the bare bones of the statutory
language and to develop workable definitions of ter .s and a workable

l imolementation program. Part 21 is the result of the Ccmission's
! efforts in this regard and, of necessity, goes into considerable detail

in many areas where the statute aid n9t. But even as the final rule
was published on June 6,1977, the Comission recognized that future,

a experience and further information might warrant clarifying or other
; changes to the rule. It is thus not possible in these short remarks
| to anticipate and answer every circatstance which might arise.
I

I
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I Wf th this in mind, several things about Section 206 are particularly

worthwhile eghasizing. First, it imposes obitgations on individuals.
The languace of the section refers specifically to individual directors,

1

or responsible officers. and these terms are further defined in the
! Comission's Part 21. Thus, under Part 21. f t is indivf 6. aid who mayI be subject to civil penalties. Our Office of Standards Development<

representative will be providing examples of who these individuals are.
* ;

The statute is sfient on the questfor whether an individual director or
', responsible officer who has been compelled to pay a civil penalty may be

reimbursed by his employer. Unlike the proposed rule, the effective*

Part 21 does not address the retzbursement question. The explanation9

which accompanied publication of the rules in the Federal Register!

Indicates that the matter of reimbursen.ent would be governed by State
.

'

law. Second, the section clearly applies to persons not Itcensed ori ;

previously directly regulated by the Nuclear Regulatory Comission.
I Section 206 specifically mentiens suppliers of components. Thi rd,

Section 2061s not unique. Other statutes impose sanctions for failure,

j to report defects or hazards; for example, the. Federal Boat safety Act
of 1971, the Constaner Product Safety Act and the National Traffic and,

Motor Vehicle Safety Act.
|| ,

! Part 21 becomes effective and binding insofar as the obligation to
'

provide the required notification is concerned on August 10,1977.
1 1 Should any of you have the misfortune to be cited for a civil penalty
i under Part 21, the opportunities available to you to argue for different

| language in the Part in the enforcement proceeding against you will
j likely be very limited. Thus, if you have questions, it is better to'

| raise them now rather than later. While the rule goes into effect
| :, " shortly, you have a right under federal law to petition the Nuclear

Regulatory Comission to amenf the rule. The rule also provides that an
,

1 exagtion may be granted by the Comission upon application of an inter-,

! 1 -

ested person when the Comission determines that such exemption is.
'

[* authortred by law and will not endanger Itfe or property or the comonI

defense and security and is otherwise in the public interest. A persen
} may also seek &n interpretation from the General Counsel of a particular
at section or matter covered by the rule thereby indicating areas ofC concern to him. These avenues wouldn't relieve you of the cbligation to
[* cog 1/ with the Part before the petition or request was acted ucon, but

,

k, they would be the proper way to get your concerns before the Nuclear
| Regulatory Comission.
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REMARKS BY' .

i THE OFFICE OF STANCARCS CEVELCPMENT,

| : TO PUBLIC REGIONAL MEETINGS CN 10 CFR PART 21
i BY

'

j ! W. E. CAMPBELL, JRI

JULY 12-25, 1977

!

! Deveicoment of the Part 21 Regulations

! .

My objective is to provide infomatiou concerning the Part 21 rule making
and related amendments to other Parts of Title 10. These amendments con-' cern some exemptions that will be discussed by the reoresentative of the.

Office of Nuclear Material Safety and Safeguards. It may be helpful if,

; you have available your ccpy of the Federal Register notice concerning'

this effective rule making because I and other speakers will be making'

. some references ,to various sections. The Federal Register notice has
i two parts. One is the " Statement of Considerations" or Preamble. For
i Federal Register notice 42FR28891 this is all the material en the first
j three pages dcwn to "Part 2 - Rules of Practica". It is simil'ar to the

" legislative history" and does not have the force of law or regulation.e
' The remaining portions of the notice will be incorporated into the Code

of Federal Regulations.

| As a result of the enactment of the Energy Reorganizatien Act of 1974,
the Nuclear Regulatory Comission was required to prcmulgate new regu-,

1ations to implement Section 206. It was decided to prepare ene new<

1 Part to cover all aspects of the regulations required under Section 205
instead of preparing a separate Part for each type of Ifeense that we
issues for example, a Part 30 License or a Part 40 License cr a Part 50

: License. The rule making required under Section 2C6 of the Energy
Reorganization Act could have been accomplished by making ippropriatea

il changes to the present Parts 30, 40, 50 etc., but it was felt that a
i better way' to do it would be to have one new Part. The pr posed ruleo

- 5 was published en March 3,1975. We received a large number of cor.t.ents
: on the proposed rule. My first illustration indicates the source of

} the cements on this pro;;csed rule.
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i, PROPOSED PART 21
COMMENT SOURCE

*

1 JAN 197a
| %

f UTIUTY 35
g NUCLEAR STEAM
,

SUPPUER SYSTEM 4
'

IN0lvlOUALS 4
LAW PIRMS 4.

EOucATIONAL - 3
ARCHITECT /

.
ENGINEER to

CONSTRUCTOR lo
suPPUER 16

sCCETY/
ass 00ATION 5.

CONSULTANTS 4

GOVERNMENTAL. 4

TOTALCCMMENTS 134

Of these coments.114 were received prior to the expiration of the
extended cranent period. When the cement period closed the review and
resolution of these cessents connanced. This review and resslution
included consideration of both the coments that were en time and those
that were late. To proceed to an effective rule a number of courses
were available.

1) Enter into a rule making hearing.
.2) Revise the rule taking into account the coments received and

publish the rule again as a preposed rule for coment.
_3) Revise the rule taking into account the coments received and

publish as an effective rule. -
.

Because the significant issues regarding the proposed rule were
adequately discussed in the many coments received a hearing was not
deemed necessary. For the same reason it was not censidered appro.
priate to publish the rule for courient again. The staff proceeded.
with Comissien approval, to draft an effective regulation. As yout

I are aware the rule has been noticed on June 6.1977. On July 7 and
| 18 correction notices were published. On July 7 a notice was pub-

11shed which delayed the effectivity of seme portiens.,
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I In attancting to achieve an effective rule that was respo9sive to
} 3ection 2C6 of the Energy Reorganization Act a number of uajor and

minor issues wert addressed. One of these issues was:
4

"What level of individuals in an organization should be required
to notify the Consission of defects and nonccepliance!"

The notice of proposed rule making requested specific conr.ents in this
| regard. This illustration shows a " typical utility organization (see

nextpage). It is indicative of the organization of most Itcensees ina

that there are numerous tiers and numerous titles but in very few
I organizations would the titles in one organization relate to the func.
| tional descriptions in other organizations where the same title was.

used.
s .

. As used in Part 21, " director" was defined as an individual appointed
'i or elected accarding to law who is authorized to manage and direct the

affairs of a corporation, partnership or other entity. In the case of
! an individual proprietorship, that individual is the director. Respon.-

sible officar was defined to mean the president, vice president or other,

! fndividuals in the organization of a corporation, partnership or other
entity who is vested with executive authority over activities subject to'

Part 21. Activities such as design, construction, operation are included.
An officer, for example the Vice-President in Charge of Comnunity Affairs
may not be a responsible officer in regard to Part 21. An individual
subject to this part may desis.14te another ind'vidual to provide notifi-
cation to NRC for him but the individual subject to Part 21 will remain
responsible for compliance with Part 21.

'

Another issue was: -

t
'

'How should a defect be defined?" *

The D ergy Reporganizatien Act uses the phrase "dafect which could create
a substantial safety hazard." It is necessary that important substantial-

e

i defects be differentiated frcm the inconsequential defects. We have
attenstad to do this in the Part 21 definitions. Ceviatien and defect

a are interrelated. For example, a procurred item is required to meet
i certain requirements. If the item does not meet its prescribed require-
; ments a deviation exists. Sane deviations can craata a substantial
| safety hazard and others can not. The deviations that exists at time

of delivery or becane kncwn after delivery must be evaluated to deter-
J mine ability to create a " substantial safety hazard". If the deviation
' could create a substantial safety hazard then a defect exists. These
| relationships will be discussed more fully as the remarks are presented.
.
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| Part 21 has provided four definitions of defect as follows: first, a
defect is a deviation in a basic component delivered to a purchaser.

'

where on the basis of an evaluation the deviation could create a sub-
stantial safety hazard (This defintion is primarily directed at the
offsite supplier) or second a defect means the installation, use or
operation of a basic conponent containing a defect as defined above.
(This cefinition is primaril
of the compcnent or service)y directed at the recipient, that is user, i

or third, a defect is a deviation in a '

portion of a facility subject to the construction permit or manufac-
turing licensing requirements of Part 50 provided the deviation could, i

on the basis of an evaluation, create a substantial safety hazard and !the portion of the facility containing the deviation has been offered 1

i ta the purchaser for acceptance (This definition is primarily directed. ,

|| at the on-site supplier) or fourth, a defect is a condition or circum-
stance involving a basic ccmponent that could centribute to the exceeding'

of a safety limit, as defined in the tuhnical specifications of a
,i license for operatien issued pursuar.t to Part 50 (This definition is
[ primarily directed at a specific class of licensees).

I It should be noted that the definitions applicable to suppliers are
I pertinent only upon delivery of fabricated component. Deviations that
! Jre identified by a supplier wheft the product is within his control,.

by definition are not a defect unless they remain uncorrected uponi

|| dalivery of the defective cceponent or service.
'

. -

. I I The Procurement Doc: cent is defined in Part 21 as "A contract that
] defines the requirements which facilities er basic components must|

'

s meet in order to be considered acceptable by the purchaser." .

j
The definition includes both an inter-crganizational and an intra-

l, organizational document tha*. defines the technical requirements. This

|' d curement action cones under Part 21. To a responsible pressure vessel
document is*the vehicle by which a supolter is informed that the pro-

1 supplier it should be obvious his product has significant safety 'impor-
| tance and thus is within the scope of the regulation. To a supplier of-

j ! nuts and bolts, hcwever, the safety significance is not clear; thus the
applicability of Part 21 may not be kncwn without the precurement5 .

document notification.( l ,

w Section 206 of the Energy Recrganization Act used the term " basic
component." -

'

Another issue was:j

"How shculd the Cannission define a " basic component"; for
j example, hew far dcwn the tiers of suppliers should Part 21

be applicable?"

>
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Since specific guidance in relatiocIhip to safety significant itec:s in
the reactor field exists, that is, Regulatory Guide 1.29, it was decided
to take advantage of it in defining basic component.

i

'
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This illustration shows the numerous items, organization, activities and
products that are used in the design and censtruction of a nuclear pcwer
reactor. It is realized that all organizations, activities and prceucts
are not such that they "could create a substantial safety hazard."
" Basic component" as applied to nuclear power reactors means a plant

structure, system, ccmponent of part thereof necessary(2) the capabilityto assure (1)integrity of the reactor coolant pressure beundary or
.

,

to shut down the reactor and maintain it in a safe shut down conditicnor (3) the capability to prevent or mitigata the censequences of acci-
dents which could result in potential offsita exposures ccmparable to
those referred to in Section 100.11 of Title 10. When applied to other
regulated activities it means a ecmponent structure, system er part
thereof that is directly erceured by the Itcensee of the factitty or
activity subject Part 21 ano in Unich a defect or failure to cou: ply
could create a substantial safety hazard. The services of design,
inspection, test or censultion associated with a basic ccmpenent are
within the scope of Part 21. These definiticns will be discussed
further by representatives of other offices.
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. | | : Another issue was:
'

h|
3 "How should substantial safety hazard be defined."

Substantial safety hazard means the loss of a safety function to the
! j extent that there is a major reduction in the degree of protection

! {I determination of substantial safety hazard are given in the statement
provided to public health and safety. Applicable criteria for the6

! of considerations. These include a) moderate exposure to, or release of.
g licensed material b) major degradation of essential safety-related

equipment and c) major deficiencies involving design, construction.'| inspection, test or use. These will be discussed more by the repre-*

santatives of the Office of Nuclear Reactor Reg 114 tion and Nuclear
Material Safety and Safeguards.

Another issue was:

"What types of business that are not Ifeensed or otherwise
regulated are within the scope of Part 217"

The legislation is explicit in regard to cwning, constructing, operating
and supplying the compcnents. Due to t.'.e diverse nature of this industry',

there are many " build to print" contracts and many " design and build."
" design only" or " consult only" contracts. The entire supply chain
involved in the production of a basic coccenent for a power reactor
that could create a substantial safety hazard, because of a defect in
the component, is within the scope of Part 21. The safety-related opera-
tions of constructing. owning, cperating and supplying components each
have within then safety-related activities that is, censultating,
desip,eration" have been defined so as to include these safety-related

inspection and test. The deffattion of " basic ccznpenent"
and op,

I activities. This aspect of the proposed rule was the subject of numerous
I consnents. -

''

The relationship of one person subject to Part 21 to anctiher frem a
different organizaticn. who was also subject to Part 21 received
many comments. Also the relationship of individuals not subject to
this part was also the source of many ccerents.

Another issue was:,

"Should an officer or director of a organizaticn responsible for
procuring or producing a ccmpenent be required to make a Part 21
notification to the Cennissicn cencerning either a defect or non-
compliance not within responsibility of his organizatien?"
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} If an individual or individuals subject to Part 21 becomes aware of a

defect that is not within the responsibility of his organization he
is not required by Part 21 to submit a notification. In such cases.,

' the individual that gains the knowledge of a defect in an item outsida
his organizatter.'s area of responsibility wuld be encouraged to report
but would not be subject to a civil penalty if he did not report it.,

An individual, such as enployee, who is not subject to the Part 21 is
not required to make a Part 21 notification when he gains infor::iation
concerning a defect or noncompliance and therefore is not subject to
civil penalties. It is anticipated that the organizations within the
scope of Part 21 will establish, if they have not already done so, a

-

management concept such that the individual will feel free to identify
his safety-related concerns in house.

You will note that Section 21.2 states:

"I 21.2 Nothing in these regulations should be deemed to preclude
an individual not subject to the regulations in this part from
reporting to the Comission a known or suspected defect or failure
to comply and, as authorized by law, the identity of anyone so
reporting will be withheld frca disclosure."

* This policy is in Ifne with the long standing Comission policy for
securing safety-related information. The statement of considerations
includes the following:

"Moreover, a longstanding Comission policy encourages individuals
not subject to the Commission's regulations to report to the,

'

Comission a known or suspected defect or failure to comply; as
authorized by law, the identity of anyone so reporting will-be
withheld frca disclosure."

'

The time of notiffeation is another subject of concern. The sequence of*

events and timing subsequent to deviation identification, evaluation and
providing infomation to the respcasible officer or director is shown on
this illustration.
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1 The rule presently is silent in regard to the time from when identification

. - h of a deviation occurs to the time of notification to the Nuclear Regulatory
4 Consission. At present we consider this time period to be unquantifiable'

1
|

for all facets of the activities regulated by NRC. The times identified
I are those after the responsible officer or director receives the infor-'

| mation of the evaluation. In the event that the time between idtntifi-
cation of the deviation and notification is provided to NRC mr.st be=

! quantified then it will be the subject of future regulatory action.
I Part 21 is not the "last word' in the prevention of safety hazards. Itr

[ will not cure the problem of an inadequate procurement document, or an,

I
e inspector who doesn't , inspect cr faulty design. This rule is only one
e of a number of the reporting and notification tec1s presently utilizedi

-

| by the Nuclear Regulatory Cornissicn to insure that we have the
.r necessary safety-related information.
Il
d I would like at this time to call to your attention the stated Comission

intentions regarding Part 21 as indicated in the statement of considera-
ticas and as discussed by the representative of the Office of the Executive
Legal Director.
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"The Ccomission intends to examine closely the implementation ofi

Part 21 with the view to making any clarifying or other changesi
that may be warranted in the light of expericence. In particular,
of a detailed re J1ation at this time that would provide a preciseinsufficient experience has been accumulated to permit the writing1

correlation of ail factors partient to the question of what is a!

significa1t safety hazard. Part 21 is intended in this reaard asi
an initial effort to identify a nucter of the factors invoIved with; the question of significant safety hazard."
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REMARKS BY
THE OFFICE OF NUCLEAR REACTOR REGULATICN

.

TO PUBLIC REGIONAL MEETINGS CN 10 CFR PART 21
BY'

WILLIAM T. RUSSELL

i JULY 12-26,1977

*
.

HOW PART 21 IMPACTS
REACTOR LICEN5 ms. LICENSEE 5 AND SUPPLIERS

*
- My name is William Russell and I as a Pmject Manager in the Office of
1- Nuclear Reactor Regulation's Divisien of Operating Reactors. My objec-

.

tive is to provide sane insight as to the scope of reactor activities
' ' to which Part 21 applies, the general criteria that we will be using in

our evaluation of reported Part 21 items and how we will factor this
information into the reactor licensing process. I will also discuss

~ the impact of this new rule on reactor ifcensees, vendors, contractors
and, consultants.

Ll Background

The Energy Reorganiza' tion Act of 1974, which established the Nuclear
Regulatory Cornission, provided a specific review function to include

l " monitoring, testing and reconsnending upgrading of systems designed to
prevent substantial health or safety hazards." In partial fulfillment
of this NRC reviews operating experience, including reports from NRC
inspectors, reactor licensees and vendors. We also review infomation
obtained from NRC research and from foreign exchange agreements. As
new technical information and operating experience become available
the Office of Nuclear Reactor Regulation determines whether such
information could significantly alter previously determined levels of

r .

' ' reactor safety. Ynen we conclude that the level of safety has been or
may be degraded, timely licensing action is taken. The action taken

, varies based upon the potential hazard to the public health and safety.(
,

These actions can range from an order to shut down a reactor to a request
that affected licensees determine the effect of the new technical
information or operating experience upcn their facilities. Through
this process of identifying and resolving technical issues and applying
this infomatien to cperating reactors, a data base of experience is
evolving that is having a positive impact on new plant designs.
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j Typical Part 21 Recort Scenario

I The rerorting of defects and noncompliance pursuant to 10 CFR Part 21
1

1

will.be incorporated inte the reactor licensing process in a similar'

manner. ' A typical scenario for a safety-re!ated defect reported by a
basic component supplier for a power reactor facility may start with; j

the discovery that a basic component already furnished by that supplieri i
deviates fras the procurement document specifications. The supplier
would evaluate the deviation or would report the deviation to the pur-
chaser to allow the purchaser to determine if a substantial safety hazard
is involved. It is expected that in most instances the supplier's evalua-
tion wouid require discussion with the purchaser. If, based upcn this
evaluation, it is concluded that the deviation could create a substantial

,

safety hazard then the deviation must be repcrted as a defect to the NRC.
Before describing how the hRC evaluates and uses Part 21 reports, I will
discuss a substantial safety hazard.

'

The general criteria which we will use in evaluating a substantial safety . '

hazard are identified in the statement of consideration which was publishedwith the new rule. These criteria include: moderate exposure to, or 8

release of, ifcensed materials major degradation of essential safety-
related equipment; and major deficiencies in design, construction,
inspection, test or operation. For a power reactor, Regulatory Guide
1.29, identifies .the essential safety-related equipment which must remain
functional during the Safe Shutdown Earthquake. These safety-related
equipments are necessary to ensure (1) the integrity of the reactor
coolant pressure boundary, (2) the capability to shutdown the reactor
and maintain it in a safe shutdown condition and (3) the capability to
prevent or mitigate the consequences of accidents which could result in
potential offsite exposure comparable to the guideline exposure of 10 CTR

-

Part 100. Under the new rule these essential safety-related equipments
are defined as " basic components." Major degradation of such basic com-
ponents, or a condition or circumstance involving a basic component
that could contribute to exceeding a safety limit is considered a sub-.

stantial safety hazard. In the case of a redundant basic component, a
condition, circumstance or deviation Aich could cause a failure of that
component must be evaluated to determine if there maybe a loss of safety
function for the affected basic component or a major reduction in the
degree of protection provided to public health and safety. Therefore, a
defect in a basic component, even though a redundant component oosts,could be reportable under Part 21.

1

l The Office of Inspection and Enforcement will perfom the initial
I evaluation of the safety significance of the reported defect or non.
| compliance and will evaluate the action being taken by the supplier

l
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] ! and licensee. IAE also determines whether an unreviewed safety issue
; i may exist if a licensing action is required or if inspection or enforce-
j : ment action is necessary. If a licensing action or unreviewed safety
1

2 issue is involved, the Office of Nuclear Reactor Regulation (NRR) would
| 1 be advised and would assume lead responsibility for further NRC action.
- 9 Within NRR. the Division of Operating Reactors has the responsibility to
{ collect and evaluate experience with operating reactors to assure that
; ., apprcpriate and timely corrective action is taken and to feed back

T information to other NRR divisions conducting evaluations of proposed
a reactor facilities. The reported defect is also evaluated to determine

if it is connon to several reactor facilities. Our review may require
e the affected reactor licensees to subnit additional information and

analysis. Interim licensing action may be taken to assure the public.
-

health and safety during our review. The interia licensing action could
-

be an order to shutdown, reduce power or other restrictions or condi-,

f tions on reactor operation pending final resolution of the problem. The
q final licensing action could require replacement of the defective com-'

a ponent or appropriate restrictions on reactor operation. The scenario I'

i have just described is an example of the feedback of reports of defects
z and noncanpliance into reactor ifcensing.

i
Imoact on Reactor t.feensees and suco11er Organizations

'E I would like to shift gears for a moment to discuss the impact of the
e new rule on reactor licensees and upon private industry involved in
s design, construction. test, inspection and consultation for nuclear ),

_ reactors. For several years we have been requiring permit holders to |

C report significant deficiencies and deviations discovered which could ),,

adversely affect the safety of future operation. This reporting is=

required as a condition of the facility construction permit under-

,

10CFR50.55(e). Sta11arly, the Technical Specifications issued as,

a part of every power reactor operating license require the reporting2

i of significant failures, malfunctions, degradation and deviations as'

- - Licensee Event Reports. Regulatory Guide 1.16 identifies the type of
! information to be reported in Licensee Event Reports. Therefore, for
: the power reactor licensee, the notification requirements of the new
. rule are different only in scope frca reporting requirements which are
'

-

already in place. Duplicate reporting under Part 21 is not required.
For example, a Licensee Event Report, which includes all appropriate

| information required for a Part 21 Notification, would satisfy the
requirement that the licensee's director or responsible officer has

_
actual knowledge that the Cennission hss been adequately inforr.ed and

- a separate Part 21 Notificaticn would not be required. Most research
and test reactor licensees ~are subject to similar reporting requirements
as conditions of their constructicn permits and their operating license
Technical Specifications. ~
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j The notification of defects and noncompliance which could create a

'

| substantial safety hazard is necessary to insure that potential reactor
safety hazards are prceptly fdentified, evaluated and resolved. 1

) It isfor this reason that the notification requirements of part 21 include
1

organizations supplying safety-related equipment and safety-related* services. Safety-related services include design, engineering, testingl

inspecting and consulting services which could, if they contained defects,
'

j creata a surstancial safety hazard.
related services and software are: Examples of these types of safety-

Nondestructive examination of safety-related welds,.

Design of safety-related pipe hangers and supports,
,

.

;

Seismic and geolcgic surveys for a reactor site,.

Specification of safety-related hardware characteristics,
, .

'

,

! Computer codes for reactor analysis,.

.

Emergency precedures, and.

.

Fire protection inspections by fire consultan'ts.

Organizations providing these types of safety-related services, as well
as licensees and firms that physically constnct facilitih or supply

,

basic components, must establish procedures to identify deviations from
.

,

technical requirements and must provide for evaluations to determine if| defects exist. These procedures must also assure that directors and
responsible officers are informed of the existance of defects in deliv-

,

ered products.
For some organizations the implementation of.new intamal

procedures for evaluation of deviations will not be required to accermodatePart 21.t
Campany procedures for the evaluation of deviaticas which were'

previously perfomed as part of good engineering and management-practice. may be sufficient.
Records in connection with design manufacture,

fabrication, placement, erection, test and inspection of basic ccm-
ponents and facilities, sufficient to insure compliance with the new
rule shall be maintained. The records required to be kept under the
quality assurance programs specified under 10 CFR Part 50 Appendix B
should satisfy the record keeping requirements of the new rule.

Tie-in With Safemiards Rule

Before I conclude I would Itke to address one additional item.When
| Part 21 was published in the Federal Register, the statement of consid-
l erations addressed fattures to comply or defects in a security system.

|
|
t

-

, .m *h

I

.

4

h



y -

.

i j = .,

| |
'

i ; -

1 |
1

_~-
-

..

I -5-.

, s
'

i ,

i I
;

p The NRC recently adopted a new regulation which identified additional.
i i requirements for the physical secarity of nuclear power reactors. The
! ! primary safeguards concern for nuclear power reactors is for potential
j acts of sabotage or terrorism. Such acts are of concern because they
- could lead to the release of significant amounts of radioactive material
} l which could endanger the public health and safety. Therefore, failures

' to comply or defects in a security system can contribute to the creation
: of a substantial safety hazard and are within the scope of Part 21. For

example, a defect or nonccepliance which allows or could allow an un-
authorized individual to gain access to a vital area of a nuclear power
plant without being detected by means other than visual surveillance,
including remote visual-electronic surveillance, is considered to be a

I substantiaT safety hazard and is therefore reportable under Part 21.
.

Conclusion

In conclusion..I have outlined the basic s:ethed by which operating,

i experience including reports of defects and ncncompliance are reviewed
and as appropriate fed back into the licensing process. I have also
discussed the impact of the notifications and record keeping require-

; ments of the new rule upon both reactor ifcensees and others in the

!' nuclear reactor industry. The process of identifying deviations. con -
ducting evaluations and notifying the MRC of substantial safety hazards
will require additional effort and some additional costs. Mcwever, the

.I,l
long term benefit of being able to anticipato potential safety problems

l is substantial.
i
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I .I REMARKS BY
F THE OFFICE OF NUCLEAR MATERIAL SAFETY AND SAFEGUARDS

1
P TO PUBLIC REGICNAL MEETING ON 10 CFR PART 21-

I
! BY

j W. A. NIXCM

| J. E. ROTHFLEISCH

| !, JULY 12-25,1977
.

I N
I The Imoact of Part 21 on Material' j and Fuel Cycle Licensees and Sucoliers

! .

t As a staff member of the Office of Nuclear Material Safety and'$afeguards,-

q I am. going to describe, briefly, how the new regulation, Part 21, applies
h to material and fuel cycle licensees.
p',

i When the proposed version cf Part 21 was first published, I believe many
| people thought it applied only to nuclear reactors. In fact, Part 21

a ' applies, with a few exemptions I will describe later, to:,

' 1) all byproduct material licenses issued under Parts 30
1 through 36
al 2 source material licenses issued under Part 40
5 3 special nuclear material Itcenses covered by Part 70

i

1 4 the packaging of radicactive material for transport, Part 71 and
| 5 fuel cycle facilities licensed under Part 50.
p .

' In earlier talks this morning, the history and legal aspects of Part 21
were discussed and the application of Part 21 to nuclear power reactors

I described. Rather than repeat infornation already presented on the

|'
general content and applicability'of the rule, I will concentrate on the
specific aspects of the rule that are important for determining how the

| rule is applied to material and fuel cycle licensees. The definition of
basic component as it applies to material and fuel cycle licensees is,, j extremely important. Basic c::sponent, for these licenseef, is defined

I; in paragraph 21.3 as "a component, structure, system or part thereof
n that is directly procured by the licensee of a facility or activity
)i subject to the regulations in this part and in which a defect or failure
- 6 to comply with any applicable regulation in this chapter, order or
I license issued by the Camission could create a substantial safety
* hazard." This definition limits the susplier organizations subject to
I Part 21 to those that directly supply the Itcensee. Let me repeat this,,

i responsibility for complying with Part 21 does not, in the case of
l
,|

organizations sucplying material and fuel cycle licensees, extend past
; the first tier of suppliers. The term basic component does include

design, inspection, testing or consulting services important to safetyi
! i that are associated with compenent hardware, and organizations sucolying
g 'such services directly to the Itcensee would be sucject to Part 21.
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I Other aspects of the new rule apply to material and fuel cycle licensees
| and first tier suppliers just as they do to power reactor ifcensees and
' suppliers. Of particular importance are the requirements for posting,
j notification, procurement documents and inspection and records. We -

believe that most evaluations of deviatio1s and reports to tae Com-4

! mission of defects will be made by licensees, because many suppliers
would not have all of the information needed to evaluate the significance
of a deviation. As indicated in the Statement of Considerations, appro-
priate criteria for determination of the existance of a substantial
safety hazard include:

Moderate exposure to, or release of, ifcensed material.

* Major degradation of essential safety related equipment or '

' Major deficiencies involving design, construction, inspection.
. test, or use of, licensed materials or fac111ttes. '

i

To the extent that failures to ecmply or defects in a security system
could contribute to a substantial safety hazard, such failures and i

defects could be within the scope of Part 21. Components of security !systems that do not meet perfomance standards or which fail could
,

present the potential for safety hazards. When such anomalies are
noted to exist they should be evaluated pursuant to Part 21.

,

I mentioned earlier that there were a few exemptions from Part 21. These
exemptions are for some uses of radioactive materials authorized by General
Licenses in 10 CFR Parts 31, 35, and 40. The exemptions in Part 31 apply
to small quantity uses in safety devices, gauges, ice detection equipment'

and clinical or laboratory testing. The exemption in Part 35 applies to'

medical use of specified quantities of byproduct material. Under Part 40,- '
,

users of small quantities of source material and the use of depleted
uranium in certain industrial products or devices are exempt. 'The
specific exemptions are identified in changes to the regulations
associated with the adoption of Part 21. '

.

That completes my femal presentation. We will be available this
afternoon to answer any questions you may have. Thank you.
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REMARKS'8Y

: THE OFFICE OF INTERNATICNAL PROGRAMS'
1

E TO PUBLIC REGIONAL MEETINGS ON 10 CFR PART 21 I

j | AT SAN FRANCISCO. CHICAGO AND PHILACELPHIA
BY f;

DR. J. D. LAFLEUR. JR. j
i JULY 19-26. 1977
|

Part 21 and its Effect on Excerters'

: -

IAs you know. Section 206 requires reporting of defects and non-ccmpif ance
. in "1teensed" facilities and activities.

'

The first version of the rule was quite worrisome to many exporters, who
seemed to be placed in the role of having to report to NRC on defects

i in certain foreign nuclear power plants. It is not the intent of NRC'
:

to assume the responsibility for the safety of nuclear energy overseas.
)'

i

nor do we intend to make U. S. vendors, who happen to know about safety
'

problems overseas, report them to us, if these problems do not sffect
safety in the United States.

\ |

Under international agreements we new receive a large amount of impcetant'

,,
I nuclear safety information, on facilities sistlar to US facilities, from
j foreign regulatory authorities. Exporters, who also happen to have the

safety responsibility for similar US plants, are, of course, involved in
the analysts and correction of any defects and non-compliances in the

,

,

affected US plants. Most of these foreign governments do not make early
I announcements of all safety problems that occur in their nuclear facilities.

| and they do not wish to have NRC make premature announcements of those
: foreign problems for them. We do not wish to lose these foreign sources
1

of important safety infomation, nor do we wish to antagoniza these~

friendly gcVernments. Nor do we wish to make US vendors the source of
|! information of foreign plants against the will of the foreign governrnents. ,

f involved. If such information is not necessary for domestic safety. The
new rule, and the Faderal Register notice announcing it, contain clariff-

|
a, cation in regard to the applicability of Part 21 to the Ifeensed activity
b of exporting. Persons who are only licensed to export nuclear facilities

9 or materials, and who do not otherwise construct or operate facilities or
activities or supply compcnents, are not subject to the new part..

Indivfduals subject to this part need report only defects or failures to
comply which could create a substantial safety hazard in facilities and
activities within the United States. In other words, they must. report=
on defects or failures to comply in the U. 5. facilities for wnich 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 frcm public disclosure if the notification falls within

|
a

| one of the exemptions of the Freedom of Infomatien Act, or if withholding'

is otherwise authorized by law,
,
a

|
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L.at's look at a specific example:
'

Suppose a U. 3. Vendor has a contract to do work in a foreign country
(or possibly is an exp:rter of a foreign plant). In the course of this

i overseas work, that vendor learns of a defect in a foreign plant that^

reflects a similar defect in a U. 5. domestic plant. Suppose, also,
that that vendor is a " responsible" party under 21. for the domestic
plant. This vendor reports to NRC the defect in the domestic reactor,
but does not provide certain details about the applicable foreign
experience because his overseas client or the foreign government has
not given him permission to disclose the infomation publicly.

First does the vendor have to supply these detafis?
,

No. he does not, providing enough explanation is given to NRC to make
the information usable in NRC safety work.

This leads 03 another question: If this vendor requests that infomation
about the foreign experience not be publicly disclosed, will NRC honor
this request? Yes. if the information is exempt from pubite disclosure
under U. S. law, and the NRC determines that it is in the public interest
to protect it.

!
I have two examples of such infomation that could be exempt frmi public
disclosure under the U. S. Freedom of Information Act:

a) If the information is proprietary infomation that is, infomation,

, .given in confidence. the discicsure of which would do substantial harm ,
,' to the vendor's competitive position. the documents containing that

information could be withheld under Exemption 4 of Freedom of Infqr-
mation Act.

[
b) If there is a clear statement from the involved foreign goverraent

'

that the information can be given to NRC only under condition that it
be protected from public disclosure. that infomation may be withheld
under either Exemption 4 or Exemption 1 of Freedom of Information Act.

.

.

.

.
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t 5 REMARKS BY
l; e OFFICE OF INSPECTION AND ENFORCEMENT

TO PUBLIC REGIONAL MEETINGS CN 10 CFR PART 21 ;- <-

}i BY
! G. W. REINMUTH'

r ! JULY 12-26, 1977
',m

[ |
-__

- . The Inspection and Enforcement of Part 21

".
~

*
.

*
s

$ ! In the past, when a new mle or requirement was written into our
-

' regulations, we have noted that those who must apply the rule to their
E activities will often have difficulty in translating the requirement in*

a the intended manner. Frequently the user will react to one extreme or
y the other, depending upon whether the ccmpany is the buyer or the seller.

k As an example, when the 10 CFR Part 50. Appendix 8 quality assurance
E cMteMa were initially applied, we felt licensees frequently reponded
E by asking more of their suppliers than was intanded. On the other hand.
F when we inspected the licensee's own QA programs and those of his

pMncipal contractors, we noted the tendency to require less of=
;

F themselves than was called for. I suppose this a. normal reaction
-

and is the- consequence of writing a good portion of our rules in the-

form of criteMa rather than in specification-type requirements.

F From the words that you have heard this morning you are by now aware
E that Part 21 will probably also present problems in application. It,

s was a difficult mle to write - parts of it include words such as
reasonably indicating, responsible officer, could create a substantial-

a specific work action.y time o'ne has to apply these kinds 'of words to
safety hazard..etc. An[ reasonable men will differ in their understandings

..

y of precisely what the words mean. The message I'm trying to convey is
- that Part 21 is a cwlex rule that must be read, studied., comprehended.
F judgment applied and pe-haps more than a reascnable effort put forth to.

K live with it in our everyday affairs. t

'=
[ With respect to tlie Office of Inspection and Enforcement's role in

". inscocting against tha rule, we do not intend setting up a special new
,,

f_' inspection progras identified as the Part 21 Inspection Program. WeI
J- look upon this rule as another requirement which must be covered by our

,

| {
~ current inspection programs. Those programs cover both reactor and

mateMal licensees, and the inspection of reactor contractors and vendors.[ :
Basically Part 21 is a reporting requirement, thus our inspectors will

,

j : not only be investigating and evaluating those things that are reported,
-

but will be looking for situations or conditions which may not have been
'

j : reported but should have been.
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Obviously, there are other specific requirements in the rule which can
j and will require verificaticn - such things as:

Proper posting of requirements.. .

Preparation and implementation of administrative procedures to g''
.

j assure that Part 21 type events are appropriately identified.
: evaluated and reported.
i

Inclusion of Part 21 requirements in procurement documents.
.

.'
Maintenance of records.

'

.

and others. These, of course are the relatively easy items to address.
-

With respect to our enforcement of Part 21 matters, again we do not see
the need for modifying our present criteria. For those of you not*

familiar with our practices, we define noncompliance as a failure to
comply with a regulatory requirement whether that requirement is a 10 CFR
regulation, a Itcense condition or any other for.n of requirement. g

Noncompliance items are further categorized into three categories of
-

,

severity: violations, infractions, and deficiencies, with a violation
being the most severe category. By definition. failure to report
constitutes a violation. Sanctions applied to noncompliance items are
again imposed according to severity threholds. These same rules and

,

criteria will be applied to activities fa111ng within the scope of |'Part 21.

You may note that the rule permits a six centh delay in implementation
of the posting requirements, the preparation of internal administrative ,

procedures and inclusion of Part 21 provisions in procurement documents.
.
'

This delay was intended to allow sufficient time for planning and
,

-

preparation. I must emphasize however, that after January 5.1978, my
office is ob1tgated to enforce the rule as written, therefore our
inspectors will expect to see these provisions in place after that date.

In my view the real difficulty witn Part 21 will be to decide what is
or what isn't reportable under the rule. .It is impossible irgy ggy gf |us on this panel or you in the audience to anticipate all the conditions.

or situations which might te reportable - or even typical ones. None
of the reportable events will be black or white cases - each will
required a substantial application of sound engineer 1rg judgment and,

i

evaluation - on your part and on ours. For guidance, reactor licensees
,

may wish to review their existing procedures currently applied to the|
reporting of 10 CFR 50.55(e) type deficiencies, since the administrative
controls that are necessary to assure satisfaction of those requirements
might also be used to satisfy the Part 21 requirements. Keep in mind,
however, that Part 21 covers a much brcader range of activity, unlike
50.55(e) which is limited to holders of constructiun permits only.
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For those companies not directly licensed uy the NRC, but nevertheless
subject to Part 21, may I suggest that you establish with your customers
and suppliers a clear understanding of how you intend to administer your
affairs in order to comply with the rule. Even though compliance with

i Part 21 may not be a requirement of current in-house contracts and may
not show up in new contracts during the next several months, since,

this provision of the rule is not fully effective until January 6,1978,
defined suppliers of nuclear products and services should be aware that
they are still subject to the Part 21 requirements. Further, the
responsibility for reporting cannot automatically be delegated or assumed
to be the sole responsibility of the buyer.

Since the Office of Inspection and Enforcement is the designated-

receiving office for Part 21 reports. I would like to point out the key
details of the reporting requirements and the mechanics for doing so.
This information is shown in Attachment A.

Also th'e names, titles, addresses and phone numbers of our Headquarters
and Regional Directors are provided for your convenience in Attachment B.
We hope that your need for them will be negligible.

In surustry, I would like 'to re-emphasize that Part 21 represents a new.
rule - broad in its implications - but mandated by Congress. Therefore.
it is in your interest to assure yourselves that you are familiar with*

it, difficult as it might be. We, on the other hand, are obliged to
inspect'for compliance and enforce its provisions.
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Attachment A

Part 21 Recorting Recuirements

When and how
i Within two days following receipt of information.

(Written 4r other)
t

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

Regional Otractor. Office of Inspection and
Enforcenent.

By whem
Individual director, responsible officer or
authorized individual.

Detail'reevired 'See Part 21. Paragraph 2121(b)(3).

Other as requested by Consission Paragraph 21.21(c).
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Attachment B

!.

Office of Insoection and Enforcement
|,

|
Mailing Addresses and Phone Numbers

Ernst Volgenau, Director (301) 492-7397
Office of Inspection and Enforcement
U. S. Nuclear Regulatory Comission
Washington, D. C. 20555

,

Boyce H. Grier, Director, Region I (215)337-1150
Office of Inspection and Enforcement .

U. S. Nuclear Regulatory Comission
631 Park Ave,nue'

King of Prussia, Pennsylvania 19406

Ja:nes P. O'Reilly, Director, Region II (404)221-4503
Office of Inspection and Enforcement
U. S. Nuclear R'egulatory Comission
230 Peachtree Strtet N. W., Suite 1217
Atlanta, Georgia 30303.

i
~ James G. Keppler, Director, Region III (312)853-2560

Office of Inspection' and Enforcement-

.U. S. Nuclear Regulatory Comission
799 Roosevelt Road
Glen Ellyn, Illinois 60137-

E.. Morris Howard, Director, Region IV (817) 334-2341
Office of Inspection and Enforcement -

,

U. 5. Itaclear Regulatory Comission
-611 Ryan Plaza Drive, Suite 1000.

Arlington, Texas 76012

Robert H. Engelken, Director, Region V (415) 486-3141'

Office of Inspection and Enforcement
U. S. Nuclear Regulatory Comission
1990 N. California Boulevard, Suite 202
Walnut Creek, California 94536
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Part II - Federal Recister Notice Material'
^ Relatino to 10 CFR Part 21

' With the original printing only the one available Federal
Register Notice was included in NUREG-0302. This revision contains
two additional Federal Register Notices which provide information;

; on a change in the effective date for providing the Commission with
notifications of a failure to comply, or a defect and editorial
re' visions to the 10 CFR Part 21 regulation.
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Part III - Consolidation of Questions / Answers
from Public Regional Meetincs

The answers to numerous questions contained in this part represent
the NRC staff's position on questions discussed at the public regional

I eestings. The staff has also attempted to include representative
answers for all presubmitted questions received by each Regional
Office prior to the day of the public meeting.i

.This material is structured so that the questions and answers-

! follow the sequence in which the Preamble and Part 21 regulations were
published in the Federal Register. For the convenience of the user,
further separation of the question / answer material has been acccmplished** '

by division of certain subsections.
t
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j QUESTICNS/AN5 VERS RELATING TO THE
PREAMBLE TO 10 CFR PART 21 |a

i
8

~

Questions / answers reisting to the Preambia published in the Federal
Register with 10 CFR Part 21 which have not been answered by similar

- questions asked on the Part 21 regulations are included below.
-1

-J 1. Section 206(a) was changed during the 1sgislative drafting from |

d: "... officer of a firs..." to ".., responsible officer of a firs."
y Which officers of a firm are not responstole? i

)
j Resconse: >

|
,

n
J " Responsible officer " as defined by the rule means the president,
y vice president or other individual in the organization of a
a corporation, partnership, or other entity who is vastad with
y executive authority over activities subject to this part.
:
i Therefore, officers with no executive authority over activities.

- subject to Part 21 are not required to provide notification. For
? example, an officer that is not a " responsible" officer would be

- the Vice President in Charge of Community Affairs. During the
+ 1egislative drafting of the Energy Reorganization Act o' 1974 the
t words director, officer, agent, employee and responsible officer

were used. During the Conference Committag proceedings the word"

" " employees" was struck and the word " responsible" added in frontj of " officer." '

.

) 2. Section 206(a) of the Energy Reorganization Act of 1974, as
~

' amended, imposes a reporting responsibility upon directors or'

responsible officers of firms " constructing, owning, operating,
7 or supplying the components of any facility or activity licensed
3 or otherwise regulated pursuant to this Act." By.what authority

does the Commission apply Part 21 to persons who provide only-4
*

- design, inspection, tasting or consulting services to firms which
construct, own or operate an NRC licensed facility or activity?

m
; Resoonse:

) Section 206 is a broadly worded statute by which the Congress
- intanded to give the NRC responsibility to flesh out the bare

- bones of the statutory language and to develop workable definitions
of terms and a workable implementation program. Part 21 defines

,
y the general terms " constructing," 'cparating," and " asic component *

,

d

b,
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which are used in the statuta to include design, inspection.
|testing and consulting services associated with construction, .

operation and basic ccaponents that are japortant to safety. |

3. What particular actions are required by a director, responsible,

officer or entity subject to Part 21 during the period of July 6, ;ISU and January 6,1978 since there are different datas in ivaripes portions of Part 21.

Reseense: f
8y 42 FR 34886 the July 6, 19 U date was changed to August 10, I*

19U. Between this date and January 6, 1978, entities subject to
Part 21 should be accomplishing actions so they will be in full

.

compliance by January 6, 1978. In the event that a director or
responsible officer after August 10,19U obtains information i

reasonably indicating a defect or failure to comply, such individual
is required to notify the Commission.

4. The Preamble states that Part 21 requires that organizations ;
establish procedures to perform evaluations or inform the purchaser
fn order that the purchaser evaluate the deviation or have it
evaluated. Do we have an option to establish procedures "or" !inform the purchaser? ;

* Response:
. ,

j It is the staff's view that the evaluation should be accomplished-
*

, at the lowest level where such capability to evaluate exists. '

5. The Preamble states that "The organizations subject to the regula-
tions in Part 21'may be many procurement tiers away from the
holder of a Ifeense to construct or operate a nuclear power
reactor." -.

a. Does this mean that the Ifeensee plus all tiers of suppliers
| would be roeponsible for and accountable to the Ccmmission

for any fines deemed necessary by the Commission?

b. If the answer is yes, will' the fine levied be duplicated to
all involved parties or will only the " responsible" individual
be held 11able for the fine?

i Resconse: -

i a. Yes. For power reactors, all tiers who have organizational
responsibility for the failure to comply or defect would be
subject to enforcement action.
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! I b. Any director or responsible officer subject to Part 21 who,*

*'
.J after obtaining information reasonably indicating failure to

3 5 3 comply or a defect, fails to notify the Commission is subject
' 5 to enforcement action.
1

" i 6. The Act states that the identity of anyone reporting will be

,

,-

I' withheld from disclosure, as authorized by law. Would not ther ,
E Sunshine law allow these names to be released to whoever requests?.

| k -

Response:m

k
I Not necessarily. The Act does not discuss nondtselosure. The*

[ regulation states in $21.2, that as authorized by law the identity
*

| of anyone not subject to the Act who provides notification will
i be withhelT7roa disclosure. Exemption 7 of the Freedos of

Information Act permits an agency to protect the identity ofe
h confidentf al sources in law enforcement investigations.
?

,

7. Do you plan to issue a Regulatory Guide on the subject of Part
u i 21.

! E

[ Reseense:'

t
- As indicated in the Preamble, additional guidance in the form of
I regulatory guides may be developed should experience with the
? appifcation of Part 21 indicate the need for such guidance.
E
' 8. How many occurrences do you' expect to happen each year in design,
H construction, and operation that would be reported under Part 217

-

-| Response:.

5 -

E The NRC expects that between 50 to 60 Part 21 notifications per
year will be investigated, followed-up and substantiated.

i 9. Has the Commission made any attempt to estimate the financial and
'

] schedular f apact of Part 21 on the nuclear program?

I Response:

5 Resource allocations for NRC implementation of Part 21 have been
j estimated. The compifance burden for the faplementation of Part
i 21 (record keeping and notification) has been considered. NRC
i has not estimated the compliance burden of meeting the overall
j requirements of Part 21; e.g., estabitshment of procedures.
- - -
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-10.- With regard to refabursement for civil genalties, the regulationsleave the resolution of this matter to applicable stata law."
Does this pertain to the state in which the organization involved
is registered, the state in which the defect occurred or the
stata in which the ifcansed facility is located?
Response:

i
i

The question of which state has jurisdiction regarding remuneration
of civil penalties is itself a question of stata law. Part 21
does not in any way make this deterstnation nor does it fapact |

upon the detaraination. In other words, whether an organf ration ,
*

any reiscurse one of its employees for civil penalty under Part
21 is a matter for the dotaraination by that organization and not *

by the Coastssfon.

11. The Preamble uses the words "oo the basis of an evaluation." Who
is responsible for the evaluation, and, if f t is the ifcensee or ,

isupp11er, could not the NRC disagree with the technical evaluation?
.

Response:
4

Whether or not he has information reasonably indicating a failure !
to comply or a defect is initially a matter of judgment'for the I

directors and responsible officers in question. Of course, any
judgment that there does not exist a reportable defect or failure ,
to comply is reviewable by NRC. Nevertheless, provided that the
NRC detenetnes that there is a reasonable basis for their judgment'
that a reportable defect or failure does not exist the responsible
officers and directors would not be subject to a civil penaltyj .

for knowingly and consciously failing to notify the Consission
even if their determination was later found to be incorrect.

12. The terms " moderate exposure," " major degradation" and " major,

deficiencies" provide little guidance in determining whether a
" substantial safety hazard" exists. Does " moderate exposure"
mean a fraction of 10 CFR Part 1001fsits? Does " major degradation"
mean loss of redundancy? Does " major deficiency" mean loss of
function or exceeding stress allowables?

Resconse:

"Moderata exposure" is discussed in the Consission's Policy
Statement for Abnormal Occurrence Reports and was pub 1f shed in
the Federal Register (42 FR 10950) on February 23, 1977. This
information is also included in Appendix A, " Report to Congress

| on Abnormal Occurrences, NUREG-0090." Exposure in excess of 25
i rem whole body and exposure to an individual in an unrestricted

area of 0.5 res are guidelines for determining " moderate exposure."
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| "Mejor degradation" is considered to be a loss of redundancy if,
| | in conjunction with a single failure, a required safety function'

i i could not be performed. 1
l'

I

" Major deficiency" seans a condition or circumstance which under. fi '

l normal operating conditions or anticipated transient could contribute
'

| J
I to exceeding a safety limit or cause an accident or in the eventi

f
of an accident due to other causes could, considering an independent
single failure, result in a loss of safety function necessary to

| sitigate the consequences of the accident.

13. The Preamble Section (5) contains a definition of substantial
safety hazard which includes: " Moderate exposure to, or release.

j of, licensed material." Is there an intarpretation of the word
" moderate" as used here that might be comparable to the provisions
of 10 CFR Part 207 '

[J
Response:-

}I Yes. Moderate exposare to, or release of, ifcensed material,'

1
reportable under the provisions of $20.403(a)(1) or [20.403(b)(2)

L or the exposure of any individual in an unrestricted area to a
j dose to the whole body in any period of one calendar year in

excess of 0.5 rea ($20.105) would constituta " substantial safety
hazards."

14. What does " Moderate exposure to, or release of, licensed material,"
i mean in milling application?
I

Response:

In milling applications, moderate exposure to, or release of,
.

Itcensed natarial, means:

Release of licensed materials which could prod [uce whole bodya.-

4 exposures to individuals in unrestricted areas approaching
-S or exceeding the permissible dose of 500 ares in one calendar *

year (10 CFR 20.105(a)) or;

-k b. Rslease of radioactive materials in concentrations which, if
averaged sver a paried of 24 hours, would exceed 500 times.y

~ -p the limits specified for such materials in Appendix B,
Table II, 10 CFR Part 20 (10 CFR 20.403(b))..g
Defects in scrubbers or dust collection systams used to
control releases free ore crushing and grinding operations
or yellowcake drying operations might lead to releases of

.

radioactive materials large enough to be considered substantial
- safety hazards.
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! I 15. Is the site security system to te deemed " safety related" in
| accordance with this regulation?
.

g Response:

{ As stated in ites (5) of the Preamble to Part 21, "To the extent
'

that failures te comply or defects in a security systes can
i

contribute to a substantial safety hazard, such failures and
defects are within the scope of Part 21."

In the case of a power reactor, the rationale is that an act of
sabotage or terrorisa could result in pctactf al offsita exposure.

comparable to that which could occur as a result of an accident.
An example of a defect or noncompliance in a security system is
one which could allow access of an unauthorized individual to a
vital area without being detected by the security system. Detection
of the unauthorized individual by random visual surveillance or
by reacta visual electronic surveillance does not provide a
continuous capability for initial detection and therefore is not-
considered to be a detection by the security system. The staff
view is that this represents a major reduction in the degree of
protection to public health and safety and is therefore a substantial
safety hazard and would require notification to the NRC.

i 16. What is the relationship between requirements for " security
I systems" as regards Part 21 and the taplementation schedule for

10 CFR Part 737
.

Response:.,
.

The Preamble published with the effective rule indicated thet
failures to comply or defects in security systass can contribute
to a substantial safety hazard. These deficiencies and noncomp1tance
must be evaluated pursuant to Part 21 to determine f f a notification-

to the Commission is required. The implementation schedule fori

; recently promulgated rules addressing physical security at nuclear
power plants does not affect the requirements of Part 21. Licensees
are required to comply with those portions of $73.55 which are,.

{ in effect, to comply with their approved security plans and to
evaluate deficiencies in their approved security systems. The
new safeguard regulation's relationship to Part 21 is no different
than the relationship of any other regulation to Part 21.

17. The Preamble discusses that the organization subject to Part 21
aust also maintain records. Are records maintained in accordancewith our internal procedures?

Response-

The procedures for saintenance of records would be in accordance
with the organization's internal precedures but aust comply with
$21.51.
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kI 18. How does Part 21 intaract with an approved Quality Assurance
!j Program which is the established mechanism to cont-1 defects and
I destations?

p Response:

, A quality assurance program, for example, in accordance with
*

Appendix 8 to Part 50, should be the mechanism whereby assurance. ,
; is provided that deviations and noncompliances do not occur and,
a where they do occur, they are detected and properly dispositioned.
' As stated in the Preamble to the effective Part 21, it is not
! anticipated that the records required by Part 21 to assure compliance-

f with this Part will necessitate any change in the documentation
! procedures of organizations that tre presently complying and

remain in compliance with 10 CFR Part 50, Appendix B, Qualityj! Assurance Criterja for Nuclear Power Plants and Fuel Reprocessing
3 Plants. Part 21 does contain some special requirements for

'{u records relating to evaluations and notifications required bye

j Part 21, which are in addition to the records required by Appendix 5.
I 19. The preamble stated in the July 7,1977 notice in the Federal
| Register (42 FR 34886) extending the date for feplementation of

certain provisions untti August 10, 1977 in order that "interia
i implementing procedures" are required to be in place by August 10,
i 1977. This appears to be a new requirement not mentioned in

Part 21, as promulgated. We are interested in a discussion of3 ,
a: the hr.C's basis for such interia precedures and the contemplated
3; scope of such procedures.

Response:
.

| -} * Some organizations that were within the scope of Part 21 saw the
5 i need to have in place "interie procedures" between July 6, 1977

| 4 and January 6,1978, and they requested that the July 6 date be
*

!

I
-Q , d612yed about 3 sonths. The Consission, by 42 FR 34886, delayed

the date to August 10, 1977, in order that those organizations
l

' ,

could "put interia implementing procedures in place." Part 21
does not require the adoption of implementing procedures until

w January 6, 1978.
*>
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I# QUESTIONS / ANSWER 5 REl.ATING TO 10 CFR PART 21.
. ,

g
-

$21.1 Purpose, ,j
w

I, b,

! ! The resulattene in t!ua slart estabush
I , preesdures and rwtu!remants fe. 'mele=.

meF~ tiaa of aest3ae 200 of the Energy
3 Be6 -===== Act of 1974. That sect 1aa|| 6 reelares any ladividual directer er rs=

|
*

asensable adRcer af a Srin constructing,
u 8 ewmans. emerasses er supplytag the ecen.

* '
I pensass et any facInty er acavity wtuch
| le 18 remand er esnerwtse regulated pur.
h , sumas to the Atmaus Energy Act of 1864.

| as or the Energy hearsanlan<,
, | Ben Act et,1374, wee obcatas taforma.lanu t r- nadacauns: <a) Tsat inn fa

esuty. aattvity er heale gemesnant sue-
'

I e =
| pued te stacS faCluty er acEvity falla le

f
i . emmely wtta the.sAtomus Energy Act af,

1364, as a.m-nda er any agence him th

|
| re.su.ls.saan, arcer, er tice.n.se of the.Caan.

.

mos - is s innuai afsty, .

# i * haanres er (as taat the factury. act2vtty.
|

| ar tasas seassement susDUed to such fa.
esuty or estivity contams defects stuca

I

esuld crumse & esastanual safety Itazarti.
to tensenately neury the cammer- et, .

i suma fagure to camely er euca aatset.

|
g umaeus he has actual knowleese that

| | the Caummuasion has been adequately ta=
1 p fe met of such defect er fagure to

.

,
I d annety. -

'
f!

d'
.

3,,
.

: -

|
.

'

| | ; 1. In section 21.1(a), what is meant by " activity"? ,,

| Reseense:,

!g The term " activity" used in 21.1(a) means any activity, except
8 those specifically exempted, which is licensed or otherwise.

regulated pursuant to the Atomic Energy Act of 1954, as amended,
I or the Energy Reorganization Act of 1974, as amended. For,

!

!
example, these include activities regulated under 10 CFR Part 50,.

other licensed activities such as medical radiatico edeancy,,

i industrial radiography and activities specifically included by
| ', the 521.3(a) definition for basic component.
1

!

| .
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2. Which sections of the Atoate Energy Act of 1954, as amended, and
which of the Coenission's rules and regulations does the Commission
see as being related to a substantial safety hazard so that,

'
noncompliance with such provisions is reportable? (A Ifst of
sections and regulations would be desirable.)

Response:

Wile all Commission rules and regulations are pubifely available
through the FEDERAL REGISTER, and for the most part relate to the
prevention of substantial safety hazards, it is not practical to
prepare a specific list or even a precise correlation of all* '

factors which could contribute to a substantial safety hazard.
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'
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I E

| -
, The regulat:ans to this part apply es.. _--

esse as spectacany prowed etaeretse in
""

,

| Paris St.34 38. 44. or 70 of this chapter.
4 =' to east ladivktual partnerak's. corpora.

"C .' aan, er other entity acamaea pursuant to
-- We reguastamme ut this chapter to pensamt
_ ask and/or Ersaaler Within the Catted- I Mate seereb typredect Radier arecial

I musimar matartalk er to ecastrnet man._-
"_ aderenre, passent ews. seerste and er

* _
1 tramurer ultlum the Cutted States. any

-

= , ' '" er slutsacan faccity sad to
m __ausk daresser case i IWtf1I sad respen.
L l sale eseer fase 121JtJ)) of auca a B.i -

.

.

emmush The regulama la ttus part apply
, same to casa individusk corpornuen.

m-- t partnership er other enuty deans bust-
*

.
mens utsata the Calzad statas, and esca

' dareesar sad ressenstate eccer of suca.

7-
_

g erenammelen, that constructs (see 121J
feat a predersson er ut:Dzauca factury

_ l Beansed for manafacture. contrir11oa-

g er - ^'^ ' fece 0 21Jf h3 L perwuans te
.

-

Pure se af teus chantar or misrettes seteR 3 0 Surtn) haans essmoonents (see I 21J
, _ i fast for a6 faculty er scartty Ucersed.

1,- errer smaa far ersatt under Parts 30. *
*-

6 40. Se Ts. er TI. 380 gains la SD8Be reWS*
& inu a asuas me doe ==d te preetude na
a_ l memduna nos sunsect to the resutanens
- m aus san gream repornas is ine can.

"
- matamen.s a known er suspected defect erfauan to es se
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E 1. Stace Section 206(a) refers only to " firms," why f.oes Part 21.

apply to organizations that are rot firms; e.g., ifcensees Itke=
g i the National Bureau of Standards and TVA7
=

1 Response:
,

y .

E In reviewing the legislative history of Section 2C6 f t, appears
E that the use of the tarss " firm owning" and firs operating" wereT used for ease in drafting the legislation. If the term " licensee"
F were used, it would have to be in addition to the present tarss'

_ since some licensees construct, own, and operate while others-

justoperata. Section 206 uses " firs" in a broad manner so as to
include organizations owned wholly or in part by Federal, StataJ or local governments and educational institutions, as well as

/ private businesses.
!
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2. How does Part 21' relate to activities considered under Section
274 of the Atoefe Energy Act, " Cooperation with States"? For
example, a taletherapy machine produced in an Agreement State and-, ,

used in a licensed activity in a non-Agreement State. An opposite I

example should aso be discussed.
,

Response: '

Part 21 applies (unless there exists a speciffe exemption) to the
directors and responsible officers of organizations that construct,
own, operate, or supply cesponents of a facility or activity
Ifeensed or otherwise regulated by the Nuclear Regulatory Ccamiission.

pursuant to the regulations in Title 10 of the Code of Federal
Regulations. Thus the provisions of Part 21 would not apply
directly to those facilities or activities which, under Section
274 of the Atomic Energy Act of 1954, as amended, and the applicable
state agreeJent, are the regulatory responsibility of the Agreement
State.

This means, la the case of the example given, that the producer.

of the teletherapy machine who is located in an Agreement State
would not be required as a Ifeensee to notify the Ccamission of a
failure to comply or a defect in the construction or operation of
the a6 chine or its components which otherwise would be reportable
under Part 21, although he is certainly enecuraged to do so. The

, producer of the teletheraphy machine may nevertheless be required
to report under Part 21 a defect or failure to ccaply in the
machine in his capacity as a component supplier. If the producer
directly supplies the machine to a licensee or purchaser which is
subject to Part 21 such as, for example, a Ifeensee in a non-
Agreement State, the producer of the sachine would be required to
notify NRC if he has inforsation of a defect or failure to comply
in the nachine. The user of the teletherapy machine, who is

* Tocated in a non-Agreement State and who therefore is ifcensed or
regulated by NRC, would be subject in all cases to the reporting
requirements and enfcrcaent provisions of Part 21.

Reversing the example, the producer of the machine in a non-
[ Agreement State would be required to notify NRC of any failure to
'

comply or any defect in the construction or operation of the
sachine which is reportable under Part 21, but the user of the

i sachine who is located in an Agreement State would not be subject
( to these reporting requiruents, although, again, he would be

encouraged to report such ct?ects or failures to cesply to the
Commission.

3. Are Agreeement States ccmrelled to adopt 10 CFR Part 21 or to
comply with it through licensing modifications?

1

21.2-2
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Resoonse:g ,
! e
I Mo. The Commission has not forwarded Part 21 to the Agreement
! I States for compatibility review and Agreement States are not-
! compelled to adopt Part 21 or similar requirements.
'

|
4. What is the applicability of Part 21 to items whose fabrication'

is not Ifeensed; that is, packaging (Part 71) and radiographic
exposure devices (Part 34) that are utilized in a Ifconsed activity?e

.

! Response:

'
If the fabrication is not 'Itcensed'and the itas is a " basic-

|
.

cogonent" as defined in 121.3, then it is within the scope of
| Part 21. " Packaging," as defined in Part 71. and " radiographic

,

;
| exposure devices," as defined in Part 34, are in general procured
" | by the activity ifcensee and would therefore.De within the scope

of Part'21. ef.j;.,.,. j ,}
i 5. What is the authority for the Commission's dpY1 cation of Part 21
i to persons who are not Commission licensees? -

Resoonse: ..
* .:"* ' ..-. .*

Section 206 of the Energy Reorganization. Act cf.1974, as amenced.
' Section 206(a) imposes reporting responsitiility on directore and

responsible officers' of firms constructing, owning, operating or
supplying the components of any facility or activity which is.

licensed or otherwise regulated pursuant to the Atcaic Energy Act
of 1954, as amended, or the Energy Reorganization Act of 1974, as',

amended. In other words, the thrust of Section 206 goes beyoM,

those entities licensed or previously regulated b9 the Commission
to all entities which engage in the activities described in the -
statute. ~

-
.

The terms " constructing" and " supplying" are defined in Sections
21.3(c) and (1) of Part 21. Specifically, the Commission has
interpreted the term " constructing" to include the design, manufacture,
fabrication, inspection, or testing of a facility or activity
which is subject to Part 21 and consulting services related to
the facility or activity that are important to safety. The term
" supplying" has been defined to mean any entity which is contractually,
responsible for a basic component used or to be used in a facility '

or activity which is,sucject to Part 21.

6. Are non-radiological hazards covered by Part 217 Example, chemicals,

released to streams or rivers.

'

t

21.2-3
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| Response:

. he. Part 21 applies only to radiological health and safety.,

I

7. Does Part 21 apply to applicants for 10 CFR Part 50 Ifeenses as
well as to NRC Ifeensees and Ifeensed activities?

Response: *

It is the NRC staff position that Part 21 applies to applicants
for 10 CFR Part 50 Ifeenses as well as ifcensees. Section 21.2*

is intended to specify those types .of activities associated with
the facilities and activities subject to Itcensing and regulation
by the Comeission which are covered by Part 21. Applicants for
10 CFR Part 50 Ifcenses or persits, to the extent that they*

engage in the specified activities, are subject to Part 21. This
intent is further evident in Section 21.21(b) which requires that
a director or responsible officer notify the Commission when he
obtains information reasonably indicating a failure to comply or
a defect affecting (1) the construction or operation of a facility
or activity within the United States which is subject to the
licensing requirements of 10 CFR Parts 30, 40, 50, 70 or 71, or
(2) a basic component for such facility or activity.

8. Please identify the threshold point at which'such appifcability '

N c'ommences in the case of a project not yet ifcensed (e.g., one \.
which is in hearings regarding the issuance of a construction.

peruft).
.'.

*' Response:

The NRC staff takes the view that an entity becomes' subject to
* Part 21 at that point when it first engages in the activities

subject to Part 21 which are described in Section 21.2. Thus, a
utility would be subfect to Part 21 when it first engages in the
enumerated construction activities, including safety-related
design werk, for a 10 CFR Part 50 facility. This is similar toi

the requirements for a quality assurance program as specified by
10 CFR Part 50, Appendix B, in that the requirements are effective
prior to tandering an application.

9. What are the duties and responsibilities of co-owners of a facility
under Part 21 where the co-owners (a) are financial partners,

' only, or (b) have some operational or construction responsibility
| for the facility?

'

l

21.2-4
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L Rosconse:r

.

" i A director or responsible offfcar of a co-owner organization,
- : which fs a financial partner only and which has delegated all
,

- responsibility for constructing and operating the facility or
? ! activity to another owner would not have responsibility for,

t
; notifying the Commission of defects or failures to comply because! ; the facility or activity fs not within his organization's responsibilityi Nevertheless, the rule, as presently drafted, requires the co-. { owner organization to meet certain other requirements of Part 21,;

.
-

!. fncluding adopting internal procedures under Section 21.21(a),
which are scheduled to taka effect on January 6, 1978. The NRC
staff recognizes that this result would be incongruous and is.

-

therefore considering possible modifications to Part 21 which:

} would remove this incongruity.

- Co owneEs who have retained some responsibility for constructing. ,

5 |' or operating the facility or activity are subject to the reporting
requirements of Section 21.21(b) and will be sucject to other

| requirements of Part 21 on January 6,1978.
i

6

10. Is a holding company subject to Part 21 where it holds stock in a
.

. subsidiary company which owns and operatas a nuclear factifty?2

r

_

Response: -

b No. Holding companfos which are not therselves Ifeensed and
%

: which do not themselves engage in constructing or operating the
i facility would not be subject to Part 21.l

! 11. Why was 10 CFR 20 not included along with Parts 2, 31, 34, 35,
. .

r
-

40, and 707 .

- Response: '

i NRC does not Itcense any facility or activity under Part 20.s- .

12. Are general licensees (Section 31.5) exempted from Part 217
'

Rescoc e:,

| 5eae general Itcensees, including those Ifeensed only under
$31.5, are exempt from Part 21. See itse 4 on page 42 FR 22896.

! 13.
j

-

Are firms who supply Health Physics servfee to a power plant
- subject to Part 217 *

| 3,

| b
k
k
E

21.2-5*
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Response:-

Yes - if the failure to provide the required service could create
a substantial safety hazard.

14. Are medical physicists who provide consulting services such as
calibration of taletherapy machines subject to Part 217 If a
hospital determines that this medical physicist provided incorrect
calibration charts which resulted in a substantial safety hazard,
should the fiospital report this under Part 217

* Response:

e. Yes - if the services of such an individual are directly
procured by the licensee. .

.

b. Yes.

15. How is Part 21 applicable to industrial radiography?
.

Response:

Pursuant to Section 21.1 of Part 21, the regulations apply 'to
use and/or transfer within the

each entity licensed to possess, Td7o,r special nuclear materials,I

United States source, byproduct a
etc. Pursuant to Section 34.31, the licensee (using sealed
sources in radiography) shall not permit any person to act as a
radiographer until such person "has received copies and instructions
in the regulations contained in this part and the applicable'

sections of Parts 19, 20 and 21 of this chaptar....",' .

In practice, each entit'y Itcensed to use radioisotopes for radiographic
inspection is required, in accordance with the provisions of Part

6 21, to evaluate whether a deviation in a basic component delivered
.

i
for use in the licensed activity is in effect a defect which
could create a substantial safety hazard to operating personnel"

i or others and, if so, to notify the Commission of such defect
pursuant to $21.21. In addition, failure to comply with safety

};! procedures or licensed conditions would also be reportable under
? the provisions of Part 21 if such failure could create a substantial
y safety hazard.

I l 16. Are firms who supply wasta dispesal service subject to Part 217
11 .

g Rosconse:

Yes - if the failure to provide the required servica could create
a substantial safety hazard.

li
aI
l1
J
l[ 21.2-6p
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j , ; 17. Does Part 21 apply to " carriers?"

| Resoonse:

! Part 21 does not apply to " carriers." Ca.riers do not fall
i within the definitions of licensees or suppliers as used in 21.2
i and 21.3(1) of the regulation. However, suppliers and ifcensees

at both ends of the carrier transaction, that is the entity thati

delivers a component to a carrier and the entity that receivesi

the component, may be subject to Part 21..

18. . Are carriers who have approved physical security plans under 10
CFR Part 73 subject to Part 217

.

Response: .

. No. They are not ifcensed by NRC nor do they provide basic
! components as defined in Part 21.3(a). These services differ

from services defined in $21.3(a) since they are not services
associated with ccaponent hardware. However, if a Ifcensee
obtains inforsation indicating a defect in a physical security
plan which is within his area of , responsibility, he is required
to report.

19. Oces Part 21 apply to nuclear safety programs of fuel fabr.icators?

I Response:

Yes. Fuel fabricators are subject to Part 21 both as material_

- Ifeensees and in general as suppliers to reactor licensees.
,

"
'

20. Does Part 21 apply to Federal, State and ' local governments?

Reseense:
_

.

| | If an entity of the Federal government or a State or local government*

i ! engages in the activities described in 5setton 21.2, then it is
'

: subject to Part 21.
,

21. Do the provisions'of Part 21 apply to an educational institution
; which possesses a Ifcense for a research reactor or to possess

|
byproduct or special nuclear material? *

Resoonse:
I

Part 21 applies not only to reactor licensees but also to source,
I byproduct and special nuclear material licensees. Educational
! institutions, as a Itcensee under 10 CFR Part 50 for a research
.

I
s
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reactor or as a Ifeensee for byproduct or special nuclear material,i
are within the scope of Part 21. Therefore, the provisions of

; Part 21 apply to the institution and to its first tier suppliers
; of basic components.

22. Is it planned to incorporate the requirements of 10 CFR Part 21
into the Technical Specifications of Operating Reactors?

l

Response:
,

No.

23. Is there a statute of limitations for a knowing and cons *cious.

failure to notify of a substantial safety hazard and if so, is
this governed by the applicable law of the state in which the
nuclear facility is 1ccated?

.

Resoonse: .

The faposition of a civil penalty under Part 21 for a knowing and
conscious failure to notify the Commission of a reportable defect
or failure to comply is subject to a general Federal statute of
limitation for Federal fines and civil penalties. That statute
(28 U.S.C. 2462) requires that Federal civil penalties be imposed
within five years from the date when the clats first accrued.
Stat, statutes of limitations would not apply to Part 21.

.
.

24. Does an organization's obligation to comply with these rules,

tersinate for each facility when its contractual services are
'. completed for that facility?-

.. . .

Response: '

No. Obligations to comply with Part 21 do not end when contractual
*

servicas are completed. If after a service has been performed,
an organization discovers a deviation from the contractual requirements
then it aust evaluate it or inform the purchaser of the deviation
and if the evaluation determined that a defect exists a notification
is required.

25. In 1975 the release by the NRC of information received in confidence
free a foreign source caused major problems and the NRC indicated
that it would take steps to correct such probless.

'

What actions have been taken by the NRC to protect against infringe-
sent on the practices of foreign countries related to defect
reporting in the U.S.?

i

!

*
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|
Response:

i | - First,' the new Part 21 requires reporting of defects in U.S.
reactors,'not defects in foreign reactors unless such information| 6

j i is necessary for the full reporting of defects and noncompliances
.

- in similar.U.S. reactors. Second, in press releases and answers to
! ! questions about U.S. reactor problems, it is now our practice to

avoid sention of sistlar foreign reactor problems. Third. NRC has
6hised the concerned foreign officials that NRC will take all
ap;;tspriate steps to protect information which NRC receives in
confidence from them.

26. Is the NRC oblfgated by existing agreements with foreign governmental.

authorities to disclose information obtained in confidence from
, foreign sources? If so, what is the basis for such obligations. Can
the abilgation be changed?

Response: *

The spirit and intent of our international agreements require
sharing such information. When NRC learns of defects in a U.S.
reactor that reflect probable defects in similar foreign reactors,
we routinely advise the foreign authorities of these possible
safety problems.

NRC wou'Id normally not have to identify the foreign reactor which
was the source of our original advice. If the foreign governent.

* on hearing of the defect in a U.S. reactor, asked for more information
involving the source of sur advice, the staff would coordinate with
the source concerning providing such inform.ation. Incidentally,
our international agreement.s provide that the foreign goverraent
will likewise honor this consitzent to non-disclosure of any informa-*

tion NRC does give thee in confidence.
,

27. In the event of a Freedom of Information Act request. .f s the NRC-

confident that it can prevent disclosure of information received in
confidence from foreign sources?

| R soonse:
1

U.S. law provides for exemption from public disclosure of information
which is "consercial confidential" or trade secrets (" proprietary"),
including information which a foreign goverreent gives us, or
allows us to receive, under the condition that it be protected from
disclosure (See 10 CFR 2.790(d)(2)).

28 If a request for information received in confidence from foreign
sources is received in a Itcensing hearing, what means are available
to protect the information from disclosure to intervenors?

;

21.2-9
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j Response:

' The protection of proprietary information in a licensf.ng hearing,

is the responsibility of the presiding officer. If f t is found
that the information sought is relevant and not otherwise available
to the requesting party, then the presiding officer is empowered
to order the disclosure of such information under appropriate
protective condition, such as disclosure in camera, or under
protective seal.

If the information sought is being protected, under international*

obligation at the request of a foreign government, then the
protection of the national security laws may also apply.

29. Does section 21.21(b)(3) require the identification of the source
of foreign information or is the reportinf requirement limited to
identification of activities in the U.S. w.iich fall to comply or
caused a defect?

Response:

Part 21 requires only reporting on the U.S. plants involved I not
identtrication of the source of foreign information.,

30 How are the interests of the foref n utilities protected so that2
operational information from foreign utilities will continue to
flow into the United States and not cease as a result of thisregulation?,

*

Response: *

The protection described above applies to foreign utilities as
well as to U.S. parties.,

31. 1d111 f t be required to report defects which occur in foreign
plants to the same depth and scope as defects which occur in U.S.
facilities? If the nature of the defect report makes the identity
of the foreign plant obvious, what procedures will the Camission
use to 4ssure that disclosure of the infor=ation will not be at
variance or contrary to the practices of the foreign country?.

q Reseense:
j

~~

Part 21 requires only suf'ffeient information from foreigni No.' ,

1 experience, which reflects a defect in a U.S. plant, to make the
; notification useable in NRC safety work. Any information given
j which is confidential will be protected as described above.

f
i
1
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l 32. lihat type of security clearance, if any. will be required by
U.S. suppliers in order to casununicate defect information to the
NRC for defect inforsation received from foreign facilities?

Response:

To notify NRC of foreign proprietary inforsation, no clearance is
required. Those few persons who had to receive this proprietary.

information wuld have to sign agreements of confidentiality.
In any discussions involving confidential foreign information,
which NRC has decided to protect by classifying (or to recognize
foreign classification), representatives of U.S. suppliers would. .

need security clearances at the appropriate level.
,

33. Does Part 21 apply to foreign manufacturers of basic components
or their subcomponent parts? Does this regulation prohibit'

' purchases of basic components from non-U.S. suppliers? ,

Response:

Under certain circumstances Part 21 would apply to component
( suppliers located outsife of the United States. Section 21.2

states that Part 216pplies to each individual, corporation.
partnership or other entity doing business within the United
States which supplies basic components for a facility or activity
licensed other than for export under Parts 30, 40, 50, 70 or 7i'*

| of the Coussission's regulations. Although the phrase "doing
business within the United States" is not defined specifically in
the regulation, stailar terminology has been interpreted. in

, other contexts, to include a foreign manufacturer who contracts
I to sell his product to a United States purchaser. This could

| mean that a foreign entity which contracts with a U.S. purchaser
' to supply a basic component for a facility or activity covered by

* t Part 21 would be subject to the requirements of the rule to the
,

! extent that the United States has jurisdiction over the foreign' entity and its officers. The rule does not prohibit purchases
j

- from non-U.S. suppliers of basic components.

I 34 Can the penalties for noncompliance be enforced upon foreign
suppliers?

Response:
I

j The penalties for noncong11ance with Part 21 can be enforced on
foreign suppliers only where the United States has jurisdiction
over the foreign entity and its officers.

35. May individuals other than those required to provide notifications,
i including members of the general public, provide information con-
! carning known or suspected defects or failures to comply? If

; yes, how?

21.2-11
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Resoonse:

; Yes. The rule specifically states that nothing in these regulations'
should be deemed to preclude an individual, including members of
the general pubite, not subject to Part 21 from reporting to the
Consission a known or suspected defect or failure to comply. .In
the case of an esployee of an organization subject to Part 21, it
is anticipated first that this individual will bring the information
to ifght within the organization.for which he works. In the
event that this channel is not available or is deemed to be
ineffective to the person possessing the information, such person
can call the regional office collect. Phone numbers are contained-

in the rule itself therefore, there is a vehicle via which an
individual may comm,unicate the inforsation to the Nuclear Regulatory
Commission. If anonymity is requested, it will be granted
within the Ifaits allowed by law.

36. Who is responsible for performing evaluations of suspectsd defects
which are reported to NRC by a member of the general public?

Rosconse:

NRC will investigate, or cause to be investigated, reports of
defects which are made pursuant to Part 21.

. .

e

.
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, i I | 21.3 Definitions *

. 1

! . h|j 121.3(a) Basic Component
! | i
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1. How is " safe shutdown" to be interpreted?
"

( Respense:
},

'

, The tara " safe shutdown" appears in the definition of basic
i g component in Section 21.3(a), wherein it states that basic components

|
'

include plant structure systems and components "necessary tos

g assure. . . (2) the capability to shutdown the reactor and maintain
. it in a safe shutdown condition. . .". Maintenance of a safea

shutdown condition refers to the ability to achieve and maintain
the reactor in the cold shutdown condition for an indefinite
period. Regulatory Guide 1.29 provides additional guidance which
say be utilized in detarsining which basic ccaponents are necessar/
to assure " safe shutdown."

|
2. Oces Part 21 apply to only " safety related" items?

. ,

1
~

|
| 21.3(a)-1
?

|
|
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- Response:

, Yes. Part 21 applies to any defects and noncompliance which
..

I could create a substantial safety hazard fn activities that ire
within the regulatory authority of the Nuclear Regulatery Comeission;,

therefore only those items which are " safety related" are within-

| the scope of Part 21.

| 3. The definttfon of a " basic component" is not clear, for example,
'

'

does it apply to a valve supp11ed to a pump manufactarer for
inclusion on the pump? An instrument supp11ed to ths veno
manufacturer? An electrical component (switch, ?+ & , etc.),

supp1ted to the above instrument supplie-? How fa .ran toward
itses such bolts, nuts and " raw asterial' does Pars 21 apply in
this case?

|
Response: -

| In the case of power reactors addition'al guidance on basic components
is provided fn' Regulatory Guide 1.23. Additionally, each acplicant
for a power reactor operating ifcense or construction permit must.

in his safety analysis report identify those systass, components
and structures which are satsaic Category I (FSAR 5ection 3.2.2).

. These equipments, components, and structures, as well as 9efe
design and safety related services, are defined as basic components
in Part 21. Basic component, when app 1 fed to other regulated
activittee, means a component, structure system or part thereof .

that is directly procured by the Itcensee of the facility or
activity sucject to Part 21. In which a defect or failure to
comply could create a substantial safety hazard. As app 1 fed to*

| nuclear power reactors basic component goes down all tiers of the
supply or procurement chain to all activities within the chain,

'

who have the capaht11ty to create a substantial safety-hazard.
i

'

( 4. A plant manufactures commercial products which the power industry
purchases for use in both fossil and nuclear applications:i

a. We are not a quallff ed supplier to ASME Code 3 requirements.

I b. We supply products meeting 10 CFR EO Appendix 8 and are
listed under CASE (Coordinating Agency for Supplier Evaluation).

Do we fall under the rules of Part 217

Response:

Yes, you do come under Part 21 ff the products which you furnish
for use in nuclear aeplications are basic components,

|
1

|

| - 21.3(a)-2
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i i i as defined in $21.3(a), which could create a substantial safety
hazard, as defined in $2T.3(k).y .

,

t;u

! - '
S. Does Part 21 also apply to supp1ters of consumables such as

| ' i welding satorial and services such as calfbration.

I
_ s
'

| Resnonse:
| _
i ; Yes. Where the consumable or calibration service is related to a

- basic component and a devf ation from specified requirements of a
procurement document, or failure to comply, could create a substan-
tial safety hazard.

,

Are purchased "off-the-shelf" items 'such as material obtained
i -

6.' from a distributor or a saterial supplier or f tens such as switches.

| -
pumps, respirators and filters subject to 10 CFR 217

,

t
s Response:

, . ..

E Yes, if the off-the-shelf itas is within the definitfon of basic
~

'

y component as defined in $21.3(a),
m

'

r 7. Is a hospital using a teletherapy eachine subject to Part 217 If
2 an interlock switch (an "off the shelf * itas) fails after 8
- . period of time does the hospital have to report it under Part.21,
? f f the switch could have resulted in a substantial safety.hazan!?
i If the answer is "yes", what parts of a teletheraphy machine are'

,

k considered to be subject to Part 217*

.

L
t Response:

.

E A hospital Ifconsed by'NRC to'use a teletherapy s'achine is subject
- to Part 21. A failure in any part of the saching (including off-
7 ,

the-shelf ites) would be- a reportable defect if: 1) the part
.

r ; that failed did not confors to the technical requirements included
[

in the procurement document (921.3(e)); 2) the part that failedF
; - was a basic component.($21.3(a)); and 3) the failure could, based

'
| on an evaluation, create a substantial safety hazard.

|-

| | 8. Which ?off-the-shelf" items used by a manufacturer of taletherapy
sachines (examples: 4.t-off indicators, lead, etc.) are considered-- '
to be basic components? If 100 switches are purchased by thisj - '

I sanufacturer as "off-the-sheff" items dcas the procurement document

j ; have to state that these parts are subject to Part 217
= ;,

i '

- s

g- e

e ,
_

.
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Response:

I
Any componeta procured directly by an NRC Ifeensee in which a

! defect or failure could create a substantial safety hazard are
I basic components. If any of the 100 switenes is to be used as a

basic component then the procurement document must stata that
Part 21 applies.

9. Consider a Ifcensee whose ifconsed activities are only incidental
to the products / services it supplies in which case the produc+.s
and/or services themselves are not Itcensed. Is it preper to
assume that Part 21 is applicable to these products and/or.

services only when so stated in procurement documents?

_R_e spons e:

If the produ'ct or service constitutes a basic component within
the meaning of Part 21, then the licensee is subject to Part 21
as a supplier of basic components. Where the licensee is supplying
a basic component, it is subject to the reporting requirements
whether or not the procurement document indicates that Part 21
applies. -

10. As used in Section 21.3(a) does " failure to comply" require that
an evaluation be done in order to determine whether a substantial
safety hazard is created?,

Response:

Section 21.21(b)(1) requires that failures.to comply which relate
to a substantial safety hazard be reported. The rule is silent
on how to determine if a failure to comply is related to a substantial
safety hazard.

. -

11. In Section 21.3(a) what is the meaning of " component hardware?"
Is a consultant service which provides dosimetry services (TLD
dostmeters and film badges) providing component hardware that is
subject to Part 217

I
Response:

As used in $21.3(a), " component hardware" would include all physical

|
-

elements included by the ters basic castponent, soca as: plant,
structure, systes, component or part of a licensed facility.

No, dosisetry services do not constituta design, inspection,
tasting or consulting services important to safety that are
associated with a basic component as defined in sect.fon 21.3(a).

21.3(a)-4
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t i Reporting under Part 21 would be required, however, if, in
connection with the destsetry service, there axisted a failure to. .

comply with an appitcable rule, regulation, order or Itcense of the.
,

Commission relating to a substantial safety hazard.,

I
12. $21.3 statas - In all cases " basic component" includes design,

inspection, testing, or consulting services "important to safety...".,
''

Clarify the meaning of this statement.

I Response:

* - The broad scope of Section 206 activities of construction, operation..

owning and supplying in themselves include activities such as
design, consultation or inspection that are important to safety_ ,

and are associated with component hardware. Thus, such activities
_ | which could in themselves result in creating or identifying a
- defect-in associated hardware, system or structure are included
- [ in the definition of basic component. An organization say accompitsh

all of these activities in-house or say choose to authorize
- others to do some of the safety-related activities; e.g., consultation,
, i design, inspection or tests, for it. When such contractural

arrangements are made for safety-related services the organization-

accomplishing the service is within the scope of Part 21..
;

; 13. In paragraph 21.3(a) the last sentence seems to imply the Directors,.

and Responsible Officers of an Authorized Nuclear Inspector,,

- organization fall under the purview of Part 21. Is this a proper- '
;; assumptjon?
'
- Rosconse:
: "

Yes, Part 21 does apply to suppliers of services or items performingi activities within the scope of the definition for " basic components."
' This does include the contracted services of an Authorized Nuclear, _ ,; Inspector.

-

? 14. As background to the questions asked below, property insurance
= coverage for a nuclear facility can be for Fire and Extended
j Coverage and/or Boiler and Machinery Coverage. Such policies of

insurance reportedly do not require the insuree to make inspections,

1
^- of an insured facility for purposes of loss prevention, but can

so allow such inspections to be made if the insurer so desires.
Such loss prevention inspections of an insured facility are for:

| -' various purposes such as, determining the underwriting risk,
; calculation of premiums and loss prevention. A general question

j with speciffe examples concerning the applicability of Part 21 to
( such sarvices is presented as follows:
I
t

i

$

21.3(a)-5
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f Is an insurance company which insures an NRC licensed facility
I and, as a part of its insurance contract, includes and makes '
I | regularly scheduled inspections of these licensed fact 11 ties and.
I as a result of these inspections offers written advice to the
;

insured concerning fire, explosion, pressure vessel and machinery
| breakdown protection considered to be within the category of

organizations supplying safety related design, testing, inspection
and consulting services? Specific examples are:

1 a. For Fire a'nd Extended Coverage inspections made but not
required by the insurance policy - are defects, deviation,.

or deficiencias which are uncovered that could result in a
" substantial safety hazard" to be reported to the NRC by the,

insurance campany as outlined in Part 217

b. Same questions as (1), except substitute " Boiler and Machinery
Coverage" for " Fire and Extanced Coverage."

I c. Same questions as (1) and (2), except that inspections are
l

made because of insurance participation in MAERP or NEL-PU.

Response:

If the information is given gratuitously by the insurance company''

as merely a part of its own protection in supplying insurance, in .

I contrast with a customer contract requirement, then it does not
| fall within the cateogry of organizations that svpply safety-

i

| f related services. Where the information offered by the insurance
I company. includes the indentification of a possible failure to
i

|
cmply or a defect - the insurance company is not recuired to
report to the NRC. Mcwever, licensees receiving sucn information

i would need to address in their procedures whether it will be
-

necessary to conduct an evaluation to determine if, indeed, a
substantial safety hazard does exist. If, however, a licensee
contracts for these services then the insurance company would beij subject to Part 21.

1 15. Are insurance companies performing contracted inspections associated
bj with basic components required to report under Part 21.

l
|

i[ Reseense:

| The insurance capany is not required to report under 121.21b if
the insurance canpany identified in his report to his purchasera

I all deviations from established requirenents discovered during
j the inspection he was contracted to conduct.
N
O
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If, after delivery of the completed inspection report, the insurance_ '
crmpany was to become aware of a deviation in a basic component,

. that was not reported the insurance company would a) be responsible
for conducting an evaluation and reporting to the NRC if a.- .

defect which could create a substantial safety hazard did exist,
or b) if not able to perform the evaluation - to inform the- i ,

d purchaser of the deviation which requires further evaluation
y,, under 10 CFR Part al.

: 16. If the insurance or testing agency company declines to " approve",

a piece of equipment for a reason which might result in a " substantial
safety hazard" if the equipment were used in a NRC licensed. . *
facility, must the company notify NRC as outlined in Part 217,

;

1
' Response:

~

- No.

I i 17. Does Part 21 apply to a consultant who conducts site investigations
to establish geologic and seismic data for engineering analysis- i

and design of nuclear power plant foundations and structures? If- ' ,
.

it does, give an example of a site related defect.,

*
; Resconse:

,

5I I The rule notes that a consulting service for a facility or activity
feportant to safety is subject to the rule. Therefore, a consultant
who conducts site investigations and prepares data on safety-,

related site characteristics is subject to Part 21, 10 CFR Part
-- ' 100, Appendix A, Seismic and Geologic Siting Critaria for Nuclear

. Power Plants, is the governing rule.
,

*

' The discovery and evaluation of a new site feature, such as a
fault or area of unstable ground which could preseht a substantial
safety hazard, would be reportable under Part 21 only after the.

originally contracted data is delivered to the purchaser and the
evaluation of the new condition identifies the existence of a

- -

defect in the original data which, if used, will substantially;

reduce the safety function of the facility,
i

' :

:
.
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t

| $21.3(d) Defect
i
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J 1. Please define or discuss the term " delivered to a purchaser for
use" as used in subsection 21.3(d)(1). Oces this mean that ar e

deviation can only be classified as a defect if it was not detecteded
|

,

'

W by a receiving inspection? Discuss tra situation where a deviation-

5 is detected by receiving inspection and a Nonconformance Report is
| issued. Is this a potential defect: 1.e., the component was

I " delivered for. use" by the supplier, but not " delivered for use" toi 8

| j i the constructor or owner.
,

1 15 | -| ' Response:|| g,

l l'

! ! Section 21.3(d)(1) defines a reportable defect as a deviation in a
basic component delivered to a eurchaser for use in a facility or

3 activity subject to Part 21 wners it is detarmined that the deviation.

! could cr1 ate a substa9tial safety hazard. In determining whether a
' basic component has been delivered, the basic element, in the
' staff's view, is when the purchaser has taken control over the

i

item. Normally, this would occur when th6 purchaser or its agenti
-

I (e.g., a shipper) receives the comoonent. However, the purchaser'

j say be entitled, either through contractual provision or ordinary
, commercial practica, to conduct a receiving inspection before
.

taking final acceptance of the ccaponent.
I

:
;

- 21.3(d)-1

o
h 7 7

- w e - m c _ ,. -,--- m m w -

? ""ri _d- -
. z __ _2_ _ . _ _ _ -__.. - . - - -

. . w -

.

G

$

b



, ev , .
- ' '

> .

.

h . . . w a. n . . - . . . -~ ... ; - - . -- ~: "

.

.

. .. .- . ~. . . - . .

I

| 1 '

! -

.
4

*

In that case, it is the stzff's position that " delivery" would not
occur, and therefore no notification to NRC by the purchaser would
be required, where the purchaser conducts the authorized receipt
inspection and rejects and returns the component to the supplier
within a reasonable period of time after receipt of the ' component.
In this same situation, the supo11er who receives the rejected,

component would be required to evaluate the deviation and report an
identified defect if he had delivered components with similar-

deviations to other facilities 'or activities subject to Part 21.
2. Is a nonconforming ites, discovered after release by.a supplier,

which upon evaluatien could creata a substantial safety hazard but*

which will be reworked to full compliance with the procurement.

documents reportable under Part 217

Resoonse:

If a deviation - that is, a departure from the technical require-
aants included in the procurement document for a basic component -
is identified in that basic component which has been delivered to a
purchaser, then an evaluation mst be performed. If the evaluation
identifies a defect, then it must be reported even though the
purchaser or supplier.may subsequently rework the component to full
compliance with the procurment document.

3. Does the concept of " delivered 5 in $21 3(d)(1) require that the.

basic component be turned over frem one corporation or separata
entity to another corporation or entity or could something be

' delivered within a single corporation? Suppose the fabricator of.
'. the component is also the licensee of the reactor -- at what point

is there delivery so that there could be a " defect?" -
1

| Response: -

*

The rule makes no distinction between inter and intra' entity delivery
of components as long as the transaction occurs pursuant to a
procurement document. In determining whether a component has been
delivered, the basic element is when Ote purchaser has taken control
over tne ites.

4. Are we operating within the intent of 10 CFR Part 21 by defining,
for purposes of compliance with this regulation, the term delivery
to mean:

a. that point after receipt of materials from a supplier when an
inspection report, indicating acceptability of the materials
for fabrication, is issued:

21.3(d)-2
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| t that point, after fabrication and shipment to the site where.

i 4 erection will be performed by a third party when an acceptance
j is issued by the erector;'

' ;
.

c. that point, after fabrication and shipment to the site where*

| f the fabricator will also perform the erection, that the
i fabrication is offered to the client as completed.

I
I '
| Respense:

.

Yes, but see response to 1 above in regard to applicability of
receipt inspection.

-.

t 5. If our customer purchases a nuclear plate to the requirements of

i
, the Code including ultrasonic tasting to the material requirements
i of A578 level 1 then upgrades by test to their custceer's specifi-
i cation which is tighter than the A$ME Code and finds a rejectable

indica 1iton under their custcaer's specification, are we responsibis
to report to the Commission?

Resoonse:

I No. The delfvered basic c=mponent did not deviate free the pro-
i 1- curement document specification (A578 level 1), therefore no

| defect exists.
.

6. It is the opinion of the QA Manager that Part 21 requires no
change in QA Manual or procedures nor additional action. The
controlled manufacturing systes described in our QA Manual will,

,

prevent our offering an N-Stamped product for customer acceptance|

i with known conditions Ltat could:i

1. Create substantial cafety hazard;
'

! 2. Deviata from technical requirements included in the procurement;*

I j or
I

i ; 3. Contribute to exceeding a license designated safety limit.
I

1
- Therefore, we believe there is no need to notify employees or

i | vendors of Part 21 again because of our compliance with provisions
'

j of an approved QA Manual. Is this correct?

I
- Resoonse:
i

4 The assumption appears to be made that because a company has a
controlled manufacturing systas in accordance with their QAa

; Manual.
- ?

||
<

'

i
1

*

i
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! there is no possibility that any deviation could exist in a
a

delivered component. Therefore, the provisions of Part 21, such
as the requirements of sections 21.5 and 21.31, would not apply.This assumption is incorrect.4

Any organization supplying a basici

component as deffned in Section 21.3(a) is subject to Part 21.'

! 7. Is it the intent of Part 21 that findings currently treated under!

the Operational quality Assurance Prc2rms (audit reports, nonconfor-
mance reports) may be reported to the NRC7 A specific axample of
a nonconforming ites is a power reactor is a spare part that was
returned to the vendor because it did not satisfy some feature in
the purchase requirements. Is this action reportable under*

Part 217

Response:

A spare part. received at a power reactor facility which is returned
as a result of the initial receipt inspection would not be reportable
under Part 21 by the purchaser. The supplier would be required
to report the ites if he has delivered similar defective parts to
others. A defect in a spare part which is found after it is
under the control of the purchaser, that is after' delivery, and
receipt inspection and acceptance by the purchaser, would be
reportable under Part 21.

If a deviation is discovered after delfve'ry, but before Installation,8.
who do we nattfy? Our buyer? Cwner/Cperator? Do we need to.

notify HM in this case? -, ,

( Response:
. *

If the supplier identifies a deviation in a delfvered basic
{ component and has evaluated the deviation and by evaluation he

has determined that it could cause a substantial safety hazard,
,

| he is required to report the deviation, which is now a defect,
i directly to the NRC. If the supplier does not evaluate the
1 deviation capability, then he is required to report the deviation

to his buyer.

9. If in the course of fabrication, our purchaser recuts a plate and
; opens up a lamination that is either repairable or rejectable,

whose responsibility, if any, is it to report the incident to thei

Casaission?

Response:
..

j It is the responsibility of the purchaser to evaluate the deviation'

(i.e., lamination) and if it could create a substantial safety( '
hazard, to report the defect to the Consission.

!

|
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i 10. When are construction activities delivered for purposes of~ Part 217,

|
'

[ Oo deviations related to construction, modification or repair
' activities discovered as a result of planned post-installation,i

j precos ational or startup testing at a nuclear power plant require,

evaluation and 10 CFR 21 reporting if the portion of the plant,
: under test was released to the permit holder or licensee with the
| understanding that testing would be the proof of acceptability

and that deviations would be referred back to that organization
| for remedy followed by subsequent tests?

' Response:.

i Section 21.3(d)(3) identifies those deviations in a portion of a
,

'! facility subject to the construction permit or manufacturing
| license requirements of Part 50 of the Cossaission's regulationsi

| which arp reportable defects under Part 21. Offer for acceptance
j of the portion of the facility containing a deviation, within the
- meaning of Section 21.3(d)(3), would occur when the supplier

offers control over the portion of the facilities to the owner.
Thus, where a purchaser is offered responsibility for a portion
of the facility for testtag purposes, the purchaser would be.

required to evaluate any deviations in that portion of the facility
and to report any defects.

11. The terminology in paragr ph 21.3(d)(3) indicates that a basic
, component containing a deviation has been offered by the purchaser

for acceptance' Many contracts for basic components of nuclear.

power reactors include provisions that " final acceptance" is not
completa untti some warranty period has expired. This warranty
period may be as long as one year after comeercial operation.-

The warranty provisions for major equipment normally require the
j manufacturer to be responsible for the correction bf any defects

that appear through the warranty period. Please discuss the-

interpretation of the point in time when acceptance is accomplished
by the purchase.

,

Reseense:

Section 21.3(d)(3) identifies those deviations in a portion of a
facility subject to the construction permit or aanufacturing
license requirements of Part 50 of the Cessaission's regulations
which are reportable defects under Part 21. Offer for acceptance
of the portion of the facility containing a deviation, within the
meaning of Section 21.3(d)(3), would occur when the supplier
offers control over the portion of the facility to the purchaser.
Thus, a warranty which requires the supplier to correct deficiences
for a period of time would not postpone the applicability of

.
.

l
.
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j Part 21 to the purchaser. Whenever the purchaser is offered'
I control over the portion of the facility containing the defect,

he would be required to. report the defect uncer Part 21.

12. Please discuss for design documentation, reports preparsd by*

consultants, or stallar " software" when they are considered as
" delivered." Most design documents are " delivered" several times
to different organizations for various purposes. A design documenta

may be " delivered" from a design organization to the licensee for
the purposes of review. This delivery is a contractually binding
requirement for a design organization to provide doc'.noents for
review. The design documents then may be also utilized as portions,

of or incorporated in procurement documents. The design documents
are again " delivered" to an organization who will be providing
fabrication based upon the procurement document. Do changes or
modifications to design documents that have once been " delivered"
to a fabricator constitute a second delivery?

Resoonse:
i

With respect to design Part 21 is only applicable when such
design (or consultation) can result in the creation of a substantial
safety hazard. During the activities of design and consultation
there may be stages of conceptual design in regard to feasibility.
Conceptual designs are not subject to Part 21. However a " defect"
in a design which is used in a procurement document is reportable
under Part 21. Therefore, a design document, consultation ora

"other software" should be considered " delivered" for purposes of
reporting defects under Part 21 when it has bewn communicated to

' another party which will use it in design, manufacturing or in
preparing a document for the manufacturing of any basic component.

,

13. It is obvious that this rule requires reporting 'of defects related
to basic components. Under what circumstances would the. following.

design considerations be reportable under *.nis rule:

a. A situation wherein an analysis error is discovered.

b. A situation wherein an analytical method is changed.

c. A situation wherein the data base for the design or performance
evaluation is changed.

d. A situation wherein a basic criterion is changed.

I

i -

|

I
i
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Pesconse:e

I An analysis error, modeling error or data input error could be.,

{ reportable under Part 21 where such an error is detected after
delivery of the analysis data to the purchaser. In these instances,,

* an evaluation would have to be performed to determine the significance,

| of,the error - that is the reduction in degree of protection;
; provided to pubite health and safety. For example, an ECCS

rotated error which results in a calculated change of peak clad
? . temperature of less than specified value, that is 20kF, is not
! considered to be a substantial safety hazard. Regarding a change

l in a basic critarion, if a critarion used for the design of a'

t basic component is changed such as to potentially result in aa
,

l
1

-r major reduction in the degree of protection provided for the
public health and safety, then such a change would be reportable

j ! if the design data has been delivered for use in final design,
the SAR or in procurement documents.

,
,

| I 14. It is understood that the correction of defects that are found
[ | within the normal course of the application of a quality assurance
I j program complying with 10 CFR Part 50 Appendix B are not included
1 in reporting requirements. These detections and corrections of,

j | nonconformance or defects, that occur on a day-to-day routine
| hasis because of reviews, inspections, tests, nondestructive!

_1
. examinations do not appear to be within the definition of the

[ reporting requirements of Part 21. Those items that are not'

t : detected within the normal course of the conduct of a quality
1 [ as.surance program and are contained in " delivered basic components"
I

: appear to te subject to evaluation and/or reporting requirementsI | of Part 21. Please discuss the interrelationships of defect,.
'

e nonconformance corrective action, repairs that are required by
'

Appendix B of Part 50 and those definitions used for reporting
requirements of " substantial safety hazards" in Part 21.

I -

1 Rosconse:.

4

.

Your interpretation that detections and corrections of non-r
y conformances or defects, that occur on a day-to-day routine basis
,4

because of reviews, inspections, tests, nondestructive examinations,
*before a basic component has been delivered or offered for

3 acceptance" would no3 cces within the reporting requirements of
gi Part 21 is correct. It is only after delivery of a basic ccaponent

containing a dJviation and the datarsination, by an evaluation,3
,

-T | that the deviation is a defect that a Part 21 report need be
-3 a made. Part 21 has given special meanings to " defect" and " deviation."
. .r These same terms are used in Critarion XVI, Corrective Action, of*

j f Appendix 8 to 10 CFR Part 50. Although the special meanings of
Part 21 were not developed for the Appendix B use of the tarss,,

i the meaning of Criterion XVI of Appendix B is not changed and is
'

d
consistant with the special meaning of these ter ? as used in
Part 21.

1 i
1 i
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15. Is receipt of a defective component reportable under Part 21. if I

the evaluation indicates that the component would not effect |
plant safety because quality assurance and quality control procedures I
would have prevented the ccaponent's installation? I

Response:

Quality assurance inspections or tests performed by the Itcensee
cannot be counted upon to prevent installation of defective basic
components. In evaluating deviations the assumption which must
be made is that the component is installed in the facility, then
if it could create a substantial safety hazard it must be reported,

to the NRC as a defect.
x

16. Is it possible to classify defects or noncespliance prior to
occurrence to eliminate the need for " evaluation?"

~ .

Response:
:

It is acceptable for an organization to specify, within their
internal procedures, the general types of deviations, with appropriata
evaluations, which could create substantial safety hazards and ,
which therefore are reportable defects. However, each specific'-

deviation enst be* individually evaluated. This evaluation couldc
N utt11xe the previously evaluated categor'fes of deviations which

are. reportabl.e as defects if the specific deviation can be categorized
into one of the general types of deviations which have been

* previously evaluated.

17. If all technical requirements of a procuresent document are
verified as having been met prior to placing an itas-in operation,
then by Part 21, would the only reportable defect ir.volve those
conditions or circumstances relating to a basic component that
could contribute to the exceeding of a safety limit?.-

.

Response:

I -

Yss. If the procurement document is not defective and all technical- g
h requirements are verified as having been met including any performance

I and reliability requirseents, then the only defect reportable

I|!i-
under Part 21 would relate to conditions or circumstances relating-2

- to a basic component that could contribute to excanding a safety
"'

limit.

I
1 18. Clarification is needed regarding " conditions and circumstances."-

| 1 are these referring to operating conditions 7

h I.
g -

I
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I Response:

The' tens " condition or ciremstances" referred to appears ini

| 121.3(d)(4), which states, "A condition or ciretanstance involving
i a basic component that could contribute to the exceeding of a

safety limit as defined in the technical specifications of a
license for operation issued pursuant to Part 50 of this chapter."
" Condition or circumstance" refers to those which the basic
component say experience at any time. It does not refer only to
reactor operating conditions. The time at which the potential,

exists for exceeding of a technical specification safety limit
occurs after the operating license is issued and refers to reactor
operating conditions in its broadest sense, in that it must
include the shutdown and refueling modes.

'

19. Does the " safety limit" criteria haw's specific implications for
licensees other than those related to operating reactors?

@y:

Any fuel reprocessing or enrichment facilities licensed pursuant to
10 CFR 50 would also use the " safety limit" criteria.

20. To what degree of contingency should the words 'could contribute"
in 121.31(d)(4) be carried?*

,

Response:.,
'

The " condition or circumstances" should be evaluated for^ normal
I operation and anticipated transients, considering a single failure
i in addition to the condition or circumstance being evaluated in
| order to determine if a safety limit could be exceeded.-*

| 21 . If the condition or circumstances in question does not, without
intervening cause, reach a safety limit does it b*come a repor. table

f defect?

f Resconse:

! Anticipated transients must be considered as " intervening causes.*
Then, if the ec-dition or circastance would not contribute to'

j exceeding a safety limit It would not be a reportable defect.

I 22. If the component or systen is redundant or multiply redundant,
! when thu safety limit does not reduce such degree of redundancy,

would the deviation be a reportable defect?

21.3(d).9 -
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- Response: . -

Assuming that the question intended to address " condition or
j ciressestance involving a basic component" it would be necessary

to consider a single failure in a redundant component or system
and the condition or circumstances would have to be reported if a,

safety Itait could be exceeded..
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121.3(f) 0.frectori

! : '
; _

l' f W "Deester* means as hdintent,
*

espetuted er eles9ee ammeratas to law., *
! Who to mattertmed te saamase and direst*

; ||".:O:aa.= 7::'='=
y -- erester me

r .
m !
: I
-

-

1. Please identify some situations in which a director of a corporation,
| in his or her capacity as director (i.e., through reports made by* =

sanagement at board meetings) sight become personally liable under
i Part 217 Shouldn't the definition of " director" in $21.3(f) reflect
p the fact that only the board of directors, and no individual
L director., has authority to manage and direct the affairs of a corpora-'

F | tion, or did NRC mean to restrict liability only to those " directors"
I who single-handedly possess such authority?=

|'- E Response:

E If a director obtains information reasonably indicating a ' defect or
| T failure to comply such as, for example, through reports made by

C senagement at board meetings, and fails to make the required notiff-

g| cation to the NRC, he would be personally liable. The definition of.

" director" should be read to include each individual member of the
- |- board of directors a.d not just those directors who single-handedly

g
possess authority to manage and direct the affairs of the corporation.

' 2. Does the term " director" include outside seabers of the Board of
! Ofrectors?
i -

. - I Response:
,

5 # The term " director" does apply.to outside members of the Board of.

h Directors if they are authorized to manage and direct the affairs of*

|u the corporation, partnership or other entity. If they have actual-
g

C knowledge themselves, they have a duty to comply.
| ,

-

|
.

;

,

!

-

; I
! :

| |
*

t
i'

l
l

| |
i .- ;
i J |; e

@
'E

- 21.3(f)-1b -

F:: a w n- . - - - - --

f,m m m-=-%gBAu ~ mmx
m

_
1 =:*

|
_ _.,-m - - - - - - _ - _-: _

_1_ ___ _, _ -r NAN---* - F V- a ^

.

' .y ' ~ --. =..= .E .- w~ .- ., -=
. _---=:------ - .. . . .._

- .

as

.

.



ev - .
. _ _ _ _ _ _

-
. c,.....

i. t

I t
,.

i -

! ; *

'1 | -

I

!
-- . _ ._. .. _. , _ .j

~% v==-X=+ " mW M -m w2_w as; W a_w w

! g . . ,

.
e s *

i !
-

3
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|

| $21.3(1) Procurement Document

l',

,I .e L & w a asu .*."3 ",*s M a
which rm,mnt== or beats consponent.s atm6
smeet la order to be camelderse accepta.
une erins surinaser

b

I
|.

| 1. Please explain what.the " procurement' document" is for consultant
g services or for a design so that it can be determined when a " deviation"
t has occurred. Can a " procurement document" itself be defective

| (i.e., contain 1,ncorrect specifications)?
,

| Resoonst
b

A procurement document for consultant services is the same as a
f'

'

procurement document for hardware, that is a contract that defines
the requirements which facilities or basic components aust meet to,

f be considered acceptable by the purchaser. A procurement document
can itself be defective. For example, the specifications for the-

U basic component could be defective.
'

5 .

j 2. Does the concept " procurement document", defined in Section 21.3(1),
include purchase orders of off-the-shelf or catalogue items, which'

| are not covered by contractually-required quality assurance procedures,.

y manufacturing codes or specifications? .

d

| |
Reseense: _

I ! Yes, provided they fall within the definition of " basic component"
*

1 g contained in Section 21.3(a) of the rule.

| f|5
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g 121.3(j) Responsible Officer

,

. . H '

' g m -n.s m..e.-r ..an. m.
Br.mandana heresidens er omar in.

|I

'I
dt tdual in me organtzauen of a cor. |

nnerimo, or emer encer
su.suan sa.d mui mena= a.monar; i wn n .u
mer esammas suoms to uu. pan.

||
'

1. For a corporation, is the definition of responsible officer
! (Section 21.3(j)) limited to only those officers duly elected or'

*

| appointed in accordance with state laws and corporate bylaws?
e'

I
i Response:

i L i
No. " Responsible officer" as defined in $21.3(j) includes other'

i i individuals in the organization of a corporation, partnership or
other entity "who are vested with executive authority over activities,

,' subject to this part." (Esphasis acceo). It is possible that
|| ; individuals vested with executive authority over activities

subject to Part 21 may not be included in the list of officers in
fj

i

! the Articles or By-Laws.

'

f]|
! 2. The definition of responsible officer includes "...other individual...

vested with executive authority ever activities subject to this.

; part." Who is included by the words "other individuals"?.'

. ||| " Response:
,

President and vice president are two titles that are identified
i

,

?in the rule. The "other individuals who are vested with executivee

1 authority over activities subject to this part" would be those
personnel identified in the organization's procedures and have'

E.

i h. comparable authority to tnat of a president or vice president.
' 3. The definitioli of " responsible officer" published on June 6,1977

| g deleted persons with "sanagement authority" from the definition
originally proposed March 3, 1975. See, 40 Fed. Reg. 8832 (1975).- '

Should this deletion be interpreted as excluding frem the definition
of " responsible officer" those oarsons who have only managerial'

authority (and who say have a title, such as "vice president"),
,

i but are not corporate officers?
' e ..

1

i
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3 Resoonse:

k Mot necessarily. If the individual with aanagerial authority, whether
i
-

or not he is identified as a corporate officer, is also vested with
executiveauthorityoveranactivitywhichissubjecttoPart21,then

I he would be a responsible officer within the meaning of Section 21.3(j).
=

|
-

4. In the case of a corporation is the definition of " Responsible
!

E officer" meant to include individuals such as project managers
-

and QA sanagers?

E Rosconse:
. =

E No, it is not meant to include individuals such as project sanagers
= and QA sanagers. These individuals are not ordinarily vested

with executive authority."

'

5. Can an entity subject to Part 21 designate one " responsible-

- officer," as defined in Section 21.3(j), to the exclusion of
-

other individuals in the entity who have executive authority over
-

activities * subject to Part 217 Is it possible, as in the case ofe
a matrix sanagement systes where all aspects of construction,

g design and operation of a nuclear power plant are under the
t control of a single individual, that only one individual will be
E a " responsible officer?" '

-

Resconse:"
; .

i
; An entity say r.et axclude any individual in its organization.whoa

is vested.with executive authority over activities subject to|
s -

' C Part 21 from the requirements of Part 21. .This should be distin-
( ; guished frce Section 21.21(a) which is to assure that the entity
- t informs one director or responsible officer of defects or failures

{ to comply which are identified.
,,

F

It is possible, however, that within the entity's organization,|
*

E such as in a matrix management systes, only one individual will
be vested with executive authority over activ ties subject to8

Part 21.,

L

|
- 6. What mechanism or means exists for mutual agreement to be reached

j ~

before-the-fact between the licensee and the NRC as to which
individuals in a given organization are to be considered "respensi-i

,
ble officers"? .

'
|

| |
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= Response:
'

|
;
e None. Consistent with $21.21(a)(2), procedures shall provide fori

informing the director or the responsible officer designated byj : '
i [ each organization as having the required " executive authority"

over activities subject to Part 21. NRC's first observations toj .
e

ascertain compliance with Part 21 will occur during inspectionsi r.

conducted by the Office of Inspection and Enforcement.*
,

,

i

E 7. Wuld an officer who has executive authority over only a small- ,* class of activities covered by Part 21 (e.g., plant security,
personnel, stores) be 1.f able for failing to make a report concerning

,

i a defect or noncompliance arising outside of his area of executive
authority?*

h . Resconse:
- ?
- Any responsible officer or director with executive authority over

activities subject to Part 21 would be liable for failing to make
a report concerning a defect or noncompliance concerning a basic

{
component that is within his organ 12ation's responsibility.
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j Definitions j

| 521.3(k) Substantial Safety Hazard,

i m eumseseastsatenasare means
i a taas er sate tuncuan to me arises

est share is a smsJoe reduct:ce ta the de.
srus et prosecuse :mondse ta punue

N D N "inaiY E
pursuant te Parts 30. de. 80. 70 ame 71.

1. Please elaborate on the definition of " Substantial Safety Hazard" as.

used in Part 21. For instance, give examples of what the NRC
would consider to be a " major reduction in the degree of protection
provided to pubite health and safety."

Response: '

Appendix A to NUREG-0090-7, Report to Congress on Abnormal Occurrences,
June 1977 lists a number of events that may help to illustrate the
NRC concept of " Substantial Safety Hazard." Specific illustrations
of what we would consider to be " major reduction in the degree of ,
protection provided to public health and safety" include:

Exposure in excess of 25 reas, whole body (10 CFR 21.403(a)(1))6 .

Exposure of an individual in an unrestricted area to acre than -
. .

6 0.5 rem in one calendar year (10 CFR 20.105(a))
'

Release of radioactive material to an unrestricted area in.

! excess of 500 times the 11af t of Appendix 8. Table It,10 CFR
| Part 20 (10 CFR 20.403(b)) ,

Exceeding a safety limit as defined in the facility technical*
.

specifications

A deficiency which seriously compromised the ability of a.,

confinement systes to perform its designated function
'

2. Are defects in redundant components reportable,under Part 217

Rosconse:

* A deviation (i.e., a departure free a procurement document specifica-
tion) which, based upon an evaluation, causes or could cause the

,

,

I

. 21.3(k)-1
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] failure of a redundant basic component is a reportable defect under
i Part 21. The loss of safety function of a basic component is consideredI

a major reduction in the degree of protection provided to the subite
health and safety. It is possible that the defect afght also exist inE
the redundant basic component which could result in a loss of safety

-

% function. The existence of a defective basic component, considering a
single failure of its counterpart redundant basic component, could
result in a loss of safety function. Actually, the counterpart com-

; ponent need not fall. It could be removed from service for other|
reasons such as routine preventive maintenance or inspection.

Facility technical' specifications may allow continued operation
I 3.

for short periods of time with a redundant component inoperable..

For example,,one emergency diesel generator may be inoperable for
up to 72 hours, provided the other diesel generator is demonstrated. .

I

I to be operable in accordance with the Technical Specification
action statements.I e ,

| During the period of operation with one emergency diesel generator
'. inoperable, the " single failure" criterion of 10 CFR 50, Appendix

A cannot be set. Does this represent a substantial hazard as-
'

- defined in Part 217
i ,
* * .Response:

t No, operation in a degraded mode; that is, operation with less'

k than the normal minimum number components operable, but withiny the action statement of the limiting condition for operation of
F the Technical Specification, has been evaluated and found accept-F able. Operation in such a mode is not considered to be a substantial'

safety hazard as defined in Part 21. A failure which results in
operation in a degraded mode is reportable as a licensee event,

report.

J It is also possible that the failure could identify a deviation.*

f f.e., a departure from the techincal requirements of the procure-G
t sent document under which the component was purchased. If a

deviation is' identified it would have to be evaluated pursuant to
Part 21.-

U
: 4. Are all or some of the present Prompt Reportable Occurrences

defined by operating plant technical specifications or environ--

| mental specifications considered " substantial safety hazards"?
:

| '

*

. -
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Response:

No, not all. For example, some prompt reportable occurrencesa

, ,

result frem a failure to meet action statements which are required
by Tedinical Specification limiting conditions for operation and

' would not be reportable under Part 21.

5. To what degree would a deficiency in a plant security systas
constitute a " substantial safety hazard"?

Response:
,

'

In the case of a power reactor, the rationale is that an act of
.

sabotage or terrorisa could result in potential offsite exposures,

comparable to those which could occur as a result of an accident.
An example of a defect or noncomp11ance in a security system is

*

' one whica could allow access of an unauthorized individual to a
vital area without being detacted by the security systes. Detection
of the unauthorized individual by random visual surveillance or,

by remote visual electronic surveillance is not considered to be4

a-detection ty the security systee. The staff view is that this
represents a major reduction in the degree of protection to*

i public health and safety and is, therefore, a substantial safety
hazard and would require notification to the NRC.'

,

I

j 6. Does the " substantial safety hazard" definition include " employee
safety" or does it apply to "public safety" only?'

,

*

Response:

| The term "public" in Section 21.3(k) includes all individuals --
-

that is both employees at a facf11ty or activity licensed 4r'
othenrise regulated by the Consission and members of the general
public. Of course, the degree of protection afforded and.the
criteria for determining whether a substantial safety hazard.

could be created will vary for different types of individuals
(e.g., radiation workers as opposed to members of the general
public) depending on whether the event is a low probability major
accident or a more probable occurrence, and whether the potential
release is to a restricted or an unrestricted area.

7. In paragraph 21.3, Item (d)(4), why is not the condition or
circumstance tied to a substantial safety hazard as in paragraph
21.3(d)(1) and (d)(3)?

| -

.

|
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; Response:
!

-

'

This definition is specifically directed toward the safety limits,'
which are a part of the Technical Specifications issued with the
facilities operating ifcense. An evaluation is implicit with-

this definition in order to determine if a safety limit could be'
exceeded and is considered a substantial safety hazard.

I

8. Is it permissible, in the procedures established by each.organi-
zation, to deffne what is intercreted to be "a substantial safety
hazard" for the basic components provided by that organization?
It would appear to be helpful to employees of an organization to
he provided with guidance in the interpretation of " substantial.

safety hazards" as they relate to the given basic components
provided any organization. A " substantial safety hazard" within
a design organization would be significantly different than a
substantial safety hazard defect in a pump manufacturing

i organization. '

Response:

Each organization subject to the rule is required to adopt pro-
cedures to " provide for evaluating deviations". It is permissible
to incorporate into these procedures specific guidance, appifcable
to the organization, on those activities which tb4 organization
performs which could create a substantial safety hazard. This
guidance could then be utilized in evaluating specific deficiencies.

9. What is the differe'nce between a " substantial safety hazard" and
" affect safe operation" in accordance with 10 CFR 50.55(e)?

Rosconse:

" Substantial Safety Hazard" originates in Section 206 of the
( Energy Reorganization Act of 1974 (ERA). The ERA required that-

the comeission promulgate a definition of substantial safety
hazard. Part 21 defines substantial safety hazard as a " loss of
safety function to the extent that there is a major reduction in
the degree of protection provided to public health and safety
...." The intent of " affect adversely the safety of operation"
as used in $50.55e(1) refers to deficiencies which if they were
to remain uncorrected could adversely affect safe operation.
Specifically these deficiencies are related to (1) quality assurance
programs, (2) design deficiencies which do not conform to the
safety analysis, (3) construction deficiencias or damage to
structure, and (4) deviation from performance specifications.

.
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10. If defects are reported, that in the opinion of the Commission
are not " substantial", will the formal resolution between the NRC
and the reporter still be required?

,

Response:

!
j Items whic;h are reported pursuant to Part 21 which the Cosmirsfon

feels are not substantial will be so identified in the NRC's
! Computer File of Licensee Event Reports and Part 21 Reports. As

the NRC gains experience with the implementation of Part 21
additional guidance will be provided if a significant num1er of
"non-substantial" defects are reported.
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$21.4 Interpretations
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1. Is a written transcript of the regional meetings availablei

Resoonse:
.

No written transcript was made of the five public meetings on Part
21.

2. Do the published staff responses constitute official interpretations
of the r'ulo as provided for in Section 21.47 If not, can the pub-
lished answers be relied upon for implementation guidance?

Response:
|

These responses and the responses given at the regional meetings do
not constitute interpretations of the rule by the General Counsel,
as provided for in Section 21.4. However, the staff will be guided
in its implementation and enforcement of the rule by the position
set forth in this document. Such information is provided with the

- intent that persons subject to Part 21 would rely upon it for
! guidance. Official interpretations by the General Counsel may be

requested in accordance with Section 21.4.,

3. How will interpretation of 10 CFR Part 21 made by the General
Counsel be communicated to all organizations subject to this part?

,

Response: -*

,

$ Interpretations of 10 CFR Part 21 by the General Counsel will be
published in the Federal Register.

! 4. How and when will the results of these regional meetings be re-
flected in 10 CFR Part 217'

Resconse:

While the Commission has no immediata plans to amend Part 21 to
take into consideration comments arising at the regional meetings,
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the Commission indicated in the preamble accompanying Pae,, 21 that it,

" intends to examine closely the implementation of new Part 21 with a
t view to making any clarifications or other changes that say be warranted

in light of experience". Such a reexamination by the staff is pre-
sently underway and may result in proposal of scas clarifying amendments
in the near future.
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1. How will Part 21 reports be filed and distributed for NRC licensees

and nort-licensees and how will these reports be used?

21
Rosconse:

We plan for copies of Part 21 reports submitted to the NRC by a
, licensee or nonlicensee to be placed in appropriate docket filesi

in the pubite document room. Proprietary information will be
protected in accordance with 10 CFR Part 2.

'

NRC will utilize the Part 21 reports to evaluate the iglications
of reported defects, including generic implicatic_ns, to assure
that corrective seasures are taken as appropriate for regulated

, activities to protect the health and safety of the pt:blic.

4! 2. How will the Ccamission handle reports received that later are

I determined to be "non-reportable"?

Reseense:
.

.
All Part 21 reports will be transcribed into a computer retriev-
able file. The reports will be evaluated by IE, and if appropriate
by NRA or NMSS. If a determination is made that a report should
not have been submitted, we plan to indicata action in the computer
file.
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$21.6 Posting Requiremona

|

. I
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1. Who is subject to the posting requirements and when do the posting
requirements become effective?

Response:

Posting requirements become effective on January 5,1978, and are,

| applicable to all entities subject to the regulations in this
Part, including licensees and suppliers of licensees.

*

2. What locations at a facility should be posted in order to c:sply,
with the posting requirements in Section 21.67

Resoonse:

i Every premise where activities subject to Part 21 are conducted,
h| must be posted in a conspicuous location. The number of posting

( | locations that is adequata should be judged on the normal access
I j of the individuals to the premises.,

| - E
I ! h i 3. Will a fors for Part 21 posting requirements similar to NRC-3,

|J "Notics to Employees," be available from NRC7
i

|
I

!
<

.

21.6-1
*

\

Y%. - _ -.- - _ _ - - p -. -

3-m -3__w~ 5fgma.3m _ _ %:z_ , 8%;~ .c.x . m_ ~7 ---,a,a _- - - . _. ___.,

... .- . _- . . . - - _ .__ -mn s
. . -

O

* 99

b . . _ ,m . . -. . - . - - . ,, - - . - , ,.-e m --. -



-- _ _

7

- - . * , , . . _<%**A"J.- ..no da + .-

t-
.

. ::
'

I .

t ./
\ .a > .

|
- 'f i

i
,

,..,7..:.,.. .. - -. .. . ,

.

- c. .

gw aww3n, , _ _ _ _ - _ = . . __ _.-_ _ _ _ _ _ _ _ m_yy , , . _ , _ , _ . _ ,_

.
-

'

:

a Resocase:

Presutly, NRC does not have plans to make available a Part 21
form for posting similar to the NRC-3 fors.
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1. What relief is available to a utility if a sole source supplier
refuses to accept a purchase order with the 10 CFR Part 21 provisions?

.

Resoonse:

5 It should be pointed out that Part 21 applies to sole source suppliers
of basic components for licensed nuclear facilities or activities'

regardless of whether the procurement document specifies Part 21
applicability or not. Should the questioned situation occur, the
purchaser could request an exemption from the requirements of the
rule pursuant to Section 21.7. The Commission may grant such exemp-

. tions if it determines that they are authorized by law and will not
endanger life or property or the common defense and security and
that they are otherwise in the public interest.

2. How does a company get an exemption to Part 217

Response:
.

Pursuant to $21.7 company can request the Commission to grant an
exesotion by filing a request directly with the Commission and
stating clearly the reasons'why the exemption should be granted.

3. Will notifications submitted to the NRC in accordance with 10 CFR
Part 21 be exempt from public disclosure? , ..

Resoonse:

If the information in the notification is identified as proprietary
information--the disclosure of which will do substantial harm to an
organization's competitive position--the notification could be
withheld frca disclosure under a Freedom of Information Act request
if the Commission determines that it is in the public interest to
withhold it (Exemption 4).

.
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21.21(a) of - Notification of failure to comply or existance of a defe:t
;
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1. Does the term "indiv'idual" as used in $21.21(a) (also 521.6, $21.31,
$21.41, $21.51(b)) refer solely to a sole preprietorship business
entity which pust have procedures, keep records, etc., or does it
also refer to individuals who are directors or responsible officers
of corporations? The term " individual . . . subject to the regulations
in this part" would sees to include directors and responsible officers
of corporations. Must directors and responsible officars also have
procedures, post copies of regulations, keep records, etc.?

Response:
~

*
~

The term " individual" used in the abov's referenced sections of the
rule means individual proprietorship. Directors and responsible
officers are not required to have procedures, post copies, etc.

2. What is meant by " appropriate procedures"? Does the NRC expect to
. Issue a Regulato.r.y Guide, or will each company be on its own?g .

Response:

" Appropriate procedures" means procMures that are sufficient to
provide effective laplementation of fart 21 as described in section

| 21.21(a). At this time, NRC does not expect to issue a Regulatory
Guide on this subject. Should experience with the application of
Part 21 indicata the need for additional guicance in this area, it
is expected that a Regulatory Guide will be developed.

21.21(a)-1
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3. Is it a correct interpretation of $sction 21.21(a) that appropriate
procedures for evaluating deviations, informing the licensee or
purchaser of deviations, and for assuring that a director or
responsible off!cer is notified of defective conditions, need not
be incorporated until January 6,19787

Rosconse:

it is correct that these procedures need not be adopted until
January 6, 1978.

4. What effect does the delayed affective date of the requirement to*

adopt " evaluation" procedures under $21.21(a) have on $21.21(b)
notification requirements?

' '

Response:
,

In the event that a responsible officer or director obtains
information after August 10, 1977, and prior to January 6,1978,
reasonably indicating a failure to comply or a defect.. such a
responsible officer or director is required to notify the Commission.
This reporting requirement is effective even though formal pro-
cedures for performing the evaluations are not in effect.

5. How dstalled should procedure for " Evaluation of Deviations" be?

Resconse:
. ..

Tne procedure for evaluation - and the record for evaluation -.

should include the following:
,

s. review of information sufficient to describe the deviation

b. an analysis of the effect of such a deviation in a basic*

component if used in a facility or activity subject to Part
21

c. a conclusion based on the analysis as to whether the devi-
ation could create a substantial safety hazard.

( 6. When is the earliest time that a utility needs to establish
procedures required by $21.21(a).t ,

Rescanse:
*

A utility must begin to establish r " **dures as required by
|

Section 21.21(a) when it first enty;n *ny of tae construction

21.21(a)-2
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I activities, including safety-related design work, referenced in
| Section 21.2 and defined in Section 21.3(c) of the rule.
.

| 7. Please discuss to what extent a responsible officer should go to
insure that defects are identifiad and reported. The specific
concern here is upper level management people, such as Boards of'

i Ofrectors or Partnership Committees, who are not inval.ved in day-
' to-day operations.

Response:.

The extent to which a responsible officer must go to insure that
deviations are identified is to be determined by each company,

subject to Part al. Once a deviation is identified, the company
must follow the procedures it has established to promptly evaluate
deviations and to infore a responsible officer or director. Once
a director or responsible officer obtains information reasonably
indicating that a defect exists, he must inform the Commission'

unless he knows that the Consission has already been adequately
informed. This applies regardless of whether a director is
involved in the day-to-day operations of,the company if a director
obtains reportable information.

8. Are other procedures required to be femally adopted under $21.21(a)
besides thsse enumerated there? Specifically, must a licensee
establish formal procedures to correct deviations (see 42 Fed.
Reg.28891,28893,(7)) or to identify deviations?

Response:

Part 21 requires only those procedures required by $21.21(a) to be
established. Other portions of MRC regulations, for example,10-

CFR Part 50, Appendix 8, requires that procedures be established,

to identify and correct deviations, nonconformances, defects,
etc. ..

9. In regard to procedures:

a. Who is responsible to verify that the procedures fulfill the
requirements of Part 21; and, th6refore, who accepts the
liability? .

b. Should Part 21 procedures be covered in the respective QA
Manuals?

c. What are acceptable procedures and critaria for auditing to
ensure that all actions are in conformance with this aspect
of Part 217

21.21(a)-3
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' Response:

a. Each organization is responsible and must assure itself that
appropriate proceduns an established.

| b. Part 21 procedures need not be covered in.QA Manuals,

c. Normal management controls an an acceptable means to verify
conformance to Part 21. Quality assurance type audits are
not rvquired to verify that appropriate procedures are in
effect.

10. If able to do so, is the organ'iration which issued the procurement
*

document oblicated to perform the evaluation?

Response:

Section 21.21(a) states that each organization shall establish
proceduras for evaluating deviations or assuring that deviations
are evaluated by another organization the* cm perform the
evaluation. It is expected that each orgc. tation discovering a

.devf ation will perfons the evaluation if it nas the capability to,

do so. If the fire is unable to evaluate, then the information
of the deviation should be passed up the tier of purchaser / supplier
organizations in order that the evaluation can be performed.
Procedures develcped by any organization should also cover the ,
aspects of how they will handle receipt of information concerning
deviations' forwarded by their suppliers when the supplier is
unable to evaluata the deviation.

,

11. Does 10 CFR 21 allow for a period of evaluation between th's time
a potential safety concern is identified and when it sust be
nported to NRC7 If so, what period of time is considered
reasorable? ..

Resconse:

| The rule presently is silent in regard to the time from when the
deviation is identified to the time of notification to NRC. This

| | tita is present1r considered to be unquantificable for all facets'

| of facilities and activities regulated by NRC and needs to be
de* ermined on a case-by-case basis.i

1 12. What is the answer to the following questions:

a. Once a director or responsible officer has reported a deviation
,

acccMing to the appropriata internal procedure so that|

1

|

4

|
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" evaluation" has commenced, must the director or responsible
* officer follow through with the evaluation to see that it is

conducted properly?
, ,

b. How could the typical corporate director or an officer with
executive authority over only a small class of activities'

covered by Part 21 he expected to evaluate a defect that is
outside of his area of expertise or authority?*

Response:
.

a. No. It is not anticipated that a director or responsible
officer will be involved in identifying " deviations."-

b. He is' not required to evaluata it himself. Precedures
established under $21.21(a) to ensure that evaluations are
performed and at least one direc'.Je or responsible officer
1s-informed of any defecta or reocrtable failures to comply
sust be established by the organization.

13. The new Part 21 implies that an analysis is necessary in each
instance to deter' sine whether a significant safety hazard could
have existed if a defective cosconent had been installed in a
reactor facility. Does this analysis requirement extend to
components that never becces the property of the reactar facility?
Who shoule perform this analysis? How is the analysis best
documented? What benefit is derived by the conduct of this.,
analysis?*

Response:

The evaluation of a deviation in a basic component that is delivered
to a purchaser must be evaluatad to determine whether a substantial
safety hazard could be created if the component w'ere installed in
the facility even though the purchased ites is rejected and never*

installed in a plant systas.

The organization discovering the deviation should perfors the
evaluation or cause the evaluation to be performed by another
organization. For example, for a deviation discovered by a sup-
plier, tre evaluation should be performed by the supp11er, if he
has the capability, or by the purchaser if the supplier does'not
have the capability.

In addition to the nomal 10 CFR 50 Apperdix 8 type records
required for analysis of sa'aty-related items, the Part 21 documenta-
tion of evaluations which involve a substantial safety hazard and
records of notifications to the Commission, will satisf/ Part 21
recordkaeping requirements.

21.21(a)-5
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In regard to the benefit derived in conducting evaluations of
items which are never installed, the identification of a defect
in a basic component that is never installed in one plant say

j result in identifying generic itses having the same defect installed
in other plants.

,

1
i 14. What is the utility's responsibilities when only the fuel supplier
* can properly evaluate the consequences of a fuel deviation to
{ determine if a " defect" exists?
,

Response:

*

If the utility is unable to evaluate. the deviation, it must
consult with the supplier or use other outside consultants for
the evaluation.

i

15. If an organization declines to adopt procedures for evaluating
deviations but instead establishes procedures for informing the
licansee or purchaser of such deviations, so that they say perform
the evaluation, are the directon or responsible officers of the

1 organization thereby relieved of the responsibility for noti-
fication of defects? Do these directors or retponsible officers
have any obligation to determins the results of the evaluation
within the specified time period required for notification?

Response:
.'

*

Procedures are to be adopted to evaluate deviations. For thcse'

{ cases where the organization does not perform the evaluation,
procedures are to be adopted to inform the purchaser of the,

deviation so that he, or others, may perfore the evaluation. The
responsibility for notification resides with the organization
that performs the evaluation. -

. ~

16. In the situation where a Itcensec contracts with an agency of the
United States to supply nuclear components and where the licensee
can not adequately evaluate whether a substantial safety hazard
exists and does not know the stresses to which the components are
to be subjected, what does the licensee do when a deviation is
discovered after delivery?

Response:

If the U.S. agency is a licensee then the agency would be respon-
sible for performing the evaluation. If the agency receiv.ing
supplies is not licensed, then the supplier is not subject to
Part 21 unleis"the unlicensed agency's facility uses the ecmponents'
to supply a firm within the chain of suppliers to a reactor
licensee. If the unlicensed purchasing agency does do this, then
th.e supplier becomes one of several tiers.of suppliers subject to
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i Part 21. If the supplier is subject to Part 21 and discovers a
j deviation it must evaluate the deviation or inform the purchaser

.of the deviation so it can evaluate it.'

17. Will subcontractors be required to report under sinflar cir-
cuestances td the above question, when supplying subcomponents or

I etterials to be incorporated into nuclear components ultimately
j to be supplied to an agency of the U.S.7

Response:

I A subcontractor must evalusta, and, if it discovers a defect,
. report or it must inform the purchaser if a.) it is ona of a tier

of suppliers supplying comoonents to a reactor licensed by the
; Commission, or b.) it is a direct supplier of a materials licensee.

18. Are component suppliers obligated for notification requirements
under Part 21 even though the procurement documents saka no
reference to Part 217 .

,

Response:

Yes. Component suppliers who knowingly supply basic components
are subject to Part 21 notification requirements even if Part 21
is not referenced in their contract with the purchaser.

19. If a director hears or is told (e.g., talephoned by a disgruntled.

former employee) of a prchlem which is a defect or which may be a
defect, but the director has no personal knowledge of the defect
and its possible safety implications:

a. Might the director be liable under Part 21 if he failed ta
report to the NRC if, in fact, it was later determined that
.there was a reportable defect (i.e., is hearsay sufficient.

information to require reports)?
~

b. Would.it make any difference if the director believed it was
a crank call?

c. If the director reported what he had heard concerning a
potential failure to comply or defect to the appropriate
responsible officer according to the corporation's procedures
under $21.21(a) and the responsible officer told the direc*.or

4 there was no substantial safety hazard according to the

| " evaluation", could the dirtetor rely upon the results of
the " evaluation" as told to him by the responsible officar?

:

14( |
-

i !

l
<
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Response:

a&be section 21.21(b) requires a director or responsible officer to
report to NRC f f he has information reasonably indicating a
defect or failure to comply which could create a substantial
safety hazard. The rule reco*nizes, however, that in most -

instancessomeevaluationwi1Yberequiredtodeterminewhether I
a deviation is a reportable defect, or whether a failure to
comply could create a substantial safety ha:ard. Section

|21.21(a) reqt.fres that appropriata procedures be developed for
conducting such evaluations. It is expected that appropriate
procedures would include the requ* resent for an evaluation
where there is reason to believe that a deviation exists..

hther there is reason to believe that a deviation exists isc. s

a matter of some judgment. But ff there is a basis for believing
that a deviation exists, the procedures should provide for
notiffing those within the organization who are responsible
for conducting the evaluations. For the two examples given,

.

it seems that a telephone call from a former employee would be
a reasonable basis for believing that a deviation exists.

--

20. Wuld you comment on the amount of Independence of a review group
frem the Ifne authority over an individual who raises an alleged *

defact.
.

Reseense:
*

The amount of independence to be given to a caview groep to evaluate.

a potential defect is to be determined by the organization establishing- '

evaluation procedures.
.

'

21. Do you expect other outside organizations such as NSSS vendors to
be involved in the evaluation of an alleged defect?

-

Response:

Yes. The evaluation is performed, if possible, by the organization
that discovered the deviation in the delivered basic component. Ifr ;

I that organization is a supplier who is unable to technically perform
,

y

the evaluation, then the information concerning the deviation is;

| '

passed to the purchaser such as the Nuclear Steam System Suppifer
(NS$$) who performs the evaluation. If necessary, the forwaroing
of a deviation for evaluation continues through the supply tiers
until, if necessary, it reaches the Itcansee. ~

! :
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22. Is it proper to construe Section 21.21(a)(if) to mean that if the
responsible officar learns of an already corrected defect or
deviation that would otherwise have noen reportaolo, no report is

,
required?.--

l .

Response:

'
Section 21.21(a) specifies procedures to be developed to ensure
that potential defects are fully evaluated. An evaluation of a
potential defect is not required where the deviation has already
been corrected in all basic components to which it is applicable
when knowledge of the deviation is received.

*

In regard to reporting requirements for Part 21, they are stated in
. Section 21.21(b). That section, by implication, requires the
| reporting of defects which will be or are being corrected after the

effective date of tr.e rule. Specifically, Section 21.21(b)(3)(vif)
requires-that NRC be informed of the corrective action which will
be or is being taken on a particular defect or failure to comply.

23. Paragraph 21.21(a)(1)(ff) implies that any deviation that has been.

! corrected need not be reported to the purchaser for evaluation
against the requirements of 10 CFR Part 21. Please clarify.

Response:

. ,

If at the time the deviation is ident'ified, it has not been c:r-*

rected, then the supplier, or where he is unable tot so, the
licensee or purchaser, must evaluate the deviation and, if ''. is

~ determined to be a defect, make the necessary report to FK. This
_

means that even if the supplier, or ifcensee or purchaser, believes
that the deviation has been corrected after the Part 21 evaluation
has begun, he must complete the evaluation and report if a defect
exists. --

24. On August 10, 1977 must reports he made of events or occurrences
which occurred prior to the effective date of the regulation and
which were previously corrected?

I Resoonse:

No.

25. Are defects which are repaired prior to delivery or final ac:aptance
of a component or service covered by Part 21 reportable?

Mog:

A deviation in a basic comeonent cannot be a defect until that
basic ccaponent has caen celivered to a purchaser.

|
,
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A deviation which occurs in a basic component of a portion of a
facility, however, can be a potential defect subject to evaluation

,

when the portion of the facility containing the known or undiscovered
deviation is offered to the purchaser for acceptance.

- 26. I.fcensees must adopt internal procedures to assure that safety-
related defects and noncompliance are brought to the attention of
responsible officers and directors. Does this mean that each
director and responsible officer must be notified?

Response:

Procedures must provide for notification of "a director or responst-,

ble officer." This procedural designation, however, does not
absolve other directors or responsible officers free reporting if
he obtains information reasonably indicating a failure to comply or
a defect.

27. Persons subject to Part 21 are required also to report failures to
comply with ". . . thel Atomic Energy Act of 1954, as amended, or
any applicable rule, regulation, c-der, or license of the Commission
relating to substantial safety hazard, . . ." 10 CFR Section 21.2)(a)(2)(
snd (b). .

a. Does this provision mean if a rule, regulation, order or
license as a whole relates to a " substantial safety hazard,"
that the violation of any particular provision is covered by..

Section 21.21(b), even though that provision does not itself,

relate to any " substantial safety hazard"? To cite an extreme
i example: the failure to provide antitrust information as

required by Part 50.
,

s

b. Does the language in Section 21.21(a)(2)(1) mean that an
individual must report (a) generic or (b) non3 generic items
previously reported to the NRC prior to July 6,1977, in.

accordance with other regulatory requirements or license
provisions?

c. Must an individual also report under Section 21.21(a) o' (b)
.

l

incidents which he must report under other regulatory esquire-
ments or license provisions?

Response:
~

a. To have a failure to comply under Part 21, one must fati to
comply with a particular provision covered by Section 21.21(b)
and such failure sust itself be related to a substantial
safety hazard.

|

|

!
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! b. If they have actual knowledge that the Consission has been
adequately informed prior to the effective date, then no,

- additional notification is required.,

c. If he knows that the Commission has been adequately Infomed
of the defect or failure to comply under another regulatory

: requirement or 11eensing provision, he need not report under
I, Part 21.*

,

! 28. Please relate the phrases "fallure to comply" and " substantial*

safety hazard" to a Part 70 ifcensee. Discuss 21.21(a)(2)(f) in
terms of the details of rules, regulations, orders or license and.-

the licensee's implementing procedures. Also discuss your interpre-,

tation of the phrase " relating to a substantial safety hazard" in,

this paragraph.

| Resoonse:

' Under section 21.21(a), a director or responsible officer must be' notiffed of any failure to comply on the part of a Part 70 licensee
! with the Atomic Energy Act of 1954, as amended, or with any applicable'

rule, regulation, oNer or license of the Consission relating to a
e substantial safety hazard. It is not possible to identify the

specific rules, regulations, or orders which could be applicable in
a particular case.,

The term " substantial safety hazard" is defined in Section 21.3(k)
of the rule, and additional guidance is provided in the preamble to'

the rule and in the Commission's policy statement on abnormal
occurrence reporting criteria which was published in the Federali

Register on February 24, 1977 (42 F.R. 10959).
.

29. How broad is the definf tfon of " applicable rule, regulation, order
or 11conse" in 21.21(a)(2)(1)7' Would thfs include industry standards

,

such as the ASME Code? --

Reconse:

Industry codes that are not a part of an NRC rule, regulation-i

order, or license are not within the scope of Part 21. Some
portions of the ASME code are related to the creations of a substantial
safety hazard, and are within the scope of Part 21, because it has
been invoked by Section 50.55a.

30. Answer the follewingi

a. Does a utility have responsibility for making reports under
Part 21 relative to problems or deviations in parts or systems
that have not yet been delivered to it or accepted by it?

21.21(a)-11
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b. Is this the case even though Part 21 aight require the V E or
b the N353 to make a report? (e.g., a defective component isy delivered by the NSSS to the NE and a responsible officer of
- the utility becomes aware of the defect.)G*

E Response:'

; E
;

-
a. Nor

-

i b. Yes
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21.21(b)(1) of . Notification of failure to comply or existence of a defect

W(U A dirweger er repWla ed!cer

amhjeet to t.he reentariaan of this part
er a W ma perana shad setary the*

e-- wasa he ettains jnforenation
reeammaely nadicatine a faalure to Esataly
er a defect aderties ele the ecastruction

a Sr etera&les of a fatality of an activity '
withis the Cruted St.stes tFl.at la sun;eet
to the Drenslag reguarennents under Parta

e 3& te. Se 70 er il and taas is witaan has
erynatuatten's retaansabauty er sus a
hamas routponent that is vitaan has er.

a sammat'8 ggyneneihdtrv gggg lg guy.
Daaet far a facitaty er as GCtlytty withaa
the Casted states thaa la suaject to rnee

,
*

lieusmat ..,- ta under Parts ed.
44 Se Te er 71. The aheve nottnentian
is nel renautrvd if sucn individual has
actual knowledge that tBe C3aunssaaos
hm been edequately safarened of suen de.
feet er suca faalure to cessaty.. . ,

| 1. If a supplier or holder of a permit or license cceplies with
applicable NRC regulations, orders, or licenses of the Camiission.

! would the supplier or Itcensee not automatically cceply with the
safety provisions of, the Atomic Energy Act of 1954, as amended? If

1not, what other safety requirements should the licensee look for in
the Act to assare compliance?

.
Response:

'
The Atomic Energy Act of 1954, as amended, estabitshes a broad
standard for providing adequate protection to the public health and
safety. In applying the broad dfaty :t:ndard of the Atomic Energy
Act to the specific situations the caseission has adopted. regula.
tions and has imposed, through the adjudicatory process, licensing.

requirements and conditions. Compliance with individual Ccmmission
regulations and licensing requirseents would assure caipliance with,

the broad safety requirements of the Act. There could exist a-

reportable defect under Part 21 which would not necessarily be a
violation of a speciftt Camaission regulation or licensing
requirement.

2. Does the NRC have a recceniendM internal proce6re for licensees to
insure compliance with 10 CFR Part 217

Reseense:

No. As stated by the prtamble to the rule, if guidance is needed
development of a Regulatory Guide will be ceasidered,

l

21.21(b)(1).1
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3. What means will be used to eliminate conjecture, supposition and

faulty reasoning in risk - benefit judgment?

Response: -

,

This question seems to be. asking what can be dene to eliminate
uncertainties in applying the rule. It was impossible to identify
specifically each instance in whicli the reporting requirements,
would apply, and certain judgments must be made by those individuals
subject to the rule and by NRC in reviewing compliance with the
requirements of the rule. For example, an individual must exercise*

some judgment in determining whether a deviation is a defect which
could ' create a substantial safety hazard. Nevertheless, the rule
does provide guidance, as does the preamble, on the various require-
ments of the rule. The standard for determining whether to report
a possible defect or fail:tre to comply under Section 21.21(b) is
'information reasonably indicating a failure to comply or a Jefect.'
Thus if.there is some doubt in your mind aboat whether a particular
probles is reportable, it would probably be best to report it under
Part 21.

4 Must a director or responsible officer make the judgment that
information he receives ' reasonably indicates" a failure to canply
or a defect in the context of his own knowledge of the subject or

, is he either entitled to rely on or under an affirmative duty to
solicit expert guidance fras others who m1 ht have more detailed2

' , . knowledge of the subject?

Reseonse: --

He is entitled to rely on expert guidance from others v b might
have more detailed knowledge of the subject.

,,

5. Is it possible that a director or responsible officer not actually
obtaining certain knowledge could be held liable for not reporting
it if, for example, he should have obtained information and did
not, c:= had an agent obtain it? Specifically. if a director or
responsible officer authorizes a person to make notification for
his pursuant to 121.21(b)(4), does the fact that such authorization
does not relieve the director or responsible officer of his respon-
sibility to notify the Consission impute knowledge 'obtained" by
the designee to the director or responsible officer even though hei

| has not actually "obtained" it?

21.21(b)(1)-2

m
-

--- _.h-_ _ _-- ---m__ _mp_

M 5 55 *h' *&
- -

,

4

|

, " - -



. - i

.

- - - - - - . . . . . .

-

,. .
-

-

i

!
' '

, . _ -

. f' ' -

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

,- mm

. 1

.. '

.

Response:

No. Part 21 does not tapute knowledge to the director or responst-
ble officer. Rather it imposes obligations on directors and
responsible officers who have knowledge of defects or failures to
comply.,

6. Is it the intant of Part 21 to require, in the procedures adopted
in accordance with $21.21(a), a method for responsible officers
or directors to introduce questions to the organization they head,

to obtain an analysis with regard to safety significance?
*

Resoonse:,

'

. No. That is not the intent of Part 21. However, the precedures'

i required by $21.21(a) should provide for evaluation of deviations
| which are brought to the attention of the organization regardless
| who identifies the deviation.
' i

'i 7. Is the NRC the sole judge of when infomation received
" reasonably" indicated a " substantial" defect or that the defecti '

| was "outside" the responsibility of the organization?
' Response:

,

Whether or not he has information reasona'bly indicating a failure.

to comply or a defect within his organization's responsibility is
initially a satter of judgment for the directors and responsible,

officers in each situation. Of course, any judgment that there
does not exist a reportable defect or failure to comply is review-
able by NRC. Nevertheless, if the NRC determines that there is a
reasonable basis for the judgment that a reportable defect or
failure does not exist, the responsible officers and directors
would not be sWect to a civil penalty frr f.111ng to notify the
Commission even 4f the evaluation was later found to be incorrect.

.

8. Suppose there is an internal disagreement, within an organization.

- subject to Part 21 over whether a defect is reportable ur. der 10
CFR Part 21, who makes tne definitive determination? How is this
determination to be documented?

Resoonse: -

The detarmination as to wha ter a deviation is a defect is made
in accordance with the procedures required to be adopted per

| Section 21.21(a). These procedures should provide for making an
evaluation in spite of internal disagreements.

21.21(b)(1)-3
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9. Under 521.21(b)(1), is it correct to say that a person does notj
8; have "information reasonably indicating a failure to come1/ or a
| defect" which requires reporting until: (1) he knows of the
a deficiency or the noncompliance; and (2) he has evaluated, or
| received someone else's evaluation, that the deficiency or non-.

g compliance relatas to a substantial safety hazard? Also, as
E written, is it correct that no director or responsible officer

| has any Part 21 responsibility until after the evaluation? What
I duty or time Itait applies to the evaluation?
|

|
Response:

.

The answer to the first part is yes. While there is no time
limit on evaluations, within two days after tne director or

G responsible officer obtains the information reasonably indicating
M a defect or fatture to cog ly, he must report.
5

_

q 10. Are reports pursuant t9 Part 21 on subcontracted items reported
| to the customer, or are they reported directly to NRC with a copy

submitted to the customer?

R*''*"'**
h

' f,i The organization which sade the evaluation as defined in Part 21
is responsible for reporting the defect to NRC. It is expected

,f that, in many cases, the subcontractor or vendor will not have
h sufficient information or expertise to make the evaluation to*

g- safety hazard. That is the reason that Section 21.21(a) states
determine whether a particular deviation could create a substantial-

| that the subcontractor or vendor can either evaluate the deviation
'

'

or inform the licensee or purchaser of the deviation in ordera

| that the Ifeensee or purchaser may cause the deviation to be

|'

- evaluated. -'

| 11. To whoe do foreign suppliers submit reports pursuant to Part 21,
i.e., directly to NRC or to the U.S. purchaser?

| Resconse:

I
/ Foreign suppliers who are subject to the requirements of Part 21
4 would be expected to notify NRC directly. It is also anticipated-

I
in these cases that the contractual arrangements between the
purchaser and the supplier could provide for notification to the|
purchaser of defects identified by the foreign supplier.j

1 ! -

; q | 12. If a firm identified a potential deviation and reports it to the
1 responsible Itcensee for evaluation, is the initiating firm still'

;. fl responsible for reporting under Part 217

|0a
Wg 21.21(b)(1)-4
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. Response:
i

The organization that makes the evaluation has notification
! responsibility. In the specific case cited, the initiating firs
; is not responsible for reporting under Part 21 to NRC.

'

13. Does a licensee have an obligation to provide a Part 21 notification
if the reportable conditions are discovered by the licensee in

| the course of performance of licensed activities where the conditions
iare in the product or service of a third party?
|

Response: |

If the licensee is procuring the. product or service of the third-

party during licensed activities it would be within the. licensee's
responsibility, and therefore notification would be required.

14. Explain.the difference between the reporting' requirements If sted
below as applied to production or utilization facility licensed
under Part 50: a) 50.36, b) 50.5!e, c) licensee event reports,
d) abnormal occurrences per section 2C8 of the Energy Reorgani-
zation Act, and e) Regulatory Guide 1.16.

Response:

The major difference is that the scope of Part 21 is broader,
both as to whoe it applies and to the nature of the activities
covered. Part 50.55(e) is limited to construction permit holdJrs
and defined construction deficiencies. '

Detailed dicussion of NRC reporting requirements (Part 21,50.55(e).
Licensee Event Reports, Abnormal Occurrences-Section 2C8) presented

i at each public regional meeting is repeated as follows.
f

Discussion at July 12-26, 1977 Public Regional Meet,ings en Part
'

21 on the Ccacarison of NRC Recortino Recuirementt * Ffeures 1-7

A subject which attracted many questions was the reporting require-
sents of Part 21 as they relate to similar requirements of other
regulations. To show the stallarities and differences of compar-
able requirements, a sequence of figures has been put together to

!
assist in differentiating between the various reporting requirements.
It is pointed out that most the information presented applies to
reactors or Part 50 Itcansees - rather than material licensees or

I
. activities regulated.under other parts of 10 CFR.

|

g 21.21(b m ).5
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Figure 1 below ifsts four siellar types of events which are requiredm

H to be reported and the source of those requirements. The fourth-'

event - abnormal occurrences - is.not a requirement taposed directly
upon the industry - rather it is one imposed by Congress upon the' _;

NRC; however, it is included since the basic source of information
! for reports to this case is derived from the previous three categories.

i

Also, the criteria the NRC uses in determining what a reportable
abnormal occurrence is can be used as general guidance in determining

) what a " substantial safety hazard" might be under Part 21.
E FIGURE 14 ,

d
-

INCIDENT OR EVENT TYPE
i NRC REPORTIMi AEQUIREMENTS'

1 ~

f M SOURCE OF INFORMATICN

Y| OEFECTS AND NONCCMPLIANCE ENERGY REORGANIZATION ACT OF 1974
-

SECTIDt 206
10 CFR PART 21

CCNSTRUCTICN DEFICIDCIES 10 CFR PART 50t

a
PARAGRAPH 50.55(e)1

j . REPCRTABLE OCCURRENCES 10 C."R PART 50
g (LICDSEE EVENT REPCRTS) PARAGRAPH 50.36,

#
A8 NORMAL OCCURRDCES DERGY REORGANIZATICN ACT OF 1974

'

,'
SECTION 208

a , -

1
-1

Figure 2 below shows the parties to when the various reporting1 -

requirements apply. The significant point to note 4s that Part 21*

E is the first regulation to directly apply to not only NRC licensees4 but also organizations and individuals that are not ifcensed. Part 21''

can also apply to activities performed by these parties before a
} CP is issued if the activity becomes associated with a Itcensed

facility, or is otherwise regulated and could prove to be the cause,
4 of a substantial safety hazard at a later time.
3
3
3
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FIGURE 2

i APP'ICA8!LITY OF REPORTING REQUIREFENTS

PART 21 NRC LICENSEE ORGANIZATICNS (ALL)'

NON-LICENSEE GRGANIZATIONS SUPPLYING
NUCLEAR CCNPCNENTS AND SERVICES

INDIVIDUALS (DIRECTCR OR RESECNSIBLE
OFFICER)

CCNSTRUCTION OEFICIENIES HOLDER CF A CCNSTRUCTICN PERNIT

REPORTABLE OCCURRENCES LICENSEE OF A PRCDUCTION OR UTILIZATION
FACILITY (PART 50)

.

ABNORMAL OCCURRENCES NRC RECULATED FACILITIES AND
ACTIVITIES

Figure 3 shows the relationship of reporting requirements to the
classes of subject areas requiring reporting; namely, noncompliances
and defects that could create substantial safety hazards in Part 21

,

and the four types of construction deficiencies reportable under
50.55(e). Obviewsly, there is some overlap between these two
reporting requirements.* *

Overlap between Part 21 and recortable occurrences can also occur;
however, the reporting thresholo for reportaole occurrences is*.

[
considerably lower for the latter - thus, most operational type
events would probably be reported to the Commission under these
requirements, which appear in most operating 11cen~ e Technicals
Specifications, under Part 50, instead of under the Part 21-

umbrella. In those cases where the Commission has been notif.ied of
an event via a Licer.see Event Report (LER), and subsequently it is
determined the event was of a type which could crsate a substantial

| safety hazard, no Part 21 report would be required where the initial
reporting method has provided the infsemation ne:essary in orderi

! || that the Commission is adequately informed.

!
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FIGURE 3
,
,

SUBJECT (5) REQUIRING REPORTING
i

PART 21 FACILITY, ACTIVITY OR BASIC
CCMPONENT SUPPLIED THAL':

(1) FAILS TO CCNPLY WITH ATCMIC
ENERGY ACT OF 1954, CR ANY
APPLICABLE NRC RKUIREMENT; OR

.

(2) CCNTAINS A DEFECT WHICH COULO
CREATE A SUBSTANTIAL C 4 F
HAZARD

CCNSTRUCTION DEFICIBCIES (1) CREAJU:CVN IN QA

(2) EIGNIFICANT CESIGN CEFICIENCY.

(3) SIGNIFICANT CCNSTRUCTICN
DEFICIENCY OR DAMAGE

(4) SIGNIFICANT CEVIATI'CN FRCM
PERFORMANCE SPECIFICATIONS

.

REPORTABLE CCCURRENCES OPERATICNAL EVENTS (9 CLASSIFICATIONS
(LICENSEE EVENT REPORTS) IDENTIFIED IN REGULATORY GUIDE 1.16)

'

ABNORMAL OCCURRENCE ' AN UNSCHEDULED INCICENT OR EVENT
ASSOCIATED WITH ANY LICENSED
FACILITY OR ACTIR THAT THE
CDM4ISSICN CETERMINES IS SIGNIFICANT
FRCM THE STANCP0 INT OF PUBLIC

'

HEALTH AND SAFETY.

Since many questions asked that a comparison be made between 50.55(e)
type events and Part 21. Figures 4 and 5 are provided to illustrate
this relationship.

Figure 4 (on a following page) shows i.he sequence of steps and the
considerations that must be performed in detarsining whether a
construction deficiency is reportable. There are several similarities;
however, two points to emonasize are that 50.55(e) specifically
6ays that the CP hoider should assume that a deficiency is reportable
on the basis that "were it not correctad" it would have adversely

,
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10 CFR 50.55(e)

.

tDENTIFIED FRC8LEM

I.

+- ,,,, ,,

BREAKDOWN DEFICIENCY DEFICIENCY DEVIATION FRCM
IN IN IN PERFORMANCE

QAFROGRAM FINAL CE3!GN CCNOTRUCTION SPECIF8 CATIONS

I I I I
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I I I I
|
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*
DEFICIENCY ADVERSELY AFFECTS SAFETY OF CPERAT!CNS

I -
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CEFICIENCY 15 SIGNIFICANT

I
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. CEFICIENCY 13 IN DESIGN CR CONSTRUCTICN
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g Figwe. E . PART 21

g REPORTING REQUIREMENTS IN BASIC COMPONENTS IN POWER REACTORS
.

| IDENTIFIED PRC8LEM |

,r
. .

. |8A33C COMPCNENT|

| | .,,

~j NECESSARY TO ASSURE CAPA31LITY TO SHUT CAPASILITY TO PREVENT'

'
INTEGRITY OF REACTOR DOWN REACTOR AND CR MITIGATE CONSECUENCES

CCCLANT500NDARY MA;NTAIN OF ACC1 CENTS
i [21.3(a)(1)] [21.3(a)(2)] [21J(a)(311

1

3 4 + +
1 y
J

| CONTAINS PCTINTIAL DEPECT |
1 .

'kj -

u
^ *

i i i i . i
A DEV1ATICN IN INSTALLATION, DEVIATION IN A CCNDITICN CP

$ A DELIVERED USE OR PCRTICN CP A BASIC CCMPCNENTj COMPCNENT CPERATION OF PACILITY CPPERED , THAT CCULD*
[21.3(d)(1)) DEPECTIVE PCR ACCEPTANCE CCNTRIBUTE TO

1 CCMPCNENT [21.3(d)(3)] EXCEEDING CP
1 [21.3(d)(2)] SAFETY LIMIT

[21.3(d)(4)]

j CR C CR C,R
,

i
4

N
EVALUATION SHCWS DEPECTf COULD CREATE A SUBSTANTIAL

| ! SAPETY HAZARD . [21.3(k)]
'i

Y
'

i,

l
'

I REPORTING ANO CORRECTIVE
ACTION RECulRED

4y 21.21(b)(1) 10
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affected the safety of operation. Part 21 is not as specific as
that but uses the words "could create a substantial safety hazard"

' which generally implies that the same assumption should be made.,

The second important point under 10 CTR 50.55(e) is the use of the
word "signi ficant". What is significant? To determine that, CP
holders under Part 50.55(e) are required to evaluate the event or'

condition to determine whether it is or is not significant. Some
guidance is provided within 50.55(e) but again judgment is required.

Under Part 21 we specifically state that an evaluation of a deviation
must be made to detamine whether the deviation is a defect that
could create a substantial safety hazard. So in this context the,

two rules are stallar, but based on criteria established for each in
detersining whether the matter is "significant" or "could create a
substantial safety hazard," the threshold levels of reporting vary
greatly,pthPart21themorerestrictive.
Figure 5 (on the preceding page) shows a block diagram of the steps
and considerations for determining reportability under Part 21. You
should note the differences from the previous slida. Cbviously, in
putting diagrams like Figure 5 together, it is tapossible to include
all the dotati such as the following two points which you should not
owirlock. The first is that Part 21 covers two phases or principal
subject areas, one being defects in basic components which could
create a substantial safety hazard and ne second being nonconoliances
relating to substantial safety hazards. Ffgure 5 primarily accresses
the defects in basic components rather than noncompliances, since
the questions received in this area were greater in number, more

. complex and the relationships appear least understood. Next, when
one talks about basic component, the first impression most of us
get is that it means hardware. In the case of Part' 21, specifically'

in paragraph 21.3(a), it states: ,

"In all cases ' basic ecaponent' includes 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."

Thus, with the very broad definition of basic companent, any company
providing services or activities which have a safety relationship to
a defined basic component are subject to the rule. Referrin'g to
Figure 5. first, one has to have a problem which involves a basic
component. Basic component is further defined by the three categories
shown. Then, of course, one has to have a potantial defect in the
basic component which may not be a defect unless it fits one of the
four categories shown following - potential defect, f.e. ,

.
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| either the defect must exist in a delivered component
4

or

| the defective component must have been installed, used, or
! = operated
1 i

8P.

in the case of on-site work or software, the deviation was
associated with a portion of a facility offered for acceptance

.

I, 8"
.i

the condihfont of the potentially defective ccaponent coulde

| have contributed to exceeding a safety limit.

! Shwuld the situation pass this far through the qualifying matrix,
we arrive at the key consideration of Part 21, the evaluation as to
whether the defect could, if uncorrected, create as sube'.antial
safety hazard.

,

| Next on Figure 6, " Abnormal Occurrences," are events that NRC sust
report quarterly to Congress under Section 208 of the Reorganizationa

] Act of 1974.
I
I The basic criteria used by NRC is shown in Figure 6. Note: tt.e

same words are used here as in Part 21's definition of a substantial
, " safety hazard," namely, "a major reduction in the degree of protac-
1 tion to the pue!ic health and safety. This information can be*

found in Appendix A of the referenced document (NUREG-0090-6, or
subsequent quarterly issues of these reports to Cengress) along

! with examples of the types of events which are considdred to fall
| in the category of a major loss of protection to the health and.

t safety of the public. The quarterly NUREG-0090 documents are
. j available from the National Technical Informatioc Service, Springfield.

; Virginia 22161. The present price is 33.50.'

! Figure 7 below lists the nine categories that are listed in coerating
! reactor Technical Specifications and in Regulatory Guide 1.16 whien,

i is available to the licensee as guidance in reporting Licensee'

| |
Event Reports (LER). Since LERs are an important source of informa-,

tion that will be reviewed by the NRC in dotarmining which of these
| events will fit the Ifniting :ritaria for reporting of abnormalr

'

occurrences to Congress, this information may also providt useful
guidance to the industry.

I
e,

| |

i,l
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! FIGURE 6
~

l. CRITERIA F04,EVALUA N ON

1

I A8NCRMAL CCCURRENCE (NRC POLICY STATEMENT - NUREG 0090-6)

! ; EVENTS INVOLVING A MNCR REDUCTICN IN THE DEGREE OF PROTECTICN TO
PU8LIC.

(1) McCERATE EXPOSURE "O OR RELEASE CF, RADI0 ACTIVE MATERIAL'
LICENSED BY CR OTH5RWISE REGULATED BY THE ComISSION,

.

(2) MMOR CEGRADATICM CF ESSENTIAL SAFETY-RELATED EQUIPMENT, OR

(3) MMOR DEFICIENCIES IN DESIGN, CCNSTRUCTION, USE OF, OR
MANAGEMENT CCNTROLS FCR LICENSED FACILITIES CR MATERIALS.

'

s
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|

|
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FIGURE 7,

f j
i CRITERIA FOR EVALUATION |i '

.
LICENSEE EVENT RFPORTS (REGULATORY GUIDE 1.16) |,

'

(1) FAILURE OF THE REACTOR PROTECTION SYSTEM CR OTHER SYSTEMS TO
INITIATE THE REQUIRED PROTECTIVE FUNCTION IN THE APPROPRIATE

j
" jTIME,

1

(2) OPERATICM (UNIT OR SYSTEM) WEN ANY PARAMETER IS LESS CCNSERVATIVE
THAM LIMITING CCNDITICN ESTA8LISHED IN THE TECHNICAL SPECIFICATIONS.

.

(3) A8 NORMAL DEGRADATICN IN FUEL CLACDING, REACTOR CCOLANT PRESSURE
SOUNDARY OR PRIMARY CONTAINNENT.

(4) REACTIVITY ANCMALIES.

(5) COMPONENT FAILURE OR MALFUNCTICN WHICH PREVENTS OR COULD
PREVENT FUhCTICNAL PERFCRMANCE IN ACCICENT SITUATIONS ANALYZED
IN SAR.

(6). PERSONNEL ERROR OR PROCEDURAL INADSQUACY WHICH PREVENTS OR'

COULD PREVENT FUNCTICNAL PERFORMAPCE OF SYSTEMS IN ACCIDENT
i SITUATIONS ANALYZED IN SAR.

(7) MATURAL OR MAN-MACE CON 0!TIONS OR EVENTS THAT REQUIRE SHUTCCWN
'

OR OTHER PROTECTIVE MEASURES IN ACCORDANCE WITH TECHNICAL
.

., SPECIFICATICNS.

;

(8) ERRORSDISCUSSEDINSARANALYSISORBASESFORTECHNICAL| !PECIFICATICNS.
,

i .,

.

(9) PERFORMANCE CF STRUCTURE, SYSTEMS, CR CCMPONENTS THAT REQUIRE
CORRECTIVE MEASURES TO PREVENT CPERATION IN LESS CONSERVATIVE
MANNER THAN THAT ASSUMED IN SAR ANALYSES OR TECHNICAL
SPECIFICATICNS BASES.

.

t
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In suesery, it can be generally concluded that a Part 21 report
is not required to report a " defect" where one of the other-
reporting methods has been used. However, before reaching this
conclusion one should certainly consider the much broader scope
and notification requirements of Part 21 carefully before concluding-

that a Part 21 report or related information required to adequately'
infore the Consission is not required. This concludes the discus-
sion relating to Figures 1-7.

,15. Must itees reported as $1gnif'fcant Deficiencies (ur. der 50.55(e))
or Repcrtable Occurrences (under 50.36) also be reported as
required in 12 CFR 217

*

Resoonte:

Duplicate' reporting is not required. Care should be exercised,
however, to assurs "that the Commission has been adequately
infors# ($21.21b) and that the information specified in $21.21(b)(3)
fr provided rhould the reporting party's evaluation show that a
nosifiestion is required.

16.. How do we determine when. to report a "prc51es" under the provisions
of 50.55(e) vs the provisions of Pars *217

_Resconse:

$50.55(e) requires initial reporting in 24 hours of the time
* Ifeensee or his agent first identifies a significant deficiency.

A followup report is required in 30 days. If evaluation requires
substantial time to completa, interia rsport(s) are- accaptable.

'

$21.'21(b)(1) requires " reporting within two days of fe m the-

[ director or responsible officer obtains information reasonably
| indicating a failure to comply or a defect" with a written rsport

required within five days. .

In all cases, the exercise of reasonable judgment is expected in
reporting potentially reportable problems to avoid the severe
penalties, which could be taposed should tr.a prod 1em turn out to
be reportable.

17.' 10 CFR 50.55(e), Conditions' of Construction Permitz, requires ,
that the holder of a permit notify the Commissici of certain-

- designs and construction deficiencies which are also the subject
of 10 CFR 21. Why has not 10 C/R 50.55(e) beenJ.eletM7

|
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| 'j Response: |

| -k 21. For example,1) significant damage to a basic component following
| $50.55(e) requires reporting that would not be reported under Part

'
4

lj delivery to the site is reportable under 50.55(e) and not under Part
1 21; and 2) a significant break down in quality assurance is reportable,

i under 50.55(e) and not under Part 21.
'

l '

18. Is the determination of a " defect" based on the same criteria es
provided in Part 50.55(e) and/or the requirements for technical,

0 specifications for operating plants?
I

*-

Response _:

I No. In the case of the permit holder, however, a defect reportable.

E. under Part 21 would also be reportable under 10 CFR 50.55(e). Inj
i.

the case o.f the Itcensee some items could be reportable under Part
3 21 that are not reportable as 1.ER.

I 19. Can the time period for written reports required by 10 CFR 21 bej increased to be comparable to that for operation plant technical
specifications (14 days)?

,

1 Response:
i

| A petition for ruleraking is the proper vehicle to request a change.

j to the rule.
I 20. The reporting requirements of 10 CFR Part 21 appear to be more

'

i

I comprehensive than the reporting requirements of reactor technical.

[ specifications or 10 CFR Part 20. Is it the intent of this reguia-
| tion ts tapose reporting requirements whose scope exceeds those
y already in place? - *

* '
Response: *

It is the intent of Part 21 to require reporting of defects and
,I

noncompliance which "could" create Substantial Safety Hazards. The
-

Congressional intent in drafting Section 206 of the Energy Reorgaiza-
! ! tion Act of 1974 was to anticipate significant safety pecblems

5 before they occur. Actual "sa1 functions" which are safety-related
| | are reported in accordance with 10 CFR 50.36 and the Itcense techni-
i cal specificatices. Defects, noncompliance and conditions wnich

'
g

1 ! "coula" contribute to a substantial safety hazard are reported injj accordance with 10 CFR 21.21.

{i
0
h
4
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21. For possible problems noted under 10 CFR 50.55(e) we report to,

the Commission "possible significant deficiencies." Will we be
allowed to repnrt "possible defects and noncompliances" under thei

requirements of 10 CFR Part 217

Response:

ht, a report may be made duriag the evaluation before the con-
clusion is reached that the deviation is a defect. A report is
not required, however, until 2 days after the responsible officer.

or director is infor:aed of the conclusion reached as a result of
.the evaluation.

*

22. It appears to us that there will be more reports filed with the
Commission under the requirements of 10 CFR Part 21 than under 10
CFR 50.55(e). Does the Commission have this same belief?

Resoonse:'

No. The majority of itans subfect to reporting under 50.55(e)
would not fit the definition in Part 21 for a " defect" involving
a " substantial safety 11azard." For those cases where both.50.55(e)
and Part 21 reporting requirements may apply, it is expected that
permit holders will report only under 50.55(e) as long as they
include the information required by Part 21 to adequataly inform
the Ccamission.

23. Will we be required to issue reports specifically addresssing 0
CFR 21 if the reportable itse is currently covered by other

* regulatory requirements?

Response: -

| No. Information req'uired by Part 21 notification requirements
can be included in other reports submitted to satisfy other
regulatory requirements.

24. Explain the relationship, including examples, between 10 CFR 21
reporting requirements and other reporting requirements such as
Licensee Event Reports imposed on operating reactor licenses.

Resoonse:

In most instances, an item which 'is reportable by a licensee
under Part 21 is also reportable by a licsasee event report. Two
examples of items reportable under Part 21 that are not required
to be reportable by a licensee event report follow. First is the

21.23(b)(1)-17

_

- 92 --m * -

s ,w-mm% - _ m --- _f m'"*6
- ,_ . = - n .mw - '

'' - [" N ^3 fl9,27 M_X ;-- = _3M, Ic- --. _ _ _.__ _ -

w s --

4

| _ -_sm



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

i
8 | -*
* *

.
.

$,
-

|
-

.,
.

. t '. -
.

.. .. . . .. ...m._. . ,

m,,- --m~____-_- - : n _ _3__ - wg, g - _ , , ,
_

; Pgr
' i
! - .

E.

i ||
i -;

L

I'
il report required for a defect in a basic component delivered to a
|| Itcensee which the licensee discours after initial receipt inspection*

,

which has not been installed in the facility. In this instance, a
,

'

Ifeensee event report would not be required. The second is a report i
'

i required for a defect or noncompliance in a security systaa.

|||
I 25. Will you please give a couple examples of nonceap11ance under

||
Part 20 and/or 34 that would require disclosure and. notificattoa'

y under Part 21.
U

Response:
|'
I An enaple of noncompliance under Part 20 that could require*

I notification under Part 21 is a failure to provide appropriata
personnel monitoring equipment such that the occurrence creates a

q. " substantial safety hazard."
lh

, i An example of noncompliance under Part 34 that would require

-
.

notification under Part 21 would be a failure to properly control
access to an area where radiography is conducted so that a "sub-

I stantial safety hazard" is created.
,
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21.21(b)(2) of . Notification of failure to comply or existance of a defect l
j
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1. . What constitutes " actual knowledge" that a defect has been
reported, given the fact that individuals within a corporation
must consonly rely on other individuals within the corporation toi

perform the requisite evaluations or to see that a letter gets
sailed? If a director or responsible officer is negligent and
fails to see that the proper report is made or the evaluation is
done properly, wouldn't he or she be insulated frem personal
liability by the " knowingly and consciously" language of 521.617

. Response:

A director or responsible officer would be liable under 521.61
for a failure to notify if he has infomation reasonably'
indicating a defect or failure to comply and does not have actual
knowledge that the Ccesission has been adequataly informed.
Actual knowledge is more than a good faith belief. A director or
respcasible officer would not be personally liable if he'dcas not'
receive information cf the existence of a defect because- the.

evaluation is done improperly.

2. Please discuss further what constitutes adequate verification by
a responsible officer that a report has been made to the NRC.,

i
: For example, does receipt of a record of a telephone conversation

with an NRC regional office making the initial notification (made
by the person designated as responsible for making such initial
notifications) constitute adequate verificatien?

Response:

Yes. Though the Ccmission does not require it, it would be wise
for an organization to set up a procedure whereby any contacts

1 21.21(b)(2)-1
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;
s which wculd qualify as adequate Part 21 notification'would be

docueented. Where the notification was oral, a record of the'

5 conversation should be forwarded to a director or responsible
officer who should also receive copies of the written report,

r 3. Where an extensive avaivation of a defect is required to determine
whether it constitutes a substantial safety hazard, what provisions=

I are made for notification time extensions?
~ ,

- Response:
1

As the terms are defi.ed in Part 21, initial notification to NRC2

aust be made to NRC within two days of when a director or responsi-- r
- ble officer obtains information. There is no time limit in
-

Part 21 for performing an evaluation of a deviation to determine
; whether it is a defect.

1!= the 48 hour time period for " initial notification" to the4.
Otructor, Office of Inspection and Enforcement, or to the Directora
of the Regional Office under Section 21.21(b) intended to allow,

for evaluation of deviations under 10 CFR Section 21.21(a)(1)(1)?,

} Resoonser

- The 48-hour time period for initial notification does not begin
" to run untti the evaluation has been completed and the director
- or responsible officer has beeri informed.-

.
,

f '

- ~ 5. May we assime that reports made to the NRC Regional Director, or
to his designated alternates, are acceptable in the absence of-

-

- the Dire-tor himself7 (Specifically the concern is for reports
3 which must be made during vacations, holidays and w'eekends.)
.

Resoonse:
~

, _
-

-

Yes. Reports scde to the 01 rector, or to a responsible member ofiij the Director's staff, will satisfy this requirement.

] 6. Do the two and five-day time limits on reporting refer to calendar
days or working days?

Reseense:

The two and five days.are calendar days, cot working days.
i
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7. Does 10 CFR 21 allow for a period of evaluation between the time
a potential safety concern is identified and when it must be
reported to NRC7 If so, what period of time is considered reasonable?

,

Response:

Yes. The rule presently is silent in regard to the time free'
when the concern is identified and the time of report to NRC.
This time is presently considered to be unquantifiable for all
facets of facilities and activities regulated by NRC.
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! 21.21(b)(3) of - Notification of failure to comply or existance of a defect
* ts) So wrteten report required by this
i paragraph sh&2 IBelude, but need not be

;
'

itettas em tae feuewin6 taformation, to
-

the estant known:
J(1) Itame and addraus of the tac |1 Tid.

eat er indtvktuaJe informins the,

esa fdannaemuen of the fac111ty, the
acttutty. er the beme coanpsment sunoued
for such fae:hty or such acurity withta
the United Statas aluch fads to comply
er enasaans a defect i

fin) IdanMaranen of the arm con. i
sarnettes the faculty or supplytne the 1

, , . t which fans to somisty '
<

baase
er omstasas a defeet

| stys afeture of the defect er facure to i

e@ and the safety hasard which is1

erussed er eeuld be creased by secta de.
fast er fadure to een: ply.

] .. Evt The date on whickt the information
et maak defect er fanure to sempty was

i
eheanneL

two 3a tbs asas of a beene coerenant
wiush eumsalme a defect er fans te cant. ]
ply, the amaner and location of ad such

|eengements in use an. minoued for. er
hoog espoued for one or more facultsee I
er assertnias enaject to the requiattens |

e in this pars
j tys) "De certsettve action *Idctt has

boom,is botas er wtB be taken: the name <

et the tedivktual er ert=a***'ma russen. |
* albie far the accen: and the 1erth of l

tame that has been er irin be tasca to+

emaplese the accen, l
evilD Any advice related to the datest |

er faaliere to sempty about the faculty.
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metivstr. er basse --- _ a taas hae
bens. to beans. er sta be srve.n to pur.

.eboeure er Deensaga.

1. 521.21(b)(3)(vi) states "In the case of a basic component which
contains a defect or fails to comply, the "nuater and location".

I of all such components in use at, supplied for, or being supplied
! for one or more facilities or activities subject to the regulations
| in this part." After we identify a defect it may be difficult or
], impossible to trace "all" such components in use or supplied for
|| use in the United States. Clarify our responsibility in this
si: regard.
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5 Reseense:
=.

I E The director or responsible officer would be expected to provide
; r information on the number and location of other delivered com-
~ E ponents with siellar defects to the extent that this information

" is known by his or his organization.,
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21.21(b)(4) of - Notification of failure to comply or existence of a defect

$ $ $c Wr*
pran

w.a. M. e, na, .a,s, intsN.a.a.as re,.En e-. i m e.e.
!

-

of her respomdmMy uaner taas

f

1. These regulations provide that, "0 tractors and responsible officers
may designate an employee to provide on their behalf the noti-
fication to NRC." Can this designated employee also file the
written report within five (5) days? (Permission for this is not
specifically addressed in the regulations, but I believe it was-

intended.)

Response: .

The designee may acccmplish the notification which includes the 1
. written report and the initial notification by means other than

'

written communication.

2. When a director or responsible officer designates a subordinate
>

to provide notification and the subordinata fails to comply, who j

is to be cited for the infraction?
'

Resoonse:
,

The director or responsible officer would be cited for the infrac-*

tion if he has information reasonably indicating a defect or
failure to comply and he did not have actual knowledge that the
Commission has been adequately informed.

How is the individual who is designated to providn'the notift-3.
cation to function in relation to the responsible officer or
director? ,.

*

Resoonse:

It is solely a delegation of the notification authority but the
director or responsible officer retains the responsibilities.

4. The Preamble states: "The individuals subject to the notification
requirements of Part 21 have teen restricted to a) directors and
b) officers vested with executive authority over activities subject
to this Part. These individuals may identify an individual who

21.21(b)(4)-1
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is authorized to provide notification to the Commission." The first
sentence quoted apparsntly restricts the notification requirements
to "...a) directors and b) officers vested with executive authority...,"
and the second sentence states that an individual may be authorized
by the above individuals. Does this mean that by designating an
VE as the-representative (to be "... authorized and empowered to
decide all matters...the execution and progress of the work." as
stated in the licensee's Contract Documents) that the V E will
assume all liability under 10 CFR Part 217

Response:
*

*

No. An "VE" is not generally an individual. Further, within
the V E there will also be individuals subject to Part 21; for

{ example, the " individual director or responsible officer" of the
VE..
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| 21.21(c) of - Notification of failure to ccaply or existence of a defect

! . inameu.= ...i. ,=.,

to supply .e riguarte be the Comm.sa.non
eks may b!

ddluonal tutermauen related
to the detett or fadure to taunply.

!

1. Will the Commission ever nquire the purchaser, in the course of
investigations for cause and corrective action, to divulge additional
information on the suppiter's activities which may lead to a
determination Jf failure to comply with notification requirements
of 10 CFR Part 217-

Resoonse:

- NRC cart. request the responsible individual to provide all necessary
I information censistent with $21.21(b)(3).

.
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21.31 Procurement Documents

t' '

saen teement corp snon. partner. '

; sano or ou=r enuar manes to sne en.e w - in uus pass ar.a:s assure inas
een procuremans encument for a ra.
etutF. or a basic component issuee tv
hast her or it en er after January 6. Isi8
s-a- wnen soohennte. that use pro.
Tinaans et le CFR Platt *1 apply.

.

.

1. Current contracts and purchase orders do not have to be updated to
require compliance by them. We are assuming that the NRC will take
responsibility for their notification. Further, if component suppliers
are obligated for notification requirements under Part 21 even though
the procurement documents make no referatice to Part 21, what is the
purpose of requiring that procurement documents include a provision
that Part 21 applies?,

Reseense:

The final rule has been published in the Federal Register and NRC has
made substantial efforts, including scheduling of puolic meetings, to
promote industry and public awareness and understanding of the applica-
bility of Part 21. Beyond that, NRC does not intend to notify each
supplier individually of the requirements of these. regulations. As,

the question recognizes, component suppliers are obligated to comply
with Part 21 even though the procurement dccuments make no reference
to Part 21. The notification requirements apply where a director or
responsible officer subject to the regulations obtains information
reasonably indicating a failure to comply or a defect. Specification
in the procurement document that Part 21 applies is designed to aid
component suppliers in detensining whether or not the component being

| supplied is a basic component within the meaning of Part 21.
~

2. Contracts and purchase orders issued after January 6, 1978, require
i clauses indicating that Part 21 is applicable. Will it

21.31-1i
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b be considered sufficient by the NRC ff a simple statement to the
5 effect that "Part 21 is applicable" is included in the contract or

[ purchase order, or will licensees or constructors be required to
identify the specific application af 10 CFR 21 in contracts and purchase It-

g orders?

f Response:
'

h De simple statement that Part 21 is applicable to a specific basic
s component is sufficient, but the purchaser may, if he desires, be more
) specific. |

E
-

I 3. In the judgment of the Commission, should purchase orders for safety-
5 related material such as eiscellaneous structural steel, anchor bolts,
4 etc., include the requirements of 10 CFR Part 21 or should the
.l- requirements be limited to purchase orders for major safety-related

f equipment such as pumps and valves?

f Resoonse:
7
4 " Basic component, when applied to nuclear power reactors means a plant
F- structure, systas, component or part thereof . . ." Each procurement

document for a " basic component" aust specify that the provisions of
{ Part 21 apply. Therefore, purchase orders for structural stael or2

f anchor bolts, if they are basic components or parts of basic components,
E must specify that Part 21 applies.

.

4. What if the initial issuer of a procurement document fails to specify'

that. Part 21 applies? Is the organization subject to fine for failure-p
to specify that the provisions of 10 CFR Part 21 apply?-

,

*

t'
-

Response:

.

p--
The issuer of the procurement document is not subject to a fine under
Part 21, but could be subject to a fine under Part 2 Subpart 8, if hee

E fails to specify in a procurement document for a " basic component,"
I that Part 21 applies. Applicability of a fine via Part 2, Subpart B,;
E will be determined on a case-by-case basis.;

,_

Are contractors subject to Part 21 if Part 21 is not referenced in

{5
5.

f I their contracts? If the answer is yes, how does an organization know
when it bacenes subject to Part 217

,

*
Response:

I Contractors who knowingly supply basic components are subject to Part

f [ 21 even if PaK 21 is not referenced in their contracts. Part 21 has

U
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been published in the Federal Recister and states the entities to
which it applies. Furthermore, the Commission has engaged in public
informational meetings to further assure that the persons covered by
Part 21 are e tre of the rule's appifcability.

'

6.
Other than insertion of a contractual provision pursuant to 10 CFR $21.3 {is the.1tcensee responsible for assuring that contractors, suppliers,. -

consultants, etc., comply with this regulation? Are quality assurance'

audita required of those organizations to audit complianca with Part !

217 Does this responsibility track back to the supplier of each i

component and part thereof?
I

Resconse:.

The Itcensee's responsibility for insuring compliance with the pro-
visions of Part 21 by its contractors, suppliers, and consultants is
limited to the requirement that each procurement document for a facility i
ce baste component specifies that the provisions of 10 CFR Part 21
apply, when applicable. This same requirement applies to all other
organizations which are subject to Part 21. The Energy Reorganization
Act, of 1974 authorizes the Ccamission to conduct such reasonable
inspections and other enforcement activities as needed to assure
compliance with the provisions of Section 206. Organizations, which
are subject to Part 21, are not required to perform quality assurance-
type audits on suppliers specifically for the purpose of insuring
compliance with Part 21.

7. Does a purchaser have an obligation to apply 10'CFR Part 21 to 1cng-.

term contracts 1. sued prior to January 6, 19787

Response:
.

g .

A purchaser does not have an obligation to amend existing long-ters
contracts to specify that Part 21 applies. However, Part 21 applies
to contracts which are in existence on or after August 10,1977, if,

the contract is to supply a " basic component."
k

5 8. Where an NRC licensed activity has established "open orders" for spare'
parts with a supplier, will it be necessary to impose 10 CFR Part 21
although the order was placed prior to January 6, 19787,

|
Resoonse:

i

| Section 21.31 requires that each procurement document issued on ors

j after January 6,1978, specify the appifcability of Part 21. Although
|,

Part 21 does not require that each procurement document already in
existance on January 6 be revised to specify Part 21 applicability.

| the specification should be added to any subsequent amendments or
i orders which are issued after January 6,1978.
!
||
i
'
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9. Paragraph 21.31 requires assurance that the provisions of Part 21
i

shall apply to each pracurement document. In ites (6) of the Comeission's '
enaments on the regulations, the fourth paragraph states that during a

1stage of conceptual design or consultation in regard to feasibility it
is appropriata to specify the applicability of Part 21 in the procure-
ment document only when such a design or consultation can result in
the creation of a substantial safety hazard. This interpretation will
have an insulating effect on certain consultants. Ve believe it is
also taportant to provide some protection to small equipment supply
shops whose owners do not have an understanding of the law in this
area and say decide to avoid the nuclear industry due to potential.

liability under Part 21. When adequate receipt Inspection criteria
can be established and subsequent inspection can be effectively conducted
by the purchaser in conformance with Part 50, Appendix B " Quality
Assurance Criteria " is it necessary to specify the applicability of
Part 21 in the procurement document?

Response:

If the equipment is a " basic cor:ponsist," then Part 21 applicability
must be specified in the procurement document.

10. Is failure to comply with 21.31 subject to the reporting requirements
of Part 217

Response:
.

' No. A failure to cceply with section 21.31 is not subject to the
reporting requirements of Part 21 because the failure to comply with-

these requirements is not related to the creation of, a substantial- .

safety hazard.
.

.

.
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$21.41 Inspections

3E

a.I:
see.n.inerwnat ea.rm.. a. nan, pe.r.mer.m -u u in .

!anans la this part aban pernut duty<

=E | autaariand reormentauves of the com.
musica. to inspect its recorus, pronuses,a

actmcas, and besia consonesta as noe.
; ensary to .seenanze tne surposes st uun

* -

1m
l > .'
' '

i. What type of inspection and other enforcement action is the NRC
pmposing for enforcement of Part 217 Will inspections be
conducted prior to notification?

j

i

Resoonse:.

Inspection and enforcement of Part 21 will be incorporated as an
^

l additional requirement into our current reactor, material and
| vendor inspection programs and will include both announced and i

unannounced inspections. '

._

2. What steps are being taken to communicate a consistent position
within the NRC to ensure consistant application, interpretation, !

( and inspections?

Response:
1

-

_ ; Critaria for Port 21 inspections are being d6veloped for incer-
i paration into existing inspection procedures for use by all the

Regional Offices. These criteria will be consistant with the positions'

set forth in this document."

3. What constitutes demonstration of compliance at a facility which
has not had a defect or failure to comply requiring notification4 under Part 217

Resconse:
-

.

- ;

] Inspections of the posting requirements of Section 21.6, procedures
required by $21.21(a), and saintenance of records under $21.51,a

when those provisions of Part 21 take effect, will be conducted;

] to determine cespliance with Part 21.
a ,

~'

4. Will the NRC inspector expect to find in the supplier's QA Manual
- reference to and a procedure for reporting defects?
. ] -

- Il
I I

|

4 ,

|=

'
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; Response:

The corporate procedures should provide for the ide.itiffeation ofi

deviations, ($21.3(e)) and, as appropriate, their properi
disposition. This 1N1udes evaluation and notification to NRC'
of the defects (K21.3(d)).have to be included in a QA Manual.These procedures do not nacassarily

'

'

5. idhat will the nature and scope of the NRC inspections be at a*

component manufacturer? Will they be specific investigations to
assure that no components with defects as defined by Part 21,
have been delivered or will they also include verification of.

ASME Section III Quality Syst s imp 1.ementation? If they include
Section III verification, it would sees that this is a fu-ther
burden and redundancy over and above inspections already ieing
performed by the ASME, local Authorized Nuclear Inspectict:
Agencies Architect-Engineers, utilities and N555's.
Response:,

The NRC's program of vendor inspection is designed to' verify
conformance to the 10 CR Part 50 Appendix 8 criteria. These
criteria, along with ASME code requirements (50.554), are imposed
upon nuclear reactor vendors and suppliers by the licenses
through normal cessercial procurement documents. The NRC generally
depends upon ifcensees or their agents to verify compliance with
these requirements. However, the NRC reserves the right of.'
indepeMant verification to assure protection of the health and- safety of the public. As stated in question 1 above, Part 21 is( an additional requirement which will be included within the scope ,

of the current NRC inspections.
.
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1. Discuss type of records required by Part 21 for Part 8011censees
* and their suppliers.i

-

1

I

I
I

I I
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Response:
,

As stated in the preamble to the effective Part 21, it is not
anticipated that the records required by Part 21 to assure coa-
pliance with this Part will necessitate any change in the documen-
tation procedures of organizations that are presently complying and
remain in compliance with 10 CFR Part 50, Appendix 8, quality
Assurance Criteria for Nuclear Power Plants and Fuel Reprocessing
Plants.

In addition, records should include the following:
.

a. Information sufficient to describe the deviation,

b. An analysis of the effect of such deviation in a basic 'ctssponent
if used in a facility or activity subject to Part 21.

c. A c'onclusion based on this analysis as to whether the deviation
could creata a substantial safety hatard.

2. Is there a time limit for the transfer of records under 10 CFR
Section 21.517

Resconse:

No.
~

3. At what point can records related ta evaluations and modifications
be destroyed under Paragraph 21.51(a)?'

'

Response: .

Records related to evaluations and notifications that are not
related to the actual creation of a substantial safety hazard can.

.

be destroyed after authorized by the purchaser, as explained in
Section 21.51(b). Records relating to evaluations and notifications
which are related to the actual creation of a substantial safety
hazard should be retained for the life of the basic cceponent to
which the record refers.

i
'

I 4. Please clarify the following statement. "If such purchaser is
unable to make the determination as required above then the rescen-

|[ sibility for making the detarsination shall bs transferred to thei

I
| individual, corporation, partnership, or othrr entity suDject to

I the regulations in this part that issued the procurement document! j r

1 to the purchaser.",

E
r
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- Resconse:

~
The intent of this part of the rule is that, in those cases where
the supplier or purchaser cannot make the determination, the

'I responsibility for making the detarmination on record retention
i be passed up the purchaser / supplier chain to the organization

which can make the determination.:'

5 5. Are supplier nlated requirements of Section 21.51(b) satisfied
y ,1f all the documentation is turned over to the purchaser / licensee
F without making any determination as to whether portions of the

documentation are, or are not, related to the creation of a
substantial safety hazard?-

: Resconse:

[ Yes, supplier related requireeents of 21.51b have been satisfied.
~

: ;-
'

- 6. Paragra'p'hs 21.6, 21.21(a), 21.31, and 21.51 are effective January 6,u

: 1978, and the remainder are effective July 6,1977. Paragraph '
N 21.51 pertains to the maintenance of records and Paragrapn 21.21(b)
!i pertains to notification and writtan reports. Are records of

notification and written reports that are required between July 6,,:

1977, and January 6,1978, to be maintained in accordance with'-
,

: Paragraph 21.517

j Resconse:
*

,

-4- It is the staff's position that an entity required to maintain
records under 21.51 should maintain records of notifications and

.? written reports made to the Commission.-
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i 21.61 Enforcement|

I .
!
,-

'
Amy director er respons6k!e eScar sut.

|
Jact to the regulauens la uns part une

i
g knowinsly and caaery cada se pre.

vede the mouce reentred by a 21J1 shalt
i

I be subject to a ema penalty in an amount

i net te esseed SLO 0e for esah failure to
provide such sence and a total amount

j
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. I
reae tauure for the purpose of compunas

| me e cmanenaltr.
1 |

|

1. Does failure to notify within the requirements of Section 21.21
i,

of 10 CFR Part 21 place all directors and responsible officers at*

|
g -

risir, of q,1vil penalty?s

| .

Rescorse:
i

Y Failure to notify places at risk of civil penalty all directors

>%| ?
and responsible officers who had obtained informatTdn reasonably
indicating a failure to comply, or a defect, and who knowingly

! and consciously failed to report such information. Any director
i or responsible officer who did not have such information is notI

!' subject to a penalty for failure to report.

2. What is the applicability of a civil penalty under Part 21 in the
following instances?

| a. If an organization clearly should have specified applica-
I bility of Part 21 in the procurement document but failed to
l do so, will the " responsible officer or director" he liable
! for a civil penalty?

.

*

i b. If an organization fails to preperly c=mply with the posting
recuirements, will a " responsible officer or director" be

I j |3 liable for a civil penalty?

c. If an evaluation of a deviation is either not conducted or.
is not adequately conducted, will the " responsible officer

.
I or director" be liable for a civil penalty?

! h
d. If the evaluation detar. sines that a substantial safety'

|
i hazard, in fact,"does exist but the " responsible officer or

director" is not informed, will such " responsible officer or
director" be liable for a civil penalty?

I

4
is

0

|
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. i e.' Can the failure of an employee to inform a director or
'

responsible officer of noncompliance or a defect pursuant to
proceduras adopted under 521.21(a)(2) result in liability
being incurred by the director or responsible officer?

Response:

In all of the above cases, the responsible officer or director
will not be liable for a , civil penalty under Part 21.

*

7. Since the fines are only for knowing and conscious failure to
report defects, what are the sanctions for other violatjor.s of*

these regulations?

Resconse:

The enforcement of the requirements. of Part 21, other than a
knowing 'and conscious failure to report a defect or failure to
comply, would be . initiated, as determined appropriate on a case-
by-case basis under Part 2, Subpart 8, of the Commission's
regulations.

4. Would an employee be subject to NRC enforcement action for failing
to inform a director or responsible officer of noncespliance or a
defect pursuant to procedures adopted under $21.21(a)(2)7

Rosconse:

No.
.'

5. Section 21.61 provides that any director or respontible officer
subject to Part 21 who knowingly and consciously fails to provide
the notice required by Section 21.21 shall be subject to a civil
penalty. May a civil penalty for failure to notify be assessed,

upon a person at gg level of the executive chain of cc:reand who,
as a result of an nonest and retsonable error in judgment or
interpretation, fails to notify the Commission of an event which
is subsequently deemed reportable?

Resconse: '

If the director or responsible officer has been informed, based
I on the evaluation, that the deviation or failure does not con-

stitute a defect or failure to cceply which is reportable under
Part al, and if there-is a reasonable basis for this determination,
he would not be subject to a civil penalty for knowingly and

I
'

21.61-2
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Il program. Unless experience indicatet otherwise, no separate,
: E- inspection and enforcement program for Part 21 will be implacented.
I g

13. What are the events which would be involved in taposing a civil,

e penalty under 10 CFR Part 217

Resconse:
, . >

' The Director, Office of Inspection and Enforcement, would first
serve a written Notice of Violation upon the person charged. The
Notice of Violation will identify the basis for the charge, the
amount of the penalty which the Office Of rector proposes to
fapose, and the opportunities available to the person charged to.

protest the charge. The person charged may then either pay the
penalty in the amount proposed or answer the Notice of Violation
within the time specified in the Notice If the person charged
elects to answer,'the Office Director, after considering the
answer..will issue an Order dismissing the proceeding or imposing,
mitigating, or resitting the civil penalty.

The person charged may then request a hearing. If the person'

requests a hearing, the Consission will issue an Order for Hearing
' before an Atoef: Safety and Licensing Board or an Administrative

Law Judge. After the hearing, an Order will.be issued dismissing,

the proceeding or faposing, attigating, or remitting the civil
penalty. Opportunity for review of the Board's or presiding
officer's Order by an Atomic Safety and Licensing Appeal Board
and the Commission may be available. If payment of a civil.

penalty is not made within the specified time period, the satter
may be referred to the Attemey General for collection.

.
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