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

To assist NRC 1icensees and other firms and organizations covered
by the new Part 21 regulatfon, public regional meetings were conducted
by staff representrtives 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 oeriginal
publication of this document were also provided to those in attendance.
At each meeting the staff received a request for the guestions and
answers discussed by the staff to be made avaflable for use as guidance
by the nuclear industry covered by the rule. It was announced that a
coiisol fdation of the staff position question/answer guidance would be
made available to each organization or firm attanding thase meetings and
for others where a request {s made in accordance with the directions
printed inside the front cover of this document. The staff will be
guided in its implementation and enforcement of Part 21 by the positions
set forth in this document. .

This revision of NUREG-0302 includes the following three parts
relating %0 10 CFR Part 21: 1) remarks presentad by staff representa-
tives; 2) Federal Registar Notice material; and 3) a consolidation of
questions and answers froa the public regional meetings. -
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Remarks by Regional Directors
Office Inspection and Enforcement
To Public Regicnal Meetings on 10 CFR Part 21
July 12-26, 1977

Boyce H. Grier, Region I

Norman C. Moseley, Regien II

James G. Keppler, Region [I]

E. Morris Howard, Region IV

Robert H. Engelken, Region V

Melcoming 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 Commission

1is spomoﬁn; to explain and discuss the provisicns of its new regulation,
10 CFR Part 21, "Reports to the Commission Concerning Uefects and
Noncomp 1 fance”.

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, comment,
revision and refinement since the proposed rule was first published in
the Federal Register in March 1975. It s no secret that it has been
one of the most controversial rules ever promulgated by the Commission
and 1t has potertially significant implications for all members of the
nuclear community, from power plant operators, nuclear steam suppliers,
architect engineers and constructors to consultants and component
vendors. [ am certain that even the regulators will face a learning
perfod concerning some of the legal and technical nuances of this rule
as they become more involved in the enforcament of {t in the months
ahead. [ sincerely hope that our discussions today will help us all
develop a clear and common understanding of the objectives and require-
ments of this important new rule.

As the objective of Part 21 1s to implement Section 206 of the Energy
Recrganization Act, I belfeve stating the specific words of Section 206
will be helpful in establishing the background for the panel discussions
that will follow. Section 20§, as enacted, reads as follows:

*NONCOMPL IANCE
Sec. 208.(a) Any individual director, or responsible officer of a fim

constructing, owning, onnﬁn?. or supplying the components of any
facility or activity which {s Ticensed or otherwise regulated pursuant

t0 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 activitye-




(1) fails to comply with the Atomic tmrg{ Act of 1954, as
dmended, or any applicable rule, regulation, order, or 1icerse
of the Commission relating to substantial safety hezards, or

(2) contains a defect which could create & substantial safety
hazard, as defined by regulations which the Commission shall
promulgate,

shall {mmediately notify the Commission of such failure to comply, or
of such defect, unless such person has actual knowledge that the
Ca-;uion has been adequately informed of such defect or faflure to
comply,

(5) * Any person who knowingly and consciously fails to provide the
notice required by subsection (a) of this section shall be subject to
& civil penalty fn 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 prominently posted on
the premises of any facility licensed or otherwise regulated pursuant
to the Atomic Energy Act of 1954, as amended.

(d) The Commission 1s 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 Commission is requiring
direciors and responsible officers of cert..n firms and organizations
building, operating or owning NRC-1{censed facilities, or conducting
NRC-Ticensed activities, to report any defects in components and
failures to comply with NRC requirements that could result in a )
substantial safety hazard. Dfrectors and responsible officers may
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 {s fntended to assure that the NRC receives
prompt nciification concerning defects or failures to comply with NRC
requirements for facilities or activities licensed by the Commission
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 prutection of the
envircnment,

Now I'm sure that even from your reading of the rule and from this brief
discussion you have made scme important observations. For {nstance, you
have no doubt noted that, unlike provisions of the Atomic Energy Act
which impose abligations on 1icen » Section 206 imposes obligations
on firms and organizations are involved in the nuclear industry as
well as on firms and organizations who are NRC licensees and, fyrther,
imposes thesa obligations as a dirsct T1abi1ity on cartain indfviduals
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fn these firms and organizations. No doubt you are alsc pondering some of
the other important {ssues and questions that wers considered by the staff
and commented upon profusely by many of yLJu during the years that this
rule has been in preparation. Questions, for example, 1ike:

1. What Tevels of individuals 17 an organization are required to notify
the Commission on defects and noncompliance?

2. How is a defect defined?

3. How does the Commission define a "basic component," {.e.. how far
down the tiers of suppliers should Part 21 be applied?

4. How should a suppiier be advised of the applicability of Part 217

§. Should nportin? individuals be required to identify all facilities
or activities, including exported faciiities, at which a defect or
failure to comply may exist?

Well, that's precisely why we are all here today - to discuss such
questions. [ hope that our workshop discussions today will provide
answers to most, 1f not all, of these questions so that we can all
approach the implementation of this important new rule with a common
understanding of what the law requires of us,

Thank you for meeting here with us today. [ hope that your visit hear
will be both enjoyable and profitable.

G S — - 3 ¢ T e ' -~ 2 —t
» - o W gt e A s _t’\‘_:l - ,.(_\4.1 " B vl
- ~ ————g - " -
T TR ».-,-‘:‘~..A__‘:-', < T V-i\.-'l.'-‘n!"“:'?";’"ﬂ <
A e e o il \‘“_?‘.:

— e o —

-
_ o i e
e s STt SN L e




RIS O e

REMARKS BY
THE OFFICE OF THE EXECUTIVE LEGAL TIRECTOR
TO PUBLIC REGIONAL KETINGS ON 10 CFR PART 21
Y
JAMES K. ASSELSTINE
MARC R. STAENBERG

JULY 12-26, 1977
The Lagislative and Legal Aspects of Part 21

The Ragional Director, in his keynote address, explained the relationship
of Section 206 of the Energy Reorganization Act to the new Part 21 and
the basic purpose of the rule. [t is tnteresting to note that Section
206 was not part of the Act as 1t was passed by the House of Representa-
tives, This section was added by the Senate committee. The purpose of
the section as explained by the Senate committee in its report was:

to upgrade the system of detecting and anucipaun?
the defects that increasingly have plagued the nuclear
power industry and threatens its safety record on a
daily basis. The application of this provision to

t suppliers is intended to benefit electric
utilities in particular, which usually have no way
of knowing that a sealed, prefabricated part is
defective until it triggers a shutdown costing tens of
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 Ene Act of "1954, as
amended, and the Energy Reorganization Act of 4, as amended.

Section 206 in its final form was a substitute added by the Joint House
Senate conference committee on the Energy Reorganization Act. Of interest
is t%p fact that, as originally drafted, a failure to report could have
resulted in criminal prosecution. The criminal penalties were dropped

in the House Senate conference ir favar of civil penalties.

Section 206 1s a bmadl{ worded stitute .by which Congress intended to
{ve the NRC responsibility ta flesh out the dare bones of the statutory
m?uuo and to develop workakie definitions of terms and a workable
implementation program. Part 21 {s the result of the Commission's
efforts in this regard and, of necessity, goes inte considerable detail
in many areas where the statute sid nat. But even as the final rule
was published on June 6, 1977, the Commission recognized that future
experience and further information might warrant clarifying or other
chasiges %o the rule. [t is thus not possible in these short remarks

to anticipate and answer every circumstance which might arise.
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With this in mind, several things about Section 206 are particularly
worthwhile emphasizing. First, 1t imposes obligations on {ndividuals.
The language of the section refers specifically to individual directors
or responsible officers, and these terms are further definred in the
Commission's Part 21. Thus, under Part 21, 1t 1s indiviéua. s who may
be subject to civil nnlmu. Our Office of Standards Development
representative will providing examples of who these individua's are.

The statute 1s silent on the questior whether an individual director or
responsible officer who has been compelled to pay a civil penalty may be
reimbursel by his employer. Unlike the proposed rule, the effective
Part 21 does not address the reimbursement question. The explanation
which accompaniad publication of the rules in the Federal Register
indfcates that the matter of reimbursement would be governed by State
law. Second, the section clearly applies to persons not licensed or
previously directly lated by the Nuclear Regulatory Commission.
Section 206 specifically mentions suppliers of components. Third,
Section 206 1s not unique. Other statutes fmpose sanctions for failure
to report defects or hazards; for example, the Federal Boat Safety Act
of 1971, the Consumer Product Safety Act and the National Traffic and
Motar Vehicle Safety Act.

Part 21 becomes effective and binding insofar as the obH?aﬁon to
provide the required notification {s concerned on August 10, 1977.
Should any of you have the misfortune to be cited for a civi] penalty
under Part 21, the opportunities available to you to argue for different
language in the Part 1{n the enforcement proceeding against you will
11kaly be very limited. Thus, 1f you have questions, it {s bettar to
raise them now rather than later. While the rule into effect

"shortly, you have a right under federal law to petition the Nuclear
Regulatory Commission to amenc the rule. The rule a1s0 provides that an
exemption may be granted by the Commission upon application of an inter-
ested person when the Commission determines that such exemption s
duthorized by Taw and will not endanger 1ife or grooer:y or the common
defense and security and 1s otherwise in the public interest. A perscn
may also seek un interpretation from the General Counsel of a particuylar

section or matter covered by the rule, thereby indicating areas of

cancern to him. These avenues wouldn't relieve you of the cbligation to
comply with the Part before the petition or request was actad upon, but
they would be the proper way to get your concerns before the Nuclear

Regulatory Commission.
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REMARKS B8Y
THE OFFICE OF STANDARDS DEVELOPMENT
TO PUBLIC REGIONAL KEI;NGS ON 10 CFR PART 21

W. E. CAMPBELL, JR
JUuLY 12-26, 1977

el of the Part 21 Regqulations

My objective is to provide informatio. 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 reoresantative of the
Office of Nuclear Matarial Safety and afo?uam. It may be helpful if
you have available your copy of the Federal Register notice concerning
this effective rule making because I and other speakers will be making
some referencas to various sactions. The Federal Register notice has

i two parts. One s the "Statement of Considerations” or Preamble. For

' Federal Register notice 42FR28891 this s all the material on the first

/ three pages down to "Part 2 - Rules of Practice”. [t is similar to the

f "legislative hstory” and does not have the force of law or regulation.
The remaining portions of the notice will be incorporated ints the Code
of Federal Regulations.

As a result of the enactment of the Energy Reorganization Act of 1974,
the Nuclear latory Conmission was required to promulgate new regu-
lations to implement Section 206. It was decided to prepare cne new
Part to cover all aspects of the regulations required under Section 206
instead of preparing a separata Part for each type of license that we
fssue; for example, a Part 30 License or a Part &0 License or a Part 50
License. The rule making required under Section 206 of the Energy
Reorganization Act could have been accomplished by making appropriate
changes to the present Parts 30, 40, 50 etc., but 1t was felt that a
bettar way to do 1t would be %o have one new Part. The proposed rule
was published on March 3, 1975, We received a large number of cumments
on the proposed rule. My first {1lustration indicates the source of
the comments con this progosed rule.
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PROPOSED PART 21
COMMENT SOURCE
1JAN 1978
.
yTiuTYy i
NUCLEAR STEAM

SUPPLIER SYSTEM 4
INDIVIDUALS .
LAW FiRMS 4
EDUCATIONAL 3
ARCHITECT/

ENGINEER 10
CONSTRUCTOR 10
SUPPLIER 18
SOCIETY/

ASSOCIATION L]
CONSULTANTS 4
GOVERNMENTAL .

TOTAL COMMENTS 124

Of these comments, 114 were recefved prior to the expiration of the
&xtendad comment perfod. When the comment period closed the review and
resolution of these comments commanced, This review and res.lution
included consideration of both the comments that were on time and those
that were late. To proceed to an effective rule a number of courses
were available.

l; Enter nto a rule -Hn? hearing. -

2) Ravise the rule taking into account the comments recefved and
publish the rule again as a proposed rule for comment. -

3)  Ravise the rule taking inta account the comments received and
publish as an effective rule. 1

Because the significant fssues regarding the proposed rule wers
adequataly discussed in the many comments received 4 hearing was not
deemed necessary. For the same reason it was not considered appro-
priata to publish the rule for comment again, The staff proceeded,
with Commissicn approval, to draft an effective ulation. As you
are aware the rule has been noticed or June 6, 1977. On July 7 and
18 correction noticas were published. On July 7 a notice was pub-
lished which delayed the effectivity of scme portions.
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In attempting to achieve an effective rule that was responsive to
Section 206 of the Energy mrgnuciut!on Act a number of uajor and
minor {ssues wers addressed. e of these 1ssues was:

“What level of Individuals fn an organization should be required
to notify the Commission of defects and noncompliance?”

The notice of proposed rule making requested specific comments in this
regard. This 11lustration shows a “"typical utility organization (see
next page). It is indicative of the organization of most licensees in
that thers are numerous tiers and numerous titles but in very few
organizations would the titles in one organization relate to the func-
:::ul descriptions in other organizations where the same title was

As used in Part 21, "director” was defined as an individual appointed

or electad according to law who s authorized to manage and direct the
affairs of a cérporation, partnership or other entity. In the case of
an individual proprietership, that individual 1s the director. Respon-
sible officer was defined to mean the president, vice president or other
individuals in the organization of a corporation, partnership or other
entity who 13 vested with executive authority over activities subject to
Part 21. Activities such as dougn. construction, operation are included.
An officer, for example the Vice-President in Charge of Community Affairs
may not be a responsible office in regard to Part 21. An individual
subject to this part may desigrate another individual to provide notifi-
cation to NRC for him but the indfvidual subject to Part 21 will remain
responsible for compliance with Part 21,

Ancther 1ssue was:
"How should a defect be defined?”

The Energy Reporganizaticn Act uses the phrase "dafect which could create
A substantfal safety hazard.” [t {is necessary that important substantial
defects be differentiated from the fnconsequential defects. We have
attemptad to do this in the Part 21 definitions. Ceviaticn and dafect
are intarrelated. For example, a procurred item is required to meet
cartain requirements, [f the {tem does not meet its prescribed require-
ments a deviation exists. Some deviations can create a substantial
safety hazard and others can not. The deviations that exists at time

of delivery or become known aftar delivery must be evaluated to deter-
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-
stantfal safety hazard (This defintion is primarily directed at the
offsite supplier) or second, a defect means the installation, use or
operation of a basic component containing a defect as defined above.
(This definition {s primarily directed at the recipient, that is user,
of the component or servica) or third, a defect 1s 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,
on the basis of an evaluation, create a substantial safety hazard and
the portion of the Tacility containing the deviation has been offered
£y the purchaser for acceptance (This definition {s primarily directed
at the on-sita supplier) or fourth, a defect is a condition or circum-
stance involving a basic component that could contribute to the exceeding
of a safety limit, as defined in the t«chnical specifications of a
Ticense for operation issued pursuant to Part 50 (This definition is
primarily directed at a specific class of licensees).

It should be noted that the definitions applicable to suppliers are
pertinent only upon delivery of “abricated component. DOeviations that
are identified by a supplier when the product 1s within his control,
by definition are not a defect unless they remain uncorrected upon
dalivery of the defective component or service,

The Procurement Docurent is defined in Part 21 as "A contract that
defines the requirements which facilities or basic components must
meet in order to be considered acceptable by the purchaser.”

The definition includes both an inter-organizaticnal and an intra-
organizational document tha® defines the tachnical requirements. This
document {s the vehicle by which a supplier {s informed that the pro-
curement action comes under Part 21. To a responsible pressure vessel
supplier 1t should be cbvious his product has significant safety impor-
tance and thus s within the scope of the regulation. To a supplier of
nuts and bolts, however, the safety significance is not clear; thus the
applicability of Part 21 may not be known without the procurement
document notification. .

Section 206 of the Energy Recrganization Act used the term “basic
component. ” *.

Another {1ssue was:
"How should the Cammission define a "basic component”; for

example, how far down the tiers of suppliers should Part 21
be applicable?”
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Since specific guidance in relationzhip to safety significant 1tems in
the reactor field exists, that {s, Regulatory Guide 1.29, 1t was deciced
to take advantage of it in defining basic component.

ml;.rnm Tlli LS
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This 11lustration shows the numercus ftems, organization, activities and
products that are used in the design and construction of a nuclear power
reactor. It s realized that al} organizations, activities and products
are not such that they "could create a substantial safety nazard."
“Basic component” as applied to nuclear power reactors means a plant
structure, system, component of part thersof necessary to assure (1)
integrity of the reactor coolant pressure boundary or (2) the capability
£o shut down the reactor and maintain 1t in a safe shut down condition
or (3) the capability to prevent or mitigate the consequences of acci-
dents which could result in potential offsite exposures comparable to
those referred %o in Section 100.11 of Title 10. When applied to other
requlated activities it means a component . structure, system or part
thereof that s g1m§1¥ grocured by the licensee of the facility or
activity subject Part a n which a defect or failure to comply
could creats a substantial safety hazard. The services of design,
inspection, test or consultion associated with a basic component are
within the scope of Part 21. These definitions will be discussed
further by representatives of cther offices.
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Ancther {ssue was:
"How should substantial safety hazard be defined.”

Substantial safety hazard means the loss of a safety function to the
extent that there is a major reduction in the degree of protection
provided to public health and safety. Applicable criteria for the
determination of substantial safety hazard are given in the statement
of considerations. These include a) moderate exposure to, or release of A
Ticensed materfal b) major degradation of essential safety-related
equipment and c) major deficiencies involving design, construction,
inspection, test or use. These will be discussed more Sy the repre-
sentatives of the Urfice of Nuclear Reactor Regulatior and Nuclear
Material Safety and Safeguards.

Ancther 1ssue was:

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

The Tegislation {s explicit in regard to owning, 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 component for a power reactor

that could creats 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 them safety-related activities, that is, consultating,
duign. inspection and test. The def{aition of “basic component”

and “operation” have been defined so as to include these safety-related
activities. This aspect of the proposed rule was the subject of numersus
comments. ’ .

The relationship of one person subject to Part 21 to ancther from a
different organization, who was also subject to Part 21, received
many comments. Also the relaticnship of individuals not subject to
this part was alsc the source of many comments,

Another issue was:

"Should an officer or director of a organizaticn responsible for
procuring or producing a component be required to make a Part 21
notification to the Cammission concerning either a defect or non-
compliance not within responsibility of his organization?”

~~~~~~~
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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

s not required by Part 21 to submit a notification. In such cases,
the individual that gains the knowledge of a defect in an {tem outsids
his organization's area of responsibility would be encouraged to report
but would not be subject to a civil penalty {f he did not report it.

An individual, such as employee, who 1s not subject to the Part 21 is
not required to make a Part 21 notification when he gains information
concerning a defect or noncompliance and therefore s not subject to
civil penalties. It {s anticipated that the organizations within the
scope of Part 21 will establish, 1f they have not already done so, a
minagement concept such that the individual will feel free to fdentify
his safety-related concerns in house.

You will note that Section 21.2 states:

"§ 21.2 Nothing in thesea regulations should be deemed to preclude
an individual not subject to the regulations in this part from
reporting to the Commission a known or suspected defect or failure
to comply and, as authorized by law, the fdentity of anycne so
reporting will be withheld from disclosure.”

This policy 1s in T1ine with the long standing Commission policy for
securing safety-related information. The statement of considerations
includes the following:

“Moreover, a longstanding Commission policy encourages individuals
not subject to the Commission's regulations to report to the
Commission a known or suspected defect or failure to comply; as
authorized by law, the {dantity of anyone so reporting will -be
withheld from disclosure.”

The time of notificatfon 1s ancther subject of concern. The sequence of
events and timing subsequent to deviation identification, evaluation and
providing information to the responsible officer or director is shown on
this 11lustration,
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The rule presently is silent in regard to the time from when identification
of a deviation occurs,tc the time of notification to the Nuclear Regulatory
Coomissfon. At present we consider this time period to be unquantifiable
for all facets of the activities lated by NRC. The times {dentified
are those after the responsible officer or director recefves the infor-
mation of the evaluation. In the event that the time between fcentifi-
cation of the deviation and notification is provided to NRC musti be
quantified then 1t will be the subject of future regulatory action.

Part 21 1s not the "last word" in the prevention of safety hazards., It
will not cure the proM- of an inadequate procurement document, or an
inspector who doesn't inspect cr faulty design. This rule is only one
of a number of the reporting and notification tools presently utilized
by the Nuclear Regulatory Commission to fnsure that we have the
necessary safety-related information.

I would T1ke at this time to call to your attention the stated Commission
intentions regarding Part 21 as indicated in the statement of considera-
tions and as discussed by the representative of the Office of the Executive

Legal Ofrector.
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“The Commission intends 0 examine closely the implementation of
Part 21 with the view to making any clarifying or other changes
that may be warranted in the 1ight of expericence. In particular,
Insufficient experience has been accumulated to permit the writing
of a detafled n?uution at this time that would provide a precise
correlation of all factors pertient to the question of what s a
significant safety hazard. Part 21 1s intended in this regard as
an initial effort to identify a number of the factors involved with
the question of significant safety hazard."
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REMARKS BY
THE OFFICE OF NUCLEAR REACTOR REGULATION
TO PUBLIC REGIONAL MEETINGS ON 10 CFR PART 21

Y
WILLIAM T. RUSSELL
JuLY 12-26, 1977

HOW PART 21 IMPACTS
R_LIU L 0 _SUPPLIERS

My name is William Russell and [ am a Project Manager in the Office of
Nuclear Reactor Regulation's Oivisicn of Operating Reactors. My objec-
tive is to provide same 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 1tems and how we will factor this
information into the reactor licensing process. [ will also discuss
the impact of this new rule on reactor licensees, vendors, contractors
and consultants.

Background

The Energy Reorganization Act of 1974, which established the Nuclear
Regulatory Commiscion, provided a specific review functicn to fnclude
“monitoring, testing and recommending upgrading of systems designed to
prevent substantial health or safety hazards.” In partial fulfiliment
of this, NRC reviews operating experience, including reports from NRC
inspectors, reactor licensees and vendors. We alsc review information
obtained from NRC research and from foreign exchange agreements. As
new technical information and cperating experience become available
the 0ffice of Nuclear Reactor Regulation determines whether such
{nformation could significantly alter previously determined levels of
reactor safety. When we conclude that the level of safety has been or
may be degraded, timely licensing action is taken. The action taken
varies basad 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 detarmine the effect of the new technical
information or operating experience upon their facilities. Through
this process of identifying and resclving technical issues and applying
this information to cperating reactors, a data base of experience is
evolving that is having a positive impact on new plant designs.
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Iypical Part 21 Report Scenario

The reporting of defects and noncompliance pursuant to 10 CFR Part 21
will be incorperated inte the reactor Ticensing process in a similar
manner. A typical scenario for a safety-related defect reported by a
basic component supplier for a power reactor facility may start with

the discovery that a basic component already furnished by that supplier
deviates from 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 {f 2 substantial safety hazard
is involved. 1t 1s expected that in most fnstances the supplier's evalua-
tion would require discussion with the purchaser. [f, based upen this
evaluation, 1t 1s concluded that the deviation could create a substantial
safety hazard then the deviation must be reported as a defect to the NRC.
Before describing how the ARC 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 fdentified in the statement of consideration which was published
with the new rule. These critaria include: moderate exposure to, or
release of, licensed material; major degradation of essential safety-
related equipment; and major deficiencies in design, construction,
fnspection, test or cperation. For a power reactor, Regulatory Guide
1.29, {dentifies the essential safety-related equipment which must remain
tional 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 mafntain 1t 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 CFR
Part 100. Under the new rule these essentfal safety-related equipments
are defined as "basic components.” Major dt?natfon of such basic com-
ponents, or a condition or circumstance inve ving a basic component
that could contribute to exceeding 2 safety limit is considered a sub-
stantial safety hazard. [In the case of a redundant basic component, a
condition, circumstance or deviation which 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 protecticn provided to public health and safety. Therefare, a
defect 1n a basic ccmponent, even though a redundant component exists,
could be reportable under Part 21.

The Office of Inspection and Enforcament will perform the initial
evaluation of the safety significance of the reported defect or non-
complfance and will evaluate the action being taken by the supplier
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and Ticensee. [AE also determines whether an unreviewed safety {ssue
may exist, 1f a licensing action 1s required or if inspection or enforce-
ment action {s necessary. If a licensing acticn or unreviewed safety
{ssue 1s involved, the Office of Nuclear Reactor Regulation (NRR) would
be advised and would assume lead responsibility for further NRC action.
Within NRR, the Division of Uperating Reactors has the responsibility to
collect and evaluate experience with operating reactors to assure that
appropriate and timely corrective action is taken and to feed back
information to other NRR divisions conducting evaluations of proposed
reactor facilities. The reported defect is also evaluated to determine
if it {s common to several reactor facilities. Our review may require
the affected reactor licensees to submit additionz] information and
tnalysis. Intarim licensing action may be taken to assure the public
health and safety during ocur review. interim 1icensing action could
be an order to shutdown, reduce power or other restrictions or condi-
tions on reactar operation pending final resolution of the problem. The
final licensing action could require replacement of the defective com-
ponent or appropriate restrictions on reactor operation. The scenario [
have just described is an example of the feedback of reports of defects
and noncampliance into reactor licensing.

act on Reactor Licensees and Supplier Organizations

I would 11ke to shift gears for a moment to discuss the impact of the
new rule on reactor licensees and upon private industry involved in
design, construction, test, inspection and consultation for nuclear
reactors. For several years we have been requiring permit holders to
report significant deficiencies and deviations discovered which could
adversely affect the safety of future cperation. This reporting is
required as a condition of the facility construction permit under

10 CFR 50.55(e). Similarly, the Technical Specifications issued as

a part of every power reactor operating license require the reporting
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, Therefors, for
the power reactor licensee, the natification requirements of the new
rule are different only in scope from reporting requirements which are
already in place. Ouplicate reporting under Part 21 is not required.
For example, a Licansee Event Report, which includes all appropriate
information required for a Part 21 Notification, would satisfy the
requirement tha® the [izensee's director or responsible officer has
actual knowledge that the Commission his been adequately informed and
a separate Part 21 Notification would not be required. Most research
and test reactor licensees are subject to similar reporting requirements
as conditions of thefr construction permits and their operating license
Technical Specifications. L
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The notification of defects and noncampifance which could create a
substantial safety hazard is necessary to insure that potential reactor
safety hazards are promotly {dentified, evaluated and resolved. [t is
for this reason that the notification requirements of Part 21 include
organizations supplying safety-related equipment and safety-related
services. Safety-related services include design, engineering, testing
inspecting and consulting services which could, 1f they contained defects,
Creata a sutstancial safety hazard. Examples »f these types of safety-
related services and software are:

Nondestructive cxamination of safety-related welds,
Design of safety-related pipe hangers and supports,
Sefsmic and geclogic surveys for a reactor site,
Specification of safety-related hardware characteristics,
Computer codes for reactor analysis,

Emergency procedures, and

Fire protection fnspections by fire consultants

Organizations providing these types of safety-related services, as well

as licensees and firms that physically construct facilitie. or supply
basfc components, must eszablish procedures to fdentify deviations from
tachnical requirements and must provide for evaluations to determine {f
defects exist. These procadures must also assure that directors and
responsible officers are informed of the existence of defects in delfy-
ered products. For some organizations the implementation of new internal
procedures for evaluation of deviations will not be required to accommodate
Part 21. Company procedures for the evaiuation of deviaticns which were
previously performed 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 com-
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 8

should

Before

satisfy the record keeping requirements of the new rule.

Tie-In With Safequards Rule

[ conclude I would 1ike to dddress one additional item. When

Part 21 was published in the Federal Register, the stasement of consid-
y or do’

erations addressed failures ta comp

ects in a security Systam,
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The NRC recently adopted a new regulation which identified additional
requirements for the physical security of nuclear power reactors. The
primary safeguards concern for nuclear power reactors is for potential
acts of sabotage or terrorism. Such acts are of concern because they
could lead to the release of significant amounts of radicactive material
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 noncompliance which allows or could allow an un-
authorized individual to gain access to a vital area of a nuclear power
plant without bﬁn? detacted by means other than visual surveillance,
including remote visual-electronic surveillance, is considered to be a
substantial safety hazard and {s therefore reportable under Part 21,

Conclusion

In conclusion, I have outlined the basic methcd by which operating
experience including reports of defects and ncncompliance are reviewed
and as apprupriate 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 bath reactor licensees and others in the
nuclear reactor industry. The process of identifying deviations, con- -
ducting evaluations and notifying the NRC of substantial safety hazards
will require additional effort and some additional costs. However, the
long term b:n?ﬁt of being able to anticipata potential safety problems
is substantial.
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THE OFFICE OF NUCLEAR MATERIAL SAFETY AND SAFEGUARDS
. TO PUBLIC REGIONAL )EETING ON 10 CFR PART 21
Y
W. A, NIXON
J. E. ROTHFLEISCH

JULY 12-26, 1977

ct of Part 21 on Material
ue censees and Su rs

As a staff member of the Office of Nuclear Material Safety and Safeguards,
I am going to describe, briefly, how the new regulation, Part 21, applies
to material and fuel cycle licansees.

When the proposed version of Part 21 was first published, I believe many
people thought it applied only to nuclear reactors. In fact, Part 21
applies, with a few exemptions [ will describe later, ta:

1) all byproduct material licenses {ssued under Parts 30
through 36
2 source material licenses fssued under Part 40
3 special nuclear material licenses covered by Part 70
- the packaging of radicactive material for transport, Part 71 and
5 fuel cycle facilities licensed under Part 50.

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
described. Rather than repeat information already presented on the
general content and applicability of the rule, [ will concentrate on the
specific aspects of tie rule that are important for determining how the
rule is applied to material and fuel cycle licensees. The definition of
basic component as 1t applies to material and fuel cycle licensees is
extremely important. Basic component, for these licensees, is defined
in paragraph 21.3 as "a component, structure, system or part thereof
that {s directly procured by the licensee of a facility or activity
subject to the regulations in this part and in which a defect or failure
to comply with any applicabie regulation in this chapter, order or
Ticense fssued by the Commission could create a substantial safety
hazard.® This definition 1imits the sucpiier organizations subject %o
Part 21 %o those that directly supply the licensee. Let me repeat this,
responsibility for compiying with Part 21 does not, in the case of
organizations sucplyin? material and fuel c¢ycle licensses, extend past
the first tier of suppliers. The term basic component does include
design, inspection, testing or consulting services important to safety
that are associated with component hardware, and organizations supplying
such services directly to the licensee would be subject to Part 21,
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Other aspects of the new rule apply to material and fuel cycle licensees

and first tier suppliers just as they do to power reactor licensees and

suppliers. Of particular importance are the requirements for posting,
notification, procurement documents and inspection and records. We

belfeve that most evaluations of deviations and reports to the Com-

mission of defects will be made by 1icensees, because many suppliers

would not have all of the information needed to evaluate the significance i
of a deviation. As indicated in the Statement of Considerations, appro- ]
priate criteria for determination of the existance of a substantfal i
safety hazard include:

‘Moderate exposure to, or rejease of, licensed material

‘Major degradation of essential safety related equipment or
*Major deficiencies involving design, construction, inspection,
test, or use of licensed materials or facilities.

To the extent that faflures to comply or defects in a security system
could contribute to a substantial safety hazard, such failures and
defects could be within the scope of Part 21. Components of security
systems that do not meet performance 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.

[ mentioned earifer that there were a few exemptions from Part 21. These
exemptions are for scme uses of radiocactive materials authorized by General
Licenses 1~ 10 CFR Parts 31, 35, and 40. The exemptions in Part 31 apply
W small quantity uses in safety devices, gauges, fce 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 depletad
uranfum 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 formal presentation. We will be available this
afterncon to answer any questions you may have. Thank you.




REMARKS BY
THE OFFICE OF INTERNATIONAL PROGRAMS
TO PUBLIC REGIONAL MEETINGS ON 10 CFR PART 21
AT SAN FRANCISCO, O%CAGO AND PHILADELPHIA
Y

OR. J. 0. LAFLEUR, JR.
JULY 19-26, 1977

Part 21 and its Effect on Exporters

As you know, Section 206 requires reporting of defects and non-compliance
fn "1icensed" facilities and activities.

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

in certain foreign nuclear power plants. It {s not the intent cf NRC

to assume the responsibility for the safety of nuclear energy overseas,
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 affect
safety in the United States.

Under international agreements we now receive a large amount of impertant
nuclear safety information, on facilities similar to US facilities, from
foreign regulatory authorities. Exporters, who also happen to have the
safety responsibility for similar US plants, are, of course, involved in
the analysis and correction of any defects and non-compiiances in the
affected US plants. Most of these foreign governments do not make early
announcements of all safety problems that occur in their nuclear facilities,
and they do not wish to have NRC make premature announcements of those
forsign problems for them. We do not wish to lose these foreign sources
of important safety information, nor do we wish to antagoniz: these
friendly governments. Nor do we wish to make US vendors the source of
information of foreign plants against the will of the foreign governments
{nvolved, 1f such information is not necessary for domestic safety. The
new rule, and the Faderal Register notice announcing 1t, contain clarifi-
cation in regard to the applicability of Part 21 to the licensed activity
of exporting. Persons who are only licensed to export nuclear facilities
or materials, and who do not otherwise construct or operate facilities or
activities or supply compcnents, are not subject to the new part.
Individuals subject to this part need report only defacts or failures to
comply which could create a substantial safety hazard in facilities and
activities within the United States. I[n other words, they must report
on defects or failures to comply in the U. S. facilities for wnhich they
are responsible parties, not in overseas plants they happen to know
about. Further, any notification submitted in accordance with Part 21
may be withheld from public disclusure if the notification falls within
one of the exemptions of the Freedom of Informaticn Act, or {f withholding
{s otherwise authorized by law.
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Let's Took at a specific example:

Suppose a U. S. vendor "as a contract to do work in a foreign country
(or possibly fs an expsrter of a foreign plant). In the course of this
Overseas work, that vendor learns of a defect in a foreign plant that
reflects a similar defect in a U. S. 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 information publicly.

First, does the vendor have to supply these details?

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

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

[ have two examples of such information that could be exempt from public
disclosure under the U. S. Freedom of Information Act:

a) If the information is proprietary information, that 1s, information

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

information could be withheld under Exempticn 4 of Freedom of Infor-
mation Act.

b) If there is a clear statement from the involved foreign government
that the fnformation can be given to NRC only under condition that it
be protected from public disclosure, that information may be withheld
under efther Exemption 4 or Exemption 1 of Freedom of Information Act.
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REMARKS BY
OFFICE OF INSPECTION AND ENFORCEMENT
TO PUBLIC REGIONAL HEE:INGS ON 10 CFR PART 21

G. W. REINMUTH
JuLY 12-26, 1977

. The _Inspection and Enforcement of Part 21

In the past, when a new rule or requirement was written into our
regulations, we have noted that those who must apply the rule to their
activities will often have difficulty in translating the requirement in
the intended manner. Frequently the user will react to one extrame or
the other, depending upon whether the company is the buyer or the seller.

As an example, when the 10 CFR Part 50, Appendix 8 quality assurance
criteria were initfally applied, we felt Ticensees frequently -=sconded
by asking more of their suppliers than was intanded. On the other hand,
when we inspected the licensee's own QA programs and those of his
principal contractors, we noted the tendency to require less of
themselves than was called for. [ suppose this a normal reaction

and is the consequence of writing a good portion of cur rules in the
form of criterfa rather than in specification-type requifements.

From the words that you have heard this morming, you are by now aware
that Part 21 will probably also present problems in application. [t

was a difficult rule to write - parts of 1t include words such as
reasonably indicatirg, responsible officer, could create a substantial
safety hazard, etc. Any time one has to apply these kinds of words to

a specific work actiun. reasonable men will differ in their understandings
of precisely what the words mean. The message ['m trying to convey is
that Part 21 1s a compiex rule that must be read, studied, comprehended,
judgment applied and perhaps more than a reascnable effort put forth to
Tive with it in our everyday affairs. E

With respect to the Office of Inspection and Enforcement's role in
inssecting against the rule, we do not intend setting up a2 special new
{nspection program {dentified as the Part 21 Inspection Program. We

look upon this rule as another requirement which must be covered by our
current inspection programs. Those programs cover both reactor and
material licensees, and the inspection of reactor contractors and vendors.
Basically, Part 21 is a reporting requirement, thus our fnspectors will
not only be investigating and evaluating those things that are reported,
but will be looking for situations or conditions which may not have been
reportad but should have been.
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Obviously, there are other specific requirements in the rule which can
and will require verificaticn - such things as:

. Proper posting of requirements. :
. Preparaticn and implementation of administrative procedures to
assure that Part 21 type events are appropriately {dentified,
evaluated and reported.
. Inclusion of Part 21 requirements in procurement documents.
. Maintenance of records,
and others. These, of course are the relatively sasy 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 noncomplfance as a faflure to
comply with a regulatory requirement whether that requirement is a 10 CFR
regulation, a license condition or any other form of requirement.
Noncompliance {tems are further categorized into three catagories of
severity: violations, infractions, and deficiencies, with a violation |
being the most severe category. B8y definition, failure to report i
constitutes a violation. Sanctions applied to noncompliance {tems are ‘
again {mposed according to severity threholds. These same rules and
::'Iuga will be applied to activities f2lling within the scope of i
rt 21.

You may nota that the rule permits a six month delay in implementation
of the posting requirements, the preparation of internal idministrative
procedures and fnclusion of Part 21 provisions in procurement documents,
This delay was intended to allow sufficient time for planning and
preparation. [ must emphasize however, that after January 6, 1978, my
office is obligated 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 ‘
OF what fsn't reportable under the rule. It is impossible for any of
us on this panel or you in the audfence to anticipate all the conditions
or situations which might be reportable - or even typical ones. None
of the reportable events will be black or white cases - each will
required a substantial application of sound engineering judgment and
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 broader range of activity, unlike
50.55(e) which fs limited to holders of constructiun permits only.
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For those companies not directly Ticensed oy 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
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 0ffice of Inspection and Enforcement is the designated
receiving office for Part 21 reports, [ would Tike to point out the key
details of the reporting requirements and the mechanics for doing so.
This information is shown in Attachment A.

Also the 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 summary, ! would 1ike to re-emphasize that Part 21 represents a new
rule - broad fn its implications - but mandated by Congress. Therefore,
it is in your interest to assure yourselves that you are familiar with
it, difficult as 1t might be. We, on the other hand, are cbliged to
inspect for compliance and enforce its provisions.
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Attachment A

Part 27 Rcartfng Requirements

Within two days following receipt of information.
(Written or other)

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

R.z:onal Director, Office of Inspection and
forcement

Individual director, méonxibh officer or
authorized individual.

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




- -

o e (BT T " T > . -
v Py S e g T S Ly, PO Ty —— -
A e e A e I N e T ey R iy o g L= R >
B

-

»

o -

biv

Attachment 8

AT e

Office of Inspection and Enforcement

i Maiiing Addresses and Phone Numbers

Ernst Volgenau, Director (301) 492-7397
Office of Inspection and Enforcement

U. S. Nuclear Regulatory Commission

Washington, 0. C. 20855

Boyce H. Grier, Director, Region I (218) 337-1150
0ffice of Inspection and Enforcement

U. S. Muclear Reguiatory Commission

631 Park Avenue

King of Prussia, Pennsylvania 19406

James P. 0'Reflly, Director, Region II (404) 221-4503
Offica of Inspection and Enforcement

U. S. Muclear Regulatory Commission

230 Peachtree Street, N. W., Suite 1217

Atlanta, Georgfa 30303

James G. Keppler, Director, Region III (312) 858-2660
Office of Inspection and Enforcement

.U. S. Nuclear Regulatory Commission

799 Roosevelt Road

Glen Ellyn, Ilineis 60137

€. Morris Howard, Oirector, Regfon [V (817) 334.2841
Office of Inspection and Enforcement
U. S. Muclear Regulatory Commission
611 Ryan Plaza Orive, Suite 1000
Arlington, Texas 76012
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Robert H. Engelken, Director, Regfon V (415) 486-3141
0ffice of Inspection and Enforcement

U. S. Nuclear Regulatory Commission

1990 N. California Boulevard, Sufte 202

walnut Creek, California 34536
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With the original printing only the one available Federal
Register Notice was included in NUREG-0302. This revision contains
two additional Federal Registar Notices which provide information
on a change in the effective data for providing the Commission with
notifications of a failure to comply, or a defect and editorial
revisions to the 10 CFR Part 21 regulation.
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Part III - Consolidation of Questions/Answers
from Public Regional Meetings

The answers ts numerous questions contained in this part reprasent
the NRC staff’s position on questions discussed at the publis regional
meatings. The stafr has also attempted to include representative
answars for all presubmittad questions received by each Regional
0ffice prior to the day of the public meeting.

This material is structured so that the questions and answers
follow the sequence in which the Preamble and Part 2] regulations were
published in the Federal Register. For the convenience of the user,
further separation of the question/answer material has been accomp)ished
by division of certain subsections

1“‘\* \:"
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QUESTIONS/ANSWERS RELATING TQ THE
PREAMBLE TO 10 CFR PART 20

Questions/answers relating to the Preamb’': published in the Federal
Registar with 10 CFR Part 21 which have not Seen answered by similar
questions asked on the Part 21 regulations are included below.

"~ 1. Section 206(a) was changed during the lezislative drafting from
"...0fficer of a fira..." %0 "...re sible officer of a firm."
which officers of a firm are not responsible’

Response:

"Responsible officer,” as defined by the rule means the president,
vice=president or other individual in the organizaticn of a
corporation, partnership, or other entity who is vestad with
executive autherity over activities subject to this part.

Therefore, officers with no executive authority over activities
subject ta Part 21 are not required to provide notification. Faor
wxampie, an officer that is not a "responsible” officer would be
the Vice President in Charge of Community Affairs. Ouring the
Tegislative drafting of the Enerzy Reorganization Act o* 1374 the
words director, officer, agent, employee and responsible officer
were used. DOuring the Conference Committea pruocsedings the word
"employees” was struck and the word “responsible” added in front
of “officer."

2. Section 206(a) of the Energy Reaorganization Act of 1974, as
amended, imposes a reporting responsibility upen directors or
responsible officers of firms “constructing, owning, operating,
or supplying the components of any facility or activity licensed
or otherwise regulated pursuant to this Act." By what autherity
does the Commission appiy Part 21 ta persons who provide only
design, inspection, tasting or consulting services to firms which
construct, own or operats an NRC Ticensed facility or activity?

Response:

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 teras and a workable implementation orogram. Part 21 defines
the general terms “constructing,” “‘operating.,” and “Dasic component”
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which are used in the statute to include desfgn, inspection,
tasting and consulting services associated with construction,
operation and basic components that are fmportant to safety.

What particular actions are required by a director, responsible
officer or entity subject :u Part 21 during the period of July 6,
1977 and January 6, 1978 since there are different dates in
variocs portions of Part 21.

Response:

By 42 FR 34886 the July 6, 1977 date was changed to August 10,

1977. Between this data 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, 1977 obtains information
reasonably Indicating a defect or failure to comply, such individua)
fs required to notify the Commission.

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

Response:

It 1s the staff's view that the evaluation should be aczomp!ished
at the Towest lTevel where such capability to evaluate exists.

The Preamble states that “The organfzations subject to the regula-
tions in Part 2] may be many procurement tiers away from the
holder or a license to construct or cperate a nuclear power
reactor,

a. Does this mean that the licensee plus all tiers of suppliers
wouid be responsible for and accountable to the Commission
for any fines deemed necessary by the Commission?

b. If the answer {s yeas, will the fine levied be duplicated %o
all involved parties or will only the “responsible” {ndividual
be held Tiable for the fine?

Response:

a. Yes. For power reactors, al) tiers who have organizational
responsibility for the failure to comply or defect would be
subject to enforcement action.




b. Any directar or responsible officer lubioct to Part 2] who,
after obtaining information reasonably indicating faflure to
comply or a defect, fails to notify the Commission {s subject
to enforcement action.

The Act statas that the identity of anyone reporting will be
withheld from disclosure, as authorized by law. Would not the
Sunshine law allow these names to be released to whoaver requests?

Response:

Not necessarily. The Act does not discuss nondisclosure. The
regulation states in §21.2, that as authorized by law the identity
of anyone subject to the Act who provides notification will

Ye withheld from disciosure. Exemption 7 of the Freedom of
Information Act permits an agency to protect the fdentity of
confidential sources in law enforcement investigations.

Do you plan to {ssue a Regulatory Guide on the subject of Part
2.

Response:

As indicatad in the Preambla, additicnal guidancs in the form of
regulatory guides may be developed should experience with the
application of Part 21 indicate the need for such guidance.

How many occurrences do you expect to happen each year in design,
construction, and oparation that would be reported under Part 217

Response:

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

Has the Commission made any attempt to estimate the financial and
schedular impact of Part 2] on the nuclear program?

Response:

Resource allocations for NRC implementation of Part 21 have been
estimated. The comp.fance burden for the {mplementation of Part
21 (record keeping and notification) has been considered. NRC
has not estisated the compliance burden of meeting tha overal)
requirements of Part 21; e.g., establishment of procadures.
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With regard to reimbursesent for civil Ecnaltiu, the regulations
leave the resolution of this matter to applicable state law."
Does this pertain to the state in which the organization invelved
is registared, the state in which the defect occurred or the
state in which the licensed facility is located?

Response:

The question of which state has jurisdiction regarding remuneration
of civil penalties s {tself a question of stata law. Part 21

does not in any way make this detarmination nor does it {mpact
upon the detarmination. In other words, whether an organization
Say reimburse one of fts employees for civil penaity under Part

2] 1s a matter for the determination by that organization and not
by the Commission.

The Preamble uses the words "oa the basis of an evaluation.” who
s responsible for the evaluation, and, 1f it is the licenses or
supplier, could not the NRC disagree with the tachnical evaluation?

Response:

Whather or not he has infermation reasonably indicating a failure
to comply or a defect is ‘nitially a matter of Judgment for the
directors and responsible officers in Question. Of course, any
Judgment that thers does not exist a reportable defect or failure
to comply is reviewable by NRC. Nevertheless, provided that the
NRC determines that thers fs 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 penalty

for knowingly and consciously failing %o notify the Commission
even {f their determination was latar found to be incorrect.

The tarms “moderate exposure,” “major degradation” and "major
deficiencies” provide 1ittle guidance in determining whether a
“substantial safety hazard” exists. Ooces “moderate exposure”

mean a fraction of 10 CFR Part 100 limits? Ooes “major degradation”
mean loss of redundancy? Does "major deficiency” mean loss of
function or exceeding stress allowadles?

Response:

"Moderata exposure” s discussed in the Commission's Folicy
Statement for Abnormal Occurrence Reports aid was pubiished 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
rem whole body and exposure to an individual in an unrestricted
area of 0.5 rem are guidelines for detearaining “mocderate exposure.”
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“Major degradation” is considered to be a loss of redundancy if,
in conjunction with a single failure, a required safety functicn
could not be performed.

"Major deficiency” means a condition or circumstance which under
normal operating conditions or anticipated transient could contribute
to exceeding a safety limit or cause an accident or in the event

of an accident dus to other causes could, considering an independent
ﬂn?l. failure, resu’t in 2 “oss of safety function necessary to
sitigate the consequences of the accident.

The Preamble Secticn (5) contains a definition of substantial
safety hazard which includes: “Moderate exposure to, or release
of, licensed material.* [Is there an interpretation of the word
“soderata” as used here that might be comparable to the provisions
of 10 CFR Part 207

Response:~

Yes. Moderate expasdre to, or release of, licensed material,
reportable under the provisions of §20.403(a)(1) or §20.403(b)(2)
or the exposure of any individual in an unrestricted area to a
dose to the whole body in any pericd of cne calencar year in
excess o: 0.5 rem (§20.105) would constitute “substantial safety
hazards.

what does "Mocderate exposure to, or release of, licensed material,
sean in willing application?

Response:

In wi1ling applications, moderate exposure to, or release of,
1icensed saterial, means:

a. Release of licensed saterials which could produce whole body
exposures to individuals in unrestricted areas approaching
or exceeding the permissible dose of S00 arem in one calendar
year {10 CFR 20.108(a)) or;

b. Ralease of radicactive materials in concentrations which, if
averaged sver 2 pericd of 24 hours, would exceed 500 times
the limits specified for such materials in Appendix B,
Table II, 10 CFR Part 20 (10 CFR 20.403(b)).

Defects in scrubbers or dust collection systams used t2

contro! releases from ore crushing and grinding operations

or yellowcake drying operations mignt lead to releases of
radicactive materials large enough to be considersd substantial
safaty hazards.
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Is the site security system o be deemed “safety related” in
accordance with this regulation?

Responsa:

As stated in ftem (5) of the Preamble to Part 21, "To the extent
that faflures tc comply or defects in a security system can
contribute to a substantial safety hazarc, such faflures and
defects are within the scope of Part 21.°

In the case of a power reactor, the ratiorale fs that an act of
sabotage or terrorisa could result in petentiial offsite exposure
Comparable to that which could occur as a result of an accident.

An example of a defect or noncempliance 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 remote visual electronic surveillance does not provide a
continuous capability for initial <Zatection and therefore is not
consfdered 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 s therefore a substantial
safety hazard and would require notification to the HRC.

What is the relationship between requirements for "security
systems" as regards Part 21 and the fmplementation schedule for
10 CFR Part 732

Response:

The Preamble published with the effective rule indicated that
failures to comply or defects in security systems can contribute

to a substantial safety hazard. These deficiencies and noncomp | {ance
Sust De evaluatad pursuant to Part 21 to determine if a notification
to the Commission 1s required. The implementation schedule for
recantly promulgated rules addressing physical security at nuclear
power plants does not affect the requirements of Part 21. Licensees
are required ts comply with those portions of §73.55 which are,

in effect, to comply with their approved security plans and to
evaluate deficiencies in thefr approved security systeams. The

new safequard regulation's relationship to Part 21 is no diffarent
than the relationship of any other regulation to Part 21,

The Preamble discusses that the organization subject to Part 21

sust also maintain records. Are records maintained in accordance
with our fatarnal procedures?

Response-

The procedures for maintanance of records would be in accordanca
with ;.m organization's internal procedures but must comply with
§21.51.
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How does Part 21 intaract with an approved Quality Assurance
am which is the established mechanism to cont=! defects and
devfaticons?

Respense:

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 sccur and,
whers they do occur, they are detected and properly dispositioned.

As statad in the Preamble to the effective Part 21, it is not
anticipated that the records required by Part 21 to assure compliance
with this Part will necessitate any change in the documentation
procedures of organizations that are presantly complying and

resain in compliance with 10 CFR Part 50, Appendix B, Quality
Assurance Criteria for Nuclear Power Plants and Fuel Reprocessing
Plants. Part 21 does contain some special requirements for

records relating to evaluations and notifications required by

Part 21, which are in addition to the records required by Appendix 8.

The preamble stated in the July 7, 1977 notice in the Federal
Register (42 FR 34886) extending the date for implementation of
cartain provisfons until August 10, 1977 in order that “interim
faplementing procedures” are required to be in place by August 10,
1977. This appears to be a new requirement not mentioned in

Part 21, as promulgated. We are interestad in a discussion of
the NC's basis for such interiam procedures and the contemplated
scope of such procedures.

Response:

Some organizations tiat were within the scope of Part 21 saw the
need to have in place "intarim procedures” between July 6, 1977
and January 6, 1978, and they requasted that the July 6 date be
deliyed about 3 months. The Commission, by 42 FR 34886, delayed
the date to August 10, 1977, in order that those organizations
could "put interia implementing procedures in place." Part 21
does not require the adoption of implementing procedures until
January 6, 1978.
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’ QUESTIONS/ANSWERS RELATING TO 10 CFR PART 21
‘ §21.1 Purpose

I
i
E
¥
¥

- cllity, acuUvity or basic componant sup-

plisd to such facility or activity falls to

) comply with the Atomic Energy Act of
1884 & amended. or any soplicabie ruls.

! reguistion, order, or license of the Com~
mismion relating to substantial safety

Bazards or (b) that the factlity, setivity

i
|
|
g

1. In section 21.1(a), what {s meant by “activity"?

Resoonse:

The term “activity” used in 21.1(a) means any activity, except
those specifically exempted, which is licensed or otherwise
regulatad pursuant to the Atomic Energy Act of 1954, as amended,
or the Energy Reorganization Act of 1974, as amended. For
example, these nclude activities regulatec under 10 CFR Part 50,
other licansed activities such as medical radiatics therapy,
industrial radiography and activities specifically included by
the §21.3(a) definition for basic component.
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Which sectfons of the Atoaic Energy Act of 1954, as amended, and
which of the Commission's rules and regulaticns dces the Commission
see as Deing related to a substantial safety hazard so that
noncompliance with such provisions {s reportable? (A list of
sections and regulations would be desirable.)

Responsae:

While all Commission rules and regulations are publicly 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 11st or even a precise correlation of all
factors which could contribute to a substantial safety hazard.

UL >
|3!‘,;“,' Ay

4

21.1-2

Eie



o —

s ""y_«""-d (:v“. :"‘*:_- & »‘\ 5},-:«-—*:
-,'n_ S At . ——

e e

§21.2 Scope

I
it
i

iz

il

el
i
ng!lgl;i

it

|

n
|

I
|
4
E R
I

:
:
g8
i
i
£

i
il
gssi
2§55id

I

!'

i
“R

i

£

e

;;5"
I
K

EiE
H

i
i
it
til

i
;'2

1. Since Section 206(a) refers only to "firms," why does Part 21
aoply ta er?unzauons that are rot firms; e.g., licensees like
i the National Bureau of Standards and TVA?

Response:

In reviewing the legislative history of Section 206 it, appears
that the use of the terms "firm owning” and firm operating” were
used for ease in drafting the legislation. If the tarm "licensee”
were used, 1t would have to be in addition to the present terms
since scme licensees construct, own, and operate while others
Just operata. Section 206 uses "firm" in a broad manner so as to
include organizations owned wholly or in part by Federal, Stats
or local governments and educational institutions, as well as
privata businesses.

21.2-1



How does Part 21 relate to activities considered under Section
274 of the Atomic Energy Act, "Cooperation with States"? For
example, a taletherapy machine produced in an Agreement State and
used fn a licensed activity in a non-Agreement State. An opposite
example should aso be discussed.

Responsa:

Part 21 applies (unless there exists a specific exemption) to the
directors and responsible officers of organizations that construct,
own, cperats, or supply components of a facility or activity
1icansed or otherwise regulated by the Nuclear Regulatory Commission
pursuant to the regulations in Title 10 of the Code of Federa!l
Regulations. Thus the provisions of Part 2] would not apply
directly to thoje facilities or activities which, under Section

274 of the Atomic Energy Act of 1954, as amended, and the applicable
;uu agreeaent, are the regulatory responsibility of the Agreement
tate. :

This means, i the case of the example given, that the producer
of the talatherapy machine who is located in an Agreement State
would not be required as a licensee to natify the Commission of a
failure to comply or a defect in the construction or operation of
the sachine or its components which otherwise would be reportable
under Part 21, although he s cartainly encouraged to do so. The
producer of the taletheraphy machine may nevertheless be required
to report under Part 21 a defect or failure ts comply in the
sachine in his capacity as a component supplier. If the producer
directly supplies the machine to a licensee or purchaser which is
subject ta Part 21 such as, for example, a licensee in a non=

Stata, the producer of the sachine would ba required to
notify NRC 1f he has information of a defect or failure to comply
in the machine. The usar of the taletherapy machine, who is
located in a non-Agreement State and who therefore is licensed or
regulatad by NRC, would be subject in all cases to the reporting
requirements and enfc:cument provisions of Part 27.

Reversing the example, the producer of the machine in a non=
Agreement Stata would be required to notify NRC of any failure to
comply or any defect in the construction or operation of the
sachine which {s reportable under Part 21, but the user of the
sachine who is locatad in an Agreement Stata would not De subject
to these reporting requiresents, although, again, he would be
encouraged to report such cs’/ects or failures to comply to the
Commission.

Are Agreeement States compelled to adopt 10 CFR Part 21 or %o
comply with it through licensing modifications?
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= Response:

No. The Commission has not forwarded Part 21 to the Agreement
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 ftems whose fabrication
' is not licensed; that s, packaging (Part 71) and radiographic
' exposure devices (Part 34) that are utilized in a Vicensed activity?

Response:

- If the fabrication is not licensed and the ftem fs a "basfic

-~ component” as defined in §21.3, then it {s within t.m scope of
- Part 21. “Packaging," as defined 1»n Part 71, and "radiographic
exposure davices," as defined in Part 34, are in ?omnl procured
% | b¥ :ho ugivﬂy 1icensee and would tmufort bc within the scope
of Part

i S. What is the authority for the Commission's iapHcann of Part 27
| to persons who are not Commission licensees?

Resconse:

E Section 206 of the Energy Reorganization Act-of 1974, as amenced.
-~ Section 206(a) {mposes reporting responsibility on directors and
Y responsible officers of firms constructing, owning, cperating or
iy . supplying the components of any facility or activity which is

s Ticensed or otherwise regulated pursuant to the Atomic Energy Act
- of 1954, as amended, or the Energy Reorganizaticn Act of 1976 as
b3 amended. In other words, the thrust of Section 206 goes bcyo-"
those entities l1icansed or previcusly regulated by the Commiusion
v to all entities which angage in the activities described in the
- !tltntl

2 The tarms “constructing” and “supplying” are defined in Sections
—~ 21.3(c) and (1) of Part 2]1. Specifically, the Commission has
- intarpreted the term “constructing” to include the design, manufacture,
- fabrication, inspection, or testing of a facility or activity
g which s subject to Part 21 and consulting services related to
-t the facility or activity that are important to safety. The term
o “supplying” has been cefined to mean any entity which is contractually
responsible for a basic component used or to be used in a facility
or activity which is subject to Part 21.

et 6. Are non-radiological hazards covered Dy Part 217 Example, chemicals
released to streams or rivers,

5 21.2-3
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Response:
No. Part 2) applies only to radiological health and safety.

7. Does Part 21 apply to applicants for 10 CFR Part 50 licenses as
we'l as to NRC Ticensees and licensed activities?

Response:

It 1s the NRC staff position that Part 21 applies to applicants
for 10 CFR Part 50 licenses 2s well as licensees. Section 21.2
is intended to specify those types of activities associated with
the facilities and activities subject to licensing and regulation
by the Commission which are covered by Part 21. Applicants for
10 CFR Part 50 iicensas or permits, to the extent that they

in-the specified activities, are subject to Part 21. This
intant is further evident in Section 21.21(b) which requires that
a director or responsible officer notify the Commission when he
obtafns 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 {s 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 applicability
commences in the case of a project not yet iicensed (e.g., oOne \
which ;l in hearings regarding the fssuance of a construction
perait).

Response:

The NRC staff takes the view that an entity Decomes subject to
Part 21 at that point when it first engages in the activities
subject to Part 21 which ars described in Section 21.2. Thus, a
utility would be subject to Part 21 when it first engages in the
enumerated construction activities, including safety-related
dasign work, for a 10 CFR Part 50 facility. This is similar to
the requirements for a quality assurance program as specified by
10 CFR Part 50, Aprendix 8, 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 cperational or construction responsibility
for the facility?

WA e e ag WV (5
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Response:

i A director or responsible officar of a co-owner organization
which is a financial partner only and which has delegatec al)
responsibility for constructing and operating the facility or
activity o ancther owner would not have resporsibility for
notifying the Commission of defects or faflures o comply because

* the facility or activity is not within his organization's responsibility
Nevertheless, the rule, as presently drafted, requires the co-
owner organization to meet certain other requirements of Part 21,

(‘ including adopting internal procedures under Section 21.21(a),
which are scheduled to take effect on January 6, 1978. The NRC

| : staff recognizes that this result would be incongrucus and is

| therefore considering possible medifications to Part 21 which
would remove this facongrufty.

) Co~owners who have retained some responsibility for constructing

: or cperating the facility or activity are subject to the reperting
requiremsents of Section 21.21(b) and will be subject to other

| requirements of Part 21 on January 6, 1973,

[ 10. Is a holding company subject to Part 21 where it halds stack in 5
| subsidiary company which owns and operates a nuclear faciiity?

| Response:
~
I No. Holding companies which are not themselves licensea and
| which do not themselves engage in constructing or operating.the
facility would not be subject to Part 21.

: 1. Why was 10 CFR 20 not fncluded along with Parts 2, 31, 34, 38,
40, and 707 -

Response:
NRC does not license any facility or activity under Part 20.

AAR

12. Are general l{censees (Secticn 31.3) exempted from Part 21?7

Respo: se:

Some general licensees, including those licensed only under
§31.5, are exempt from Part 21. See item 4 on page 42 FR 28896,

.

"y
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13. Are firms who supply Health Physics service to a power plant
subject to Part 21? '
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18.

16.

Rasponse:

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

Are sedical physicists who provide consulting services such as
calibration of teletherapy machines subject to Part 217 If a
hospital determines that this medical physicist provided {ncorrect
calibration charts which resulted in a substantial safety hazard,
should the hospital report this under Part 21?

Sesponse:

i.  Yes = 1f the sarvices of such an individual are cirectly
procured by the licensee.

b. Yes.
How is Part 21 applicable to industrial radiography?

Respanse:

Pursuant to Section 21.1 of Part 21, the regulations apply to

each entity licensed to possass, use, and/or transfer within the
United States source, byproduct and/or special nuclear materials,
ete. Pursuant to Section 34.31, the lTicensee (using seaied

sources in radiography) shall not permit any person to act as a
radiographar until such person "has received copies and instructions
in the regulations contained fn this part and the applicable
sections of Parts 19, 20 and 21 of this chapter....” .

In practice, each entity licensed to use radioisotopes for radiographic
{nspection is required, in accordance with the provisions of Part

21, to evaluats whether a deviation in a basic component delivered |
for use in the licensed activity is in effect a defect which |
could create a substantial safety hazard to operating persaonnel |
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 |icensed conditions would also be reportable under |
the provisions of Part 21 if such failure could creats a substantial |
safety hazard. |

Are firms who supply waste dispcsal service subject tz Part 217

Response:

Yes = if the failure to provide the required servica could create
& substantial safety hazard.
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2.

Does Part 21 apply to “carriers?”

Response:

Part 2] does not apply to “carriers.” Carriers do not fall
within the definitions of licensees or suppliers as used in 21.2
and 21.3(1) of the regulation. However, suppliers and licensees
at both ends of the carrier transaction, that {s the entity that
delivers a component to a carrier and the entity that receives
the component, may be subject to Part 21.

Are carriers who have approved physical security plans under 10
CFR Part 73 subject to Part 21?7

Response:

No. They are not licensed by NRC nor do they provide basic
components as defined in Part 21.3(a). Thesa services differ
from servicas defined in §21.3(a) since they are not services
associated with component hardware. However, if a licensee
obtains {nformation fndicating a defect in a physical security
plan which s within his area of resporsibility, he is required

to report.
Doas Part 21 apply to nuclear safety programs of fuel fabricators?

Response:

Yes. Fuel fabricators are subject to Part 21 both as material
1icensees and in general as suppliers to reactor licensees.

Does Part 21 apply to Federal, State and locd] governments?

Response:

If an entity of the Federal government or a State or local government
engages in the activities described in Section 21.2, ther it is
subject to Part 2.

Do the provisfons of Part 21 apply to an educational institution
which possesses a license for a research reactor or to possess
byproduct or special nuclear material?

Responsa:

Part 21 applies not only to reactor licensees but also to source,
byproduct and special nuclear matarial licensaes. Educational
{nstitutions, as a licensee under 10 CFR Part 50 for a research
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25.

reactor or as a licensee for byproduct or special nuclear material,
are within the scope of Part 2i. Therefore, the provisions of
Part 21 apply to the institution and to its first tier suppliers
of basic components.

Is 1t planned to fncorporate the requirements of 10 CFR Part 2]
into the Technical Specifications of Operating Reactors?

Response:
No.

Is thers a statute of limitaticns for a knowing and conscious
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 located?

Response:

The imposition of a civil penalty under Part 2! for a knowing and
conscious failure to notify the Commission of a reportable defect
or failure to comply s subject to a general Federal statuts of
limitation for Federal fines and civil penalties. That statute
(28 U.S5.C. 2462) requires that Federal civil penalties be imposad
within five years from the data when the Cléfm first accrued.
Stats statutas of limitations would not apply to Part 21.

-

Does an organization's cbligation to comply with these rules
tarwinata for each faciliy when fts contractua) services are
completed for that facility?

Respaonsa:

No. Qbifgations to comply with Part 21 do not end when contractua)
services are compieted. [f after a service has been performed,

an organization discovers a deviation from the contractual requirements
then 1t sust evaluate it or inform the purchaser of the deviation

and {f the evaluation determined that a defect exists a notification

is required.

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

what actions have been :-alun Dy the NRC to protert against infringe-
ment on the practicas of foreign countries related to defect
reporting in the U.S5.?
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First, the new Part 21 requires reporting of defects in U.S.
reactors, not defects in foreign reactors unless such information
1s necessary for the full reporting of defects and noncompliances
in stmilar U.S. reactors. Second, {n press releasas and answers to
questions about U.S. reactor problems, 1t 15 now our practice to
avoid mention of similar foreign reactor problems. Third, NRC has
aivised the concerned foreign offfcials thai NRC will take all
appropriate steps to protact information which NRC receives in
confidence from them,

Is the NRC obligated by existing agreements with foreign governmental
authorities to disclose fnformation obtained in confidence from
foreign sources? If so, what {s the basis for such cbligations, Can
the obligation be changed?

Response: -

The spirit and intent of our international agreements require
sharing such information. When NRC lTearns 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 would normally not have to {dentify the foreign reactor which

was the source cof our original advice. [f the foreign goverraent,

on hearing of the defect in a U.S. reactor, asked for more fnformation
favolving the source of dur advice, the staff would coordinate with
the source concerning providing such information. Incidentally,

our international agreements provide that the forsign govermment

will 1ikewise honor this commitment to non-disclosure 4f any informa-
tion NRC does give them in confidence.

In the event of a Freedom of Information Act request, s the NRC
confident that it can prevent disclosure of information received in
confidence from foreign sources?

R:‘SEHIQ:

U.S. law provides for exemption from public disclosure of information
which 1s "commercial confidential® or trade secrets ("proprietary”),
including information which a foreign goverrment gives us, or

allows us to recaive, under the condition that it be protected from
disclosure (See 10 CFR 2.790(d)(2)).

[f a request for information received in confidence from foreign
sources s recafved fn a licensing hearing, what means are available
to protect the information from disclosure to intarvenors?




30.

a.

Response:

The protection of proprietary information in a Ticensing hearing
fs the responsibility of the preiiding officer. If t {s found
that the information scught fs relevant and not otherwise available
to the requesting party, then the presiding officer is empowered
to order the disclosure of such fnformation under appropriate
protactive condition, such as disclosure in camera, or under
protective seal,

[f the information sought 1is being protected, under international
obligation at the request of a fore/gn govermment, then the
protection of the national securily laws may also apply.

Does Section 21.21(5)(3) require the fdentification of the source
of foreign information or 1s the reportinge requirement limited o
identification of activities ir the U.S. w.ich fail to comply or
caused a defect?

Response:

Part 21 reguires only reporting on the

U.S. plants involved - not
fdentification of the source

of foreign information,

How are the interests of the foreign utilities protected so that
operational information from fore‘gn utilities will continue to
flow ints the United States and not cease as a result of this
regulation?

Response:

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

Will 1t be required to report defects which accur in foreign
plants to the same depth and scope as defect: which occur in U.S.
facilities? [f the nature of the defect report makes the identity
of the foreign plant obvious, what procedures w111 the Commission
use to assure that disclosure of the information will not be at
varfance or contrary to the practices of the foreign country?.

Response: -

No. Part 21 requires only sufficient information from foreign
experience, which reflects a defect in a U.S. plant, to make the
notification useable in NRC safety work. Any information given
which is confidential will be protected as described above.

21.2-10
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What type of security clearance, 1f any, will be required by
U.S. suppliers in order to communicate defect information to the
NRC for defect information received from foreign facilities?

Response:

To notify NRC of foreign proprietary information, no clearance is
required, Those few persons who had to receive this proprietary
information would 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 4t the appropriate level,

Does Part 21 apply to foreign manufacturers of basic components
or their subcouponent parts? Does this regulation prohibit
purchases of ‘basic components from non-U.5. suppliers?

Response:

Under certain circumstances Part 21 would apply to component
suppliers located outsiie of the United States, Section 21.?
states that Part 21 upplies (o each individual, corporation,
partnership or ather entity doing business within the United
Stitas which supplies basic components for a facility or uctivity
1icensed other than for export under Parts 30, 40, 50, 70 or !/
of the Comission's regulations. Although the phrase 'doin?
business within the United States” 1s not defined specifically in
the regulaticn, similar terminology has been interpreted, in
other contaxts, to include a foreign manufacturer who contracts
to sell his product to a United States purchaser. This could
mean that a foreign entity whick contracts with a U.S, purchaser
to supply a basic component for & facility or activity covered by
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 1ts officers. The rule does not prohibit purchases
from non-U.S. suppliers of basic components.

Can the penaltias for noncompliance be enforced upon foreign
suppliers?

R.SEHS.!

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

May individuals other than those required to provide notificacions,
including members of the general public, provide information con-
cerning known or suspected defects or failures %o comply? I[f

yes, how?




Yes. The rule specifically states that nothing in these regulations
should be deemed to preclude an individual, including members of
the rmnl public, not subject to Part 21 from reporting to the
Commissfon a known or suspected defact or failure to comply. In
the case of an employee of an organization subject to Part 21, 1t

s anticipated first that this Individual will bring the information
to 1ight within the o fzation for which he works., In the

event that this channel is not available or is deemed to be
fneffective to the person possessing the information, such person
can call the regional office collect. Phone numbers are contained
in the rule ftself, therefors, there is a vehicle via which an
individual may communicate the information to the Nuclear Regulatory
Commissfon. If anonymity fs requested, 1t will be granted

within the 1imits allowed by law.

Whe 1s mm;iblo for parforming evaluations of suspectsd defects
which are reported to NRC by a member of the general publie?

Response:

NRC will {nvestigate, or cause to be fnvestigatad, reports of
defects which are made pursuant to Part 2],




21.3 Definitions
§21.3(a) Basic Component

i
§

How {s “safe shutdown” to be intarpreted?

Response:

The term “safe shutdown" appears in the definition of basic
component in Section 27.3(a), wherein it states that basic compenents
include plant structure, systems and components "necessary to

« « (2) the capability to shutdown the reactor and maintain
it in a safe shutdown condition. . ."., Maintenance of a safe
shutdown condition refers to the ability to achieve and maintain

the reactor in the cold shutdown condition for an indefinite
Regulatory Guide 1.29 provides acditional guidance which

g which basic components are necessary

assure.

period.

say be utilized in detarwinin

to assure “safe shutdown.”

Oces Part 21 apply to only “safety related” {tems?




Response:

Yes. Part 21 applies to any defects and noncompliance which

could creats 2 substantial safety hazard in activities that .re
within the regulatory authority of the Nuclear Regulatery Commission;
therefore ml; those ftams which are "safety related” are within

the scope of Part 2).

3. The definition of a "basic component” {s not clear, for example,
does 1t apply to a valve supplied to a pump manufact.rer for
inclusion on the pump? An {nstrument supplied to *h: va ve
sanufacturer? An electrical component (switch, -+ », etc.)
supplied to the above instrument supplie~? How fi .cwn toward
itr- wc;u bolts, nuts and “raw saterial™ does Par. 21 apply In
this case

Response: -

In the case of r reactors additional guidance on basic components
{s provided in R:uury Guide 1.29. Additionally, each applicant
for a power reactor operating licanse or construction permic must
in his safety analysis report identify those systems, components
and structures which are seisafc Category I (FSAR Section 3.2.2).
These equipments, commonents, and structures, as well as heir
design and safety relatad services, are defined as basic components
in Part 21. Basic component, when applied to other regulated
activities, means a component, structure system or part thereof
that 1s ly procured by the licensee of the facility or
activity subject to Part 21, in which a defect or failure to

comply could creata a substantial safety hazard. As applied to
nuclear power reactors basic component goas down all tiers of the
supply or procurement chain to all activities within the chain

who have the capability to creata a substantial safety hazard,

4. A plant manufactures commercial products which the power industry
purchases for use in beth fossil and nuclear appiications:

4. We are not a quaiified supplier to ASME Code I requirements.

b. We supply products meeting 10 CFR 50 Appendix 8 and are
11stad under CASE (Coordinating Agency for Supplier Evaluation).

Do wa fall under the rules of Part 217
Response:

Yes, you do come under Part 21 if the products which you furnish
for use in nuclear-applications are basic components,

21.3(a)-2
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as defined in §21.3(a), which could create a substantfal safety
hazard, as defined in §27.3(k).

Does Part 21 also apply to suppliers of consumables such as
walding matarial and services such as calibration.

Response:

Yes. Whers the consumabla or calibration service is relzted to a
basic component and a deviation from specified requiresents of a
procuresent document, or failure to comply, could create a substan
tial safaty hazard.

Are purchasec “"off-the-she!f" itams such as material obtained
from a distributor or a material supplier or ftems such as switches,
pusps, respirators and f{lters subject to 10 CFR 21?

Response:

Yes, if the off-the-shelf item is within the definition of basic
component as defined in §21.3(a).

Is a hospital using a teletherapy machine subject ta Pari }17 If
an intarlcck switch (an “off the shelf" {tem) fafls after

period of time does the hospital have to report it under Part 21

1f the switch could have resulted in a substantfal safety hazard?
If the answer 1s “yes",6 what parts cf a taletheraphy machine are

consfdered to be subject to Part 217

Response:

A hospital Ticensed by NRC to use a taletherapy machine is subject
to Part 21. A failure in any part of the sachine (including off-
the=shelf iteam) would be a reportible defect 1f: 1) the part
that failed did not conform to the tachnical requirements included
in the procurement document (8§21.3(e)); 2) the part that failed
was a basic component (§21.3(a)); and 3) the failure could, based
on am evaluation, create a substantial safety hazard.

which "off-the-shelf” items used by a manufacturer of teletherapy
sachines (examples: so=off indicators, lead, etc.) are considered
to be basic components? If 100 switches are purchased by this
sanufacturer as “off-the-sheif" {tems doas the procurement document
have to stats that thess parts are subject to Part 217

21.3(a)=3
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Response:

Any componetts procured directly by an NRC licensee in which a
defect or failure could create a substantial safety hazard are
basic components. If any of the 100 switcnes is to be used as a
basic component then the procurement document must stata that
Part 21 applies.

Consider a 1icentes whose Ticensed activities are only incidental
to the products/services it supplies in which case the products
and/or services themsalves are not licansed. [s it proper to
aisume that Part 21 1s applicable to these products and/ar
services only when so statad in procurement documents?

Response:

If the product or service constitutes a basic component within

the -unin? of Part 21, then the licensee is subject to Part 2)

as a supplier of basic components. Where the licensee is supplying
a basic component, it {s subject to the reporting requirements
mﬂor or not the procurement cdocument indicates that Part 2)
applies. :

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 {s created?

Response:

Section 21.21(b)(1) requires that faflures to comply which relate

to a substantial safety hazard be reportad. The rule is silent

on how to detarmine if a failure to comply is related to a substantial
safety hazard.

In Section 21.3(a) what is the meaning of “component hardware?"
Is a consultant servica which provides dosimetry servicas (TLD
dosimeters and f{1m badges) providing component hardware that s
subject to Part 217

Response:

As used in §21,3(a), "component hardware” would include all physical
elements inciuded by the term basic componenrt, such as: plant,
structure, system, component or part of a licensed facility.

No, dosimetry services do not constitute design, inspection,

tasting or consulting services important to safety that are
associated with a basic component as defined in section 21.3(a).

2.3(a)-4
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Reporting under Part 21 would be reguired, however, if, in
connection with the dosimetry service, there existad a failure to
comply with an applicable rule, regulation, order or iicense of the
Commission relating to a substantial safety hazard.

§27.3 statas =~ In al) cases "basic component” includes du1gn,
inspection, tasting, or consulting services “important to sa "y..."%
Clarify the meaning of this statement.

The broad scope of Section 206 activities of construction, cperation,
owning and supplying in themselves include activities such as

design, consultation or inspection that are important %o safety

and are associated with component hardware. Thus, such activities
which could in themseives result in creating or identifying a
defect-in associated hardware, system or structure are included

in the definition of basic component. An organization may accomplish
all of these activities in~house or may choose to authorize

others to do some of the safety-related activities; e.g., consultation,
design, inspection or tasts, for ft. When such contractural
arrangements are made for safety-related services the organization
accomplishing the service is within the scope of Part 27.

In paragraph 2! 3(a) the last sentence seeas to isply the Directors
and Responsible Officers of an Authorized Wuclear Inspector
organization fall under the purview of Part 21. Is this a proper
assuption?

Response:

Yes, Part 21 does apply to suppliers of services or items performing
activities within the scope of the definition for “basic components.”
This does include the contracted services of an Authorized Nuclear
Inspector.

As background to the questions asked below, property insurance
coverzge for a nuclear facility can be for Fire and Extended
Coverage and/or Bofler and Machinery Coverage. Such policies of
insurance reportedly do not require the insurer to make inspections
of an insured facility for purposes of loss prevention, but can
so allow such inspections to be made 1f the insurer so desires.
Such loss prevention inspactions of an insured facility are for
various purposes such as, determining the uncerwriting risk,
calculation of premiums and loss prevention. A general gquestion
with specific examples concerning the applicability of Part 21 to
such services s presented as follows:

21.3(a)-%
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Is an insurance company which insures an NRC 1icensed facility
and, as a part of its insurance contract, includes and makes
regularly scheduled inspections of these licensed facilities and,
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:

a. For Fire and Extended Cavm?e {nspections made but not
required by the insurance policy - are defects, deviation,
or deficiencies which are uncovered that could result in a
“substantial safety hazard" to be reported to the NRC by the
insurance cumpany as outlined in Part 217

5. Same questions as (1), except substitute *Safler and Machinery
Coverage® for "Fire and Extenced Coverage.”

€. - Same questicns as (1) and (2), except that inspections are
made because of {nsurance participation in MAERP or NEL-PIA.

Response:

If the information 1s given gratuitously by the insurance company
as aerely a part of its own protection in supplying insurance, in
contrast with a customer contract requirement, then it does not
fall within the cateogry of organizations that suoply safety-
related services. Where the information offered by the insurance
company includes the indentification of a possible failure to
comply or a defect - the insurance company is not r ire! to
report to the NRC. However, licensees receiving such inrormation
wauld need to address in their procedures whether it will be
necessary to conduct an evaluation to determine {f, indeed, a
substantial safety hazard does exist. [f, however, a licensee
contracts for these services then the {nsurance company would be
subject to Part 21,

15. Are fnsuranca companies performing sontracted fnspections associated
with basic components required to report under Part 21.

Resgonse:

The insurance company is not required to report under §21.21b if
the insurance company fdentified in his report to his purchaser
all deviations from established requirements discavered during
the inspection he was contracted to conduct.

21.3(a)-6
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If, aftar delivery of the completed inspection report, the fnsurance
Cuspany 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) 1f not able to perform the evaluaticn = to inform the
purchasar of the deviation which requires further evaluation

under 10 °FR Part 2.
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If the insurance or tasting agancy company declines to “approve”

a plece of equipment for a reason which might result 1n a "substantial
safety hazard" if the equipment were used in a NRC licensed

facility, sust the company notify NRC as outlined in Part 212

Response:
No.

oy
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Oces Part 21 apply to a consultant who conducts site investigations
to establish geclogic and seisaic data for engineering analysis
and design of nuclear power plant foundations and structures? If
1t does, give an example of a site-relatad defect.

Response:

DIW BRI

}

L
‘

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

1}1;’ {

related site characteristics s subject to Part 21. 10 CFR Part
100, Appendix A, Sefsmic and Geologic Siting Criteria for Nuclear
Power Plants, is tha governing rule. '

WA IR

The discovery and evaluation of a new site feature, such as a
fault or area of unstable ground which could present a substantial
safety hazard, would be reportable under Part 21 only after the
originally contracted data is cdelivered to the purchaser and the
evaluation of the new condition fdentifies the existence of a
defect in the original dat: which, 1f used, will substantially
reduce the safety function of the facility.
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Definitions
§21.3(d) Defect

(@ "Dafect™ means:
(1) A deviation (see {213 (0)) I »
dellversd o

Please dafine or discuss the term “delivered to a purchaser for
usa” as used 1n subsection 21.3(d)(1). Oces this mean that a
deviation can only be classified as a defect if it was not detected
by a recaiving inspection? Dfscuss tra situation where a deviation
{s detacted by receiving inspection and a Nenconformance Report is
fssued. Is this a potantial defect: 1{.e., the component was
"delivered for use" by the supplier, but not “delivered for use” to
the constructor or owner.

Section 21.3(d)(1) defines a reportable defect as a deviation in a
basic component deifvered %o a rurchaser for use in a facility or
activity subject to Part 2] whers it 1§ detarmined that the deviatien
could create & substantfal safety cazard. In determining whether a
tasic component has been delivered, the basic element, in the
staff's view, is when the purchaser has taken control over the
item. Normally, this would occur when the purchaser or its agent
(e.g., a shipper) receives the component. However, the purchaser
say be entitled, efther through contractual provision or ordinary
commercial practice, %o conduct a receiving inspection before
taking final acceptance of the component.

21.3(d)-1
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In that case, 1t is the stzff's position that "dalivery" 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 %o the supplier
within a reasonable period of time after recaipt of the companent.
In this same situation, the liar who receives the rejectad
component would be required to evaluate the deviation and report an
{dentified defect {f he had deliversd componants with similar
deviations to other facilities or activities subject to Part 21.

Is a nonconforming item, discovered after release by a supplier,
which upon evaluaticn could create a substantial safety hazard but
which will be revorked to full compliance with the procurement
documants reportible under Part 217

Response:

If a deviation == that {s, a departure from the tachnical require-
ments included in the procuresent document for a basic component ==
{s identified in that basic component which has been dalivered to a
purchasar, then an evaluation must be performed. If the evaluation
fdantifies a defect, then it must be reported even though the
purchaser or supplier may subsequently rework the component to full
complianca with the procurment document.

Doas the concept of "delivered" in §21.3(d)(1) require that the
basic component be turned over frca one corporation or separats
entity to another corporation or entity or zould something be
deliversd within a single corporation? Suppose the fabricator of
the component is also the licansee of the reactor -- at what point
fs there delivery so that thers could be a "defect?" -

Response: -

The rule makes no distinction between inter and intra antity delivery
of components as lang as the transaction occurs pursuant to a
procurement document. In determining whether a component has Zeen
dalivered, the basic element is when e purchaser has taken control
over tne ftem.

Ars we operating within the intent of 10 CFR Part 21 by defining,
for purposes of complfance with this regulation, the term delivery
to mean:

a. that point after nélipt of matarials from a supplier «hen an

fnspection report, indicating acceptability of the materials
for fabrication, is {ssued:

21.3(a)-2



that point, after fabrication and shipment to the site where
; erection will be performed by a third party when an acceptance
| is fssued by the erector;

€. that point, after fabrication and shipment to the site where
the fabricator will also perform the erection, that the
fabrication 1s offarsd to the client as complatad.

Response:

Yes, but see response to 1 abova in regard to appiicability of
! receipt inspection.

| $. If our customer purchases a nuclear plate tc the requirements of
the Code including ultrasonic tasting to the matarial requirements
of AS78 leval 1, then upgrades by test to their customer’'s specifi-
cation which is tightar than the ASME Coce and finds a rejectable
indication under their customer's specificaticn, are we respensibl.
to report to the Commission?

! Response:

) Ne. The delivered basic ccaponent did not deviate from the pro-
| curesent document specification (AS78 level 1), therefore no
| defect exists.

6. It 1s the opinfon of the QA Manager that Part 21 requires no
! change n QA Manual or procedures nor additional action. The
controlled manufacturing system described in our QA Manual will
prevent our offering an N-Siamped product for customer acceptance
with known conditions hat could:

1. Create substantial cafety hazard;

or
3. Contriduta to axceeding a license designated safety limit.

Therefore, we believe there is no need %o notify employees or
vendors of Part 21 again becauses of our complianca with provisions
of an approved QA Manual. [s this correct?

Response:

The assumption appears to be made that because a company has a
controlled manufacturing system in accordanca with their QA
Manual,

21.3(d)-3
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2. Deviata from technical requirements included in the procurement;
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there s no possibility that any deviation could exist in a
delivered component. Therefore, the provisions of Part 21, such
a3 the requiresents of sections 21.6 and 21.31, would not apply.
This assumption fs incorrect. Any organization supplying a basic
Component as defined in Section 21.3(a) s subject to Part 21.

Is 1t the 1ntant of Part 21 that findings currently treated under
the Operational Quality Assurance Pregram (audit repoerts, nonconfor-
Bance repcrts) may be reported to the NRC? A specific example of

a nonconforming item is a power reactor is a spare part that was
returned to the vendor because 1t did not satisfy some feature in
:M ptzn;ehuo requirements. Is this action reportable under

art 217

Response:

A spare part recaived at a power reactor facility which {s returned
as a result of the inftial receipt fnspection would not be reportable
under Part 21 by the purchaser. The supplier would be required

to report the ftem {f 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 fnspecticn and acceptance By the purchaser, would be
reportable under Part 2).

If a deviation {s discovered after dochi‘y. but before installation,
who do we notify? Our buyer? Owner/Operator? Do we need to
notify NaC in this case? y

Rasponse:

If the supplier {dentifies a caviaticn in a delivered basic
Component and has evaluated the deviation and by evaluation he
has determined that 1t could cause a substantial safety hazard,
he 1s required to report the deviation, which fs now a defect,
directly to the NRC. If the supplier does not evaluate the
deviation capability, then he is required to report the deviation
to his buyer.

If in the course of fabrication, our purchaser recuts a plate and
opens up a lamination that is efther repairable or rejectable,
whose responsibility, 1f any, is it to report the incident %o the
Commission?

Response:

It 1s the responsidility of the purchaser to evaluate the deviation
(f.e., Tamination) and 17 1t could create a substantial safety
hazard, to report the defect %o the Commission.

21.3(d)-4
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10.

1.

When are construction activities delivered for purposes of Part 217

Do deviations related to construction, modification or repair
activities d’scovered as a result of planned post-installation,
precps-ational or startup testing at a nuclear power plant require
evaluation and 10 CFR 21 reporting if the portion of the plant
under tast was released to the permit holder or licansee with the
undarstanding that tasting would be the proof of acceptability
and that deviations would be referred back to that organization
for remedy followed by subsequent tasts?

Response:

Section 21.3(d)(3) {dentifies those deviations in a portion of a
facility subject to the construction permit or manufacturing
licanse requirements of Part 5C of the Commission'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 facilities %o the owner,
Thus, where a purchaser {s offered responsibility for a portion
of the facility for tastiig purposes, the purchaser would be
required to evaluate any deviaticns in that portion of the facility
and to report any defects.

The tarainology in paragrph 21.3(d)(3) indicatas 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
complata unti! some warranty period has expired. This warranty
period may be as long as one year after commercial operation.

The warranty provisions for sajor equipment normally requirs the
manufacturer to be responsible for the correction of any defects
that appear through the warranty period. Please discuss the
interpretation of the paint in time when acceptance is accomplished
by the purchase.

Response:

Section 21.3(d)(3) identifies those ceviations in a portion of a
facility subject to the construction permit or manufacturing
license requirements of Part S0 of the Commission's regulations
which are reportable dafects under Part 21. Offer for acceptances
of the portion of the facility containing a deviation, within the
meaning of Section 21.3(d)(3), would occur when the supplier
affers control over the portion of the facility %o the purchiser.
Thus, a warranty which requires the supplier to correct deficiencas
for a period of time would not postpone the applicability of

21.3(d)-5
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12.

13.

Part 21 to the purchaser. Whenever the purchaser is offared
control over the portion of the facility containing the defect,
ke would be required to report the dafect uncer Part 21.

Please discuss for design documentation, reports preparsd by
consultants, or similar "software” when they are considered as
“delivered.” Most design documents are “deliversd” several times
to different organizations for various purposes. A design document
say be "delivered" from a design organization to the licensee for
the purpcses of review. This delivery is a contractually binding
requirement for a design organization to provide documents for
review. The design documents then may be also utilized as portions
af or incorporatad in procurement documents. The design documents
are again “"delivared” 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 constituta a second delivery?

Response:

With respect to design, Part 2 is only applicable when such
design (or consulzation) can result in the creation of a substantial
safety hazard. Ouring the activities of design and consultation
there may be stages of conceptual design in regard to feasidility.
Conceptual designs are not subject to Part 21. However a "defect”
in a design which {s used in a procurement document is reportable
under Part 21. Therefore, a design document, consultation or
“other softwars” should be considered "delivered” for purposes of
reporting defects under Part 2] when 1t has bewn communicated to
another pirty which will use it in design, manu®acturing or in
preparing a document for the manufacturing of any basic component.

It 1s obvious that this rule requires reporting of defects related
to basic components. Under what circumstances would the following
design considerations be reportable under “ais rule:

a. A situation wherein an analysis error is discovered.

b. A situation wherein an analytical methed s changed.

€. A sftuation wherein the dita base for the design or performance
evaluation is changed.

d. A sftuation wherein a basic critarion is changed.

21.3(d)-6
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Response:

An analysis error, modeling error or data input error could be
reportable under Part 21 where such an error {s detected aftar
delivery of the analysis data to the purchaser. In these instances,
an evaluation would have to be performed to detarmine the significance
of the error === that {s the reduction in degree of protection
provided to public health and safety. For example, an ECCS

related error which results in a calculatad change of peak clad
tamperature of less than specified value, that s 20%F, is not
considersd to be a substantial safety hazard. Regarding a change

in a basic critarion, 17 a criterion used for the design of a

basic component is changed such as to potantially result in a

major reduction 1n the degree of protaction provided for the

public health and safety, thea such a change would be reportadble

1f the design data has been delivered for usa in final design,

the SAR or in procurement documents.

It 1s understood that the correction of defects that are found
within the normal course of the application of a quality assurance
program complying with 10 CFR Part 50 Appendix 8 are not included
in reporting requirements. These detections and corrections of
nonconformancs or defects, that occur on a day-to-day routine
basis because of reviews, inspections, tasts, nondestructive
exaninations do not appear to be within the definition of the
reporting requirements of Part 21. Those {tams that are not
detectad within the normal course of the conduct of a quality
assurance program aid are contained in “"delivered basic components”
appear to ba subject to evaluation and/or reporting requirements
of Part 21. Please discuss the intarrelationships of defect,
nonconformance corrective action, repairs that are required by
Appendix B of Part 50 and those definitions used for reporting
requiresents of "substantial safety hazards” in Part 21.

Response:

Your intsrpretation that detections and corrections of non-
conformances or defects, that occur on a day-to-day routine basis
because of reviews, inspections, tests, nondestructive examinations,
“before a basic component has been celivered or affered for
acceptance” would not come within the reporting requirements of
Part 21 {s correct. It is only after delivery of a basic component
containing a caviation and ths detarmination, by an evaluation,

that the deviation 1z a defect that a Part 2] report need de

made. Part 21 has given special meanings to “dafect” and "deviation.”
These same tarms are used in Critarion XVI, Corrective Action, of
Appendix B to 10 CFR Part 50. Although the special meanings of
Part 21 were not developed for the Appendix 8 use of the tarms,

the meaning of Critarion XVI of Appendix 8 is not changed and is
consistant with the special meaning of these ter~- as used in

Part 21.
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Is receipt of a defective component reportable under Part 21, {f

the evaluation indicates that the component would not effect

plant safety because qualfty assurance and quality control procadures
would have prevented the component's installation?

Quality assurance inspections or tests performed by the licensee
cannot be countad upan to prevent installation of defective basic
components. In evaluating deviations the assumption which must
be made is that the component s installed in the facility, then
if 1t could create a substantial safety hazard it must be reported
to the NRC as a defect.

16. 1Is it possible to classify defects or noncoapliance prior to
occurrence to eliminate the need for "evaluation?"

-

It is acceptable for an organization to specify, within their

intarnal procedures, the general types of deviations, with appropriate
evaluations, which could creats substantial safety hazards and

which therefore ars reportadle defects. However, each specific
deviation st beindividually evaluated, This evaluation could
utilize the previously evaluated categories of deviations which

are reportable as defects if the specific deviation can be categorized
into one of the genaral types of deviations which have been

previously evaluated.

17. If all tachnical requirements of a procurement document are
verified as having Deen met prior to placing an item-in operation,
then by Part 21, would the only reportable defect invelve those
conditions or circumstances relating to A basic compenent that
could contributa to the exceeding of a safety limit?_

Response:

Yes. If the procurement document is not defective and all technical
requirements are verified as having been met including any performance
and reliability requirements, then the only defect reportadle

under Part 21 would relate to conditions or circumstances relating

to a basic component that could contribute to exceeding a safety
limit.

18. Clarification is needed regarding “conditions and circumstances.”
Are these refarring to operating conditions?

21.3(¢;-8
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19.

20.

2.

Response:

The tarm "conditicon or circumstances” referred to appears in
§21.3(d)(4), which states, "A condition or circumstance fnvolving
a basic component that could contribute to the exceeding of a
safety 1imit as defined in the technical specifications of a
1icense for operation {ssued pursuant to Part 50 of this chapter.”
"Condition or circumstance” refers to those which the basic
component may experience at any time. [t 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 1t must
include the shutdown and refuel ing modes.

Does the “"safety limit® criteria have specific implications for
1icensaes cther than those relatad to operating reactors?

Rescense:

Any fuel reprocessing or enrichment facilities licensed pursuant to
10 CFR 5C would also use the "safety limit* criteria.

To what degree of contingency should the words "could contribute”
in §21.31(d)(4) be carried?

Response:

The "condition or circumstances” should be evaluated for normal
operation and anticipated transients, considering a single failure
in addition to the condition or circumstance being evaluated in
order to determine {f a safety limit could be exceeded.

If the condition or circumstances in guestion does not, without
intervening cause, reach a safety limit does it become a reportadle
defect?

Resconse:

Anticipated transients must be considered as “intervening causes.”
Then, {f the co~dition or circumstance would not contribute to
axceeding a safety limit, 1t would not be a reportadle defect,

If the component or system is redundant or multiply redundant,

when thu safety 1imit does not reduce such degree of redundancy,
would the deviation be a reportable defect?

21.3(d)-9
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Assuming that the question intanded to address “condition or
circusstance invelving a basic component” 1t 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 Tinit could be exceeded.

3 21.3(a)-10
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Definitions
§21.3(f) Director

() *"Director” mesns o
or electad e
- - o aod

. In the case of *n
“direstor”

i

H

:
i

é?
|
]

|

Please fdentify scme situations in which a director of a corporation,
in'his or her capacity as director (i.e., through reports made by

t at board meetings) might become personally liable under
Part 217 Shouldn't the definition of “director” in §21.3(f) reflect
the fact that only the board of directors, and no individual
director, has authority to manage and direct the affairs of a corpora-
tion, or did NRC mean to restrict 1{1ability only to those "directars”
who single~handedly possess such authority?

Response:

If a director cbtains information reascnably indicating a defect or
failure to comply such as, for example, through reports made by
sanagement at board meetings, and fails to make the required notifi-
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 and not just those directors who single~handedly
possess authority to manage and direct the affairs of tha corporation.

Does the term "director” include outside members of the Bcard of
Directors?

Response:

The term “director” does apply to cutside members of the Zcard of
Cirectors if they are authorized %o manage and direct the affairs of
tha corporaticn, partnership or cther entity. If they have actual
knowledge themselives, they have a duty to comply.

21.3(7)-1
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Definitions

§21.3(1) Procurement Document

= contract thai defines the requirements
which facilities or Desic COmMponents mus.
meet i order to be considered accepta-
Die Dy whe purchaser

~M e

1. Please explain what.the “procurement document” {is for consultant
servicas or for a design so that it can be detarmined when a "deviation”
has occurred. Can a “procurement document” {tself be defective
(i.e., contain incorrect specifications)?

Responsa:

A procurement document for consultant services s the same as a
procurement document for hardware, that is a contract that defines

e

Ay

g
/

A

= the requirements which facilities or basic components must meet to

. be considered acceptable by the purchaser. A procurement document

— can itsalf be defective. For example, the specifications for the

= basic comporient could be «fcc_tfve.

3 2. Does the concept "procursment 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 procadures,

% sanufacturing codes or specifications?

3

A Response: -

= Yes, provided they fall within the definition of "basic component”

3z contained in Section 21.3(a) of the rule.
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Definitions
§21.3(J) Responsible Officer

For a corporation, s the definition of respensible officear
(Section 21.3(j)) limitad to only those officers duly elected or
appointed in accordance with stata laws and corporate bylaws?

Response:

No. "Responsible officer” as defined in §21.3(J) inclucdes other
individuals in the organization of a corporation, partnership or
other entity "who are vested with executive authority over activities
subject to this part." (Emphasis added). It is possible that
individuals vested with executive authority over activities

subject to Part 21 may not be included in the 1ist of officers in
the Articles or By-lLaws.

The definition of responsible officer inciudes "...other individual...
vested with executive authority cver activities subject to this
part." Who {s included by the words “other individuals“?

Response:

President and vice president are two titles that are identified
in the rule. The "other individuals who are vested with executive
authority over activities subject to this part” would be.those
personnel identified in the organizaticn's procedures and have
comparable authority to that of a president or vice president.

The definition of “responsible officer” published on June 6, 1377
deleted persons with “management authority” from the definition
originally proposed March 3, 1975. See, 40 Fed. Reg. 8832 (1975).
Should this deletion be interpreted as excluding from the definition
of “responsible officer” those nersons who have conly managerial
authority (and who may have a title, such as "vice president”),

but are not corporata officers?

21.3(4)-1




Response:

Mot necessarily. If the individual with sanagerial authority, whether
or not he {s fdentified as a corporate officer, is also vested with
executive authority over an activity which is sub{oct to Part 21, then
he would be a responsibie officer within the meaning of Section 21.3(§).

In the case of a corporation {s the definition of “Responsible
0fficer” meant to include fndividuals such as project managers
and QA managers?

Response:

No, 1t {s not meant to fnclude individuals such as project managers
and QA managers. These individuals are not ordinarily vested
with executive autherity.

Can an entity subject to Part 21 designata 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 of
a4 matrix management system where all aspects of construction,
desfgn and operation of a nuclear power plant are under the
control of a single individual, that only one individual wiil be
2 "responsible officer?*

Response:

An entity may rot exclude any individual in its organization who
1s vested with exscutive authority over activities subject to
Part 21 from the requirements of Part 21. This should be distin-
?uuhod from Section 21.21(a) which is to assure that the entity
nforms one director or responsible officer of defects or failures
to comply which are fdentified.

It is possible, however, that within the entity's organization,
such as in a matrix management system, only one individual will
gc vcﬁod with executive authority over activities subject to
art 21.

wWhat mechanism or means exists for mutual agreement to be reached
before-the-fact batween the licensae and the NRC as to which
individuals in a given organization are %o be considered "responsi-
ble officers"? .

21.3(§)-2
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Response:

None. Consistent with §21.21(a)(2), procedures shall provide for
informing the director or the responsible officer designatad by
each organization as having the required “executive authority”
over activities subject to Part 21. NRC's first observations to
ascertain compliance with Part 21 will occur during inspections
conducted by the Office of Inspection and Enforcement.

Would an officer who has executive authority over only a small

class of activities covered by Part 21 (e.g., plant security,
personnel, stores) be liable for failing to make a report concerning
a defect or noncompliance arising outside of his area of executive
authority?

Response:

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 {s within his organization's responsibility.

21.3(3)-3
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Definitions
§21.3(k) Substantial Safety Hazard

Please alaborate 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 nducthn in the degres of protoc‘.ion
provided to public health and safety."

Response: »

Appendix A to NUREG-0090-7, Report to Congress on Abnormal Occurrencas,
June 1977 1ists a number of events that may help to fllustrate the

NRC concept of “Substantial Safety Hazard." Specific fllustraticns

of what we would consider to be "major reducticn in the degree of
protaction provided to public health and safety” include:

Exposure in excass of 25 rems, whole body (10 CFR 21.403(a)(1))

Exposure of an individual in an unrestricted area to more than
0.5 rem in one calendar year (10 CFR 20.105(a))

Release of radicactive saterfal to an unrestrictad area in
excass of 500 times the 1imit of Appendix B, Table II, 10 CFR
Part 20 (10 CFR 20.403(b))

Excueding 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

Are defects in redundant components reportable under Part 21?7

Response:

A deviation (i.e., a departure from a procurement document specifica-
tion) which, based upon an evaluation, causes or could cause the

21.3(k)-1
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failure of a redundant basic component is a reportable defect under
Part 21. The loss of safety function of a basic component {s considered
a sajor reduction in the degree of protection provided to the Jublic
health and safety. It is possible that the defect might also exist in
the redundant basfc 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 fafl. It could be removed from service for other
reasons such as routine preventive maintenance or inspection.

Facility tachnical specifications may allow continued operation

for short periods of time with : redundant component inoperable.
For example, one esergency diesel generator may be {ncperable for
W to 72 hours, provided the other diesel generator {s demonstrated
to De operable in accordance with the Technical Specification
action statements.

Ouring the period of operation with one emergency diesel generator
inoperable, the "single failure” critarion of 10 CFR 50, Appendix
A cannot be met. Ooes this represent a substantial hazard as
defined in Part 21?7

Rugons_a_:

No, operation in a degraded mode; that fs, operation with less

than the normal minimum number components operable, but within

the action statement of the limiting condition for operation of

the Technical Specification, has been evaluated and found accept-
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 fn a degraded mode is reportable as a Ticensee event
report.

It 1s also possible that the failure could fdentify a deviation,
f.e., a departure from the techincal requirements of the procure-
ment document under which the component was purchased. If a
gcvution fs identified it would have to be evaluated pursuant to
art 21.

Are all or scme of the present Prompt Reportable Occurrences

defined by operating plant technical specifications or environ=
mental specifications considered "substantial safety hazards"?

21.3(k)=2




Response:

No, not 211, For example, some prompt reportable occurrences
result frum a failure to meet action statements which are required
by Technical Specification 1imiting conditions for operation and
would not be reportable under Part 21.

5. To what degree would a deficiency in a plant security systam
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 cccur as a result of an accident.
An example of a defect or noncomplliance in a security system is
one whicn could allow access of an unauthorized individual to a
vital area without being detected by the security system. Oetection
of the unauthorized individual by random visual surveillance or
by remote visual electronic surveillance is not considered to be
a detaction Ly the security system. The staff view is that this
represerts a major reduction in the degree of protection to
public health and safety and is, therefore, a substantial safety
hazard and wouid require notificaticon ta the NRC.

6. Oces the "substantial safety hazard" definition include “employee
safety” or does 1t apply to “"publiic safety” only?

| Response:

i The tarm "public” in Section 21.3(k) includes all individuals =~

' that is both esployees at a facility or activity licensed or

[ atherwise regulated by the Comission and members of the general
public. Of course, the degree of protaction afforded and the
critaria for determining whether a substantial safety hazard
could be created will vary for different types of individuals
(e.g., radiation workers as opposed tc members of the general
publiic) depending on whether the event is a low probability major
accident or a more probable occurrence, and whether the potential
release s to a restricted or an unrestricted area.
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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 license. An evaluation is implicit with

> this definition in order to determine {f a safety limit could be
B § axceeded and is considersd a substantial safety hazard.

".:« 2
3 1

Ny

<! 8. Is it permigsible, fn the procedures established by each organi-
& zation, to define what is 1ntnanud to be "a substantial safety
hazard" for the basic components provided by that organization?
ot It would appear to be helpful to employees of an orguliuuan ts
be provided with guidance in the intarpretation of “substantial
safety hazards" as they relate to the given basic components

= provided any organization. A "substantial safety hazard" within
4 design organization would be si?nlficmtly different than a
=5 substantial safety hazard defect in a pump manufacturing
Xa organization.

: Response:

Each organization subject to the rule is required to adopt pro-
Cedures to “provide for evaluating deviations®. It {s permissible
to incorporate inta these procedures specific guidance, applicable
to the organization, on those activities which tha organizatien
perforas which could creats a substantial safety hazard., This
guidanca could then be utilized in evaluating specific deficiencies.

\ »y | 2N,
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9. What is the difference between a “substantial safety hazard” and
“affect safe operation” in accordance with 10 CFR 50.55(e)?

Response:

“Substantial Safety Hazard" originates in Section 206 of the
Energy Reorganization Act of 1974 (ERA). The ERA required that
the Commission 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 protaction provided to public health and safety
«..." The intent of "affect adversely the safety of cperation”
as used 1n §50.55e(1) refers to defic encies which if they were
to remain uncorrected could adversely affect safe cperation
Specifically these deficiencies are relatad to (1) quality assurance
programs, (2) design deficiencies which do not conform to the
safety analysis, (3) construction deficiencizs or damage to

: structure, and (4) deviation frem performance specifications.
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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:

Itams which are reported pursuant to Part 21 which the Commirsion
feels are not substantial will be so fdentified in the NRC's
Computar 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 number of
*non-substantial® defects are reportad.
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§21.4 Intarpretations

Is a written transcript of the regional meetings available?

Response:

!zb writtan transcript was made of the five public meetings on Part
1.

Do the published staff responses constitute official interpretations
of the rule as provided for in Section 21.47 If not, can the pub-
1ished answers be relied upon for fmplementation guidance?

Response:

These responses and the responses given at the regiocnal meetings do
not constituts interpretations of the rule by the General Counsel,
as provided for fn 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 upen it for
guidance. O0fficial interpretations by the General Counsel may be
requested in accordance with Section 21.4.

How will interpretation of 10 CFR Part 2] made by the General
Counse] be communicated to all organizations subject to this part?
Response:

Intarpratations of ‘10 CFR Part 21 by the General Counsel will be
published in the Federal Register.

How and when will the results of these regional meetings be re-
flected in 10 CFR Part 212

Response:

while the Commission has no fmmediate 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 Part 21 that it
"intands to examine closely the implementation of new Part 2) with a
view to making any clarifications or other changes that may be warranted
in light of experienca”. Such a reexamination by the staff {s pre-
sently underway and may result in proposal of soma clarifying amencments
in the near future.




§21.5 Communications

How will Part 21 reports be filed and distributad for NRC licensees
and non~licensees and how will these reports be used?

Rasponse:

We plan for copies of Part 21 reports submittac to the NRC by a
Ticensee or nonlicensee to be placed in appropriate docket files
in the public document rvom. Proprietary information will be
protectad in accordance with 10 CFR Part 2.

NRC will ytil1ze the Part 21 reports to evaluate the impiications
of reportad defects, inciuding generic implications, to assure
that corrective measures are taken as appropriata for regulated
activities to protect the health and safety of the public.

Mow wili the Commission handle reports received that later are
detarmined to be "non-reportable”?

Responsa:

A1l Part 2) reports will be transcribed into a computer retriev-
able file. The reports will be evaluatad by IE, and {f appropriate
by NRR or NMSS. If a detarmination {s made that a report should
not have bee: submitted, we plan ta indicate action in the computer
file.
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§21.6 Posting Requiremen °
Each individual partnership. coruora-
tion or otRer enuly subject o the reyv
mtions o this part shall post current
coples of the following documentis o &
CONSSICUOUS Dosition on anr premises.
within the United Stales whare the ac-
tivitias subject to Lhis Dart are conducted
11) the regulations in Uus part. (20 See-
ton 204 of the Eneryy Reoryamuzation
Act of 1974, and (D) procedures adopted
Pursuant o the regulations 1o Lhis part
I posting of the reguistions in this
part or the procedures adooted pursuant
to the regulations in this part i3 not prae-
tcabie. the licensee or Srm subject %0
the regulations in this pArt may, I ad-
dition 0 posting section I06. post & Do~
tics which describes the reguletions/
- procedures. ncluding the name of the In-
dividual to whom reports may de made.
and stales where Lhey may De examined.
The effective date of this section has
Deen daferred unill January 6 1978,
1. Wwho {s subject to the posting requirements and when do the posting
requirements become effective?
Response:
= Posting requirements become effective on January 6, 1978, and are
- applicable %o 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 comply
- Ly with the posting requirements in Section 21.6?
;‘}_ Response:
",: Every premise where activities subject to Part 21 are conducted,
S must be postad in a conspicuous location. The number of posting
T2 locations that {s adequate should be judged on the normal accass
o of the individuals to the premises.
_;f' 3. W1l a fora for Part 2] posting recuirements similar to NRC-3,
=3 “Notice to Employees," be available from NRC?

2l.6-1
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Zaeponse

Presantly, NRC does not have plans to make available a Part 2]
fora for posting sfimilar to the NRC-3 fora.
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§21.7 Exemptions

oy law and will not endanger Lfe or
property or the common defense and
sscurtty and are otherwise I the public
miarest

wWhat relfef {s available to a utility 1f a sole source suppifer
refuses to accept a purchase aorder with the 10 CFR Part 2] provisiuns?

Responsa:

It should be pointed out that Part 2] applies to sole source suppliers
of basic components for licensed nuclear facilities or activities
regardless of whether the procurement document specifies Part 2]
applicability or not. Should the guestioned 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 1f 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 intarest.

How does a company get an exemption ta Part 217

Response:

Pursuant to §21.7 coqany can request the Commission to grant an
exesption by filing a request directly with the Commission and
stating clearly the reasons why the exemption sheuld be granted.

Will notifications submitted to the NRC in accordance with 10 CFR
Part 21 be exempt from public disclosure?

Response:

If the information in the notification is identified as progrietary
{nformation=-the disclosure of which will do substantial harm to an
organization's competitive position=-the notification could be
withheld from disclosure under a Freedom of Information Act request
{f the Commission determines that it is fn the public intarest to
withnold it (Exemption 4).
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substantiasl safety hazard or

- (I Contamns & defect. The effective
date of Whis DArRgTADN Las Deen deferred
entd Jaousry 6 1878

1. Does the taram “{ndifvidual™ as used in §21.21(a) (alss §21.6, §21.31,
§21.41, §21.51(b)) rafer solely to a scle proprietorship business
entity which sust have procedurss, keep records, etc., or does it
2130 refer to individuais who are directors or responsible officers
of corperations? The term "individual . . . subject to the regulations
in this part” would seesm to include directors and responsible officers
of corporations. Must directors and responsible officars also have
procadures, post copies of regulations, keep records, etc.?

Response:

The tarm “fndividual” used in the above referenced sections of the
rule seans individual proprietorship. Directors and responsible
officers are not reguired to have procadures, post copies, ete.

2. What is meant by "appropriate procedures”? Does the NRC expect to
issue a Regulatery Guida, or will each company be on its own?

Respense:

“Appropriate procedures” means procadures that are sufficient to
provide effective implementation of Part 2] as described in section
21.21(a). At this time, NRC does not expect to fssue a Regulatory
Guide on this subject. Should experience with the application of
Part 21 indicats the need for additional guicance in this area, it
is expectad that a Regulatory Guide will be developed.

2.2(a)-1



It 1t a correct interpretation of Section 21.21(a) that appropriate
procedures for evaluating deviations, informing the licensee or
purchasar of deviations, and for assuring that a director or
responsible officar is notified of defective conditions, need not
be incorporated until January 6, 19787

Response:

It {s correct that these proceadures need not be adopted until
January 6, 1978.

what effect does the delayed effective 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
inforsation 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 {s required to notify the Commission.
This reporting requirement {s effective even though formal pro-
cedurss for performing the evaluations are not in effect.

How datailed should procedure for “Evaluation of Deviations” be?

Response:

The procedure for ¢va'uation = and the record for evaluation =
should include the following: ;

a. review of informatiorn sufficient to describe the deviation

b. an analysis of the effect of such a deviation in a basic
component {f used fn a facility or activity subject to Part
21

ec. a conclusion based on the analysis as to whether the devi-
ation could create a substantfal safety hazard.

When is the earliest time that a utility needs to establish
procedures required by §21.21(a).

Response:
A utility sust begin to establish r "~adures as required by
Section 21.21(a) when it first en( \ny af the construction

21.21(a)-2
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activities, Including safety-related design work, referenced in
Section 21.2 and defined in Sectfon 21.3(c) of the rule.

Please discuss to what extant a responsible officer should go to
{nsure that defects are fdentifiad and reported. The specific
concern here s upper level management people, such as Boards of
Ofrectors or Partnership Committees, who are not invalved in day-
to-day operations.

Response:

The extent to which a resgonsibia officer must go to fnsure that
daviations are fdentified is to be determined by each company
subject to Part 21. Once a deviation is {dentiried, the company
sust follow the procedures it has established to promptly evaluate
deviations and to inform a responsible officer or director. Once
a4 director or responsible officar obtains information reasonably
indicating that a defect exists, he must inform the Commission
unless he knows that the Commission has already been adequately
informed. This applies regardless of whether a director fs
involived in the day-to-day operations of the company 1f a director
obtains reportable information.

Are cther procedures required to be formally adopted under §21.21(a)
besides thise enumerated there? Specifically, must a licensee
establish formal procedures to correct deviations (see 42 Fed.

Reg. 28891, 28893, (7)) or to {dentify deviations?

Responsc:

Part 21 requiras only those procadures required by §21.21(a) to be
estabifshed. Other portions of NRC regulations, for example, 10
CFR Part 50, Appendix 8, requires that procedures be established
to fdentify and correct deviations, nonconformances, defects,

ete, .

In regard to procedures:

a. Who is responsible to verify that the procedures fulfill the
requirements of Part 21; and, therefore, who accepts the
Hability? ;

b. Should Part 2] procedures be covered in the respective QA
Manuals?

€. What are acceptable procedures and criteria for auditing to
ensure that all actions are in conformance with this aspect
of Part 21?

21.21(a)-3
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12.

Response:

a. Each o fzatfon s responsible and must assure ftself that
appropriata procedures are established.

b. Part 21 procedures need not be covered in QA Manuals.

¢. Normal manigement controls are an acceptable means to verify
conformance to Part 21. Quality assurance type audits are
n:t ruquired to verify that appropriate procedures are in
effect.

If able to do so, is the organization which issued the procurement
document obligated to perform the evaluation?

Response:

Section 21.21(a) states that each arganization shall establish
proceduras for evaluating deviations or assuring that deviations
are evaluated by another organization tha* ean perform the
evaluation. It {s expected that each orge ‘ation discovering a
deviation will perform the evaluation 1f it nas the capability to
do so. If the fira is unable to evaluate, then the informacion
of the deviation should be passed up the tier of purchaser/supplier
organizations in order that the evaluation can be performed.
Procedures develcped by sy 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,

Does 10 CFR 21 allow for a period of evaluation between the time
a potantial safety concern is identifiad and wher 1t must be
reportad to NRC? If so, what period of time is considered
reasorable?

Response:

The rule preseatly is silent {n regard to the time from when the
deviation {s identified to the time of notification to NRC. This
tisz is presentl) considered to be unguantificable for all facets
of facilities and activities ~egulated by NRC and needs to be
de*armined on a case-by-case dasis.

wWhat {s the answer to the following questions:

a. Once a director or responsible officer has reportad a deviation
accerding to the appropriata intarnal procedure so that

21.21(a)=4




13.

"evaluationr® has commenced, must the director or responsible
officer follow through with the evaluation to see that it is
conducted properiy?

b. How could the typical corperate director or an officer with
executive authority over only a small class of activities
covered by Part 2] bDe expected to evaluate a defecy. that is
outside of his area of expertise or authority?

Response:

a. MNo. It 13 not anticipated that u director or responsible
officar will be invelved in {dentifying “deviations.”

b,  He 1s not required to evaluate 1t himself. Precedures
established under §21.27(a) to ensure that evaluations are
performed and at least one direcior or responsible officer
{5 Informed of any defects or reportadle faflures to comply
sust be established by *he organization.

The new Part 21 fmplies that an analysis is necessary in esach
instance to detarmine whether a significant safety hazard could
have existed 1f & defective component had been instailed in a2
reactor facility. OQDoes this analysis requirement extend to
components that never become the property of the reacteor facility?
Who shouly perform this analysis? How is the analysis best
documented? What benefit {s derived by the conduct of this
analysis?

Response:

The evaluation of a deviation in a basic component that is delivered
to # purchaser must be evaluataed to detarmine whether a substantial
safety hazard could be craated 17 the component were installed in
the facility even though the purchased ftem s rejectad and never
installed in a plant systes.

The organization discovering the deviation should perform the
evaluation or cause the evaluation to be performed by ancther
organization. For example, for a deviation discovered by a sup~
plier, trs evaluation should be performed by the supplier, if he
has the capability, or by the purchaser if the supplier does nct
have the capability.

In addition to the normal 10 CFR 50 Appendix 8 type records

required for analy=is of sa®ity-related {tems, the Part 2] documenta-
tion of evaluations which involve a substantia) safety hazard and
records of notifications to the Commission will satisfy Part 21
recordkeeping requirements.
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18.

16.

In regard to the benefit derived in conducting evaluations of
ftems which are never installed, the identification of a defect

in a basic component that is never installed in one plant may

result in fdentifying generic {tems having the same defect installed
in other plants.

What 1s the utility's responsibilities when only the fuel supplfer
can properly evaluats the consequences of a fuel deviation to
detarmine 1f a “defect” exists?

Response:

If the utility s unable to evaluate the deviation, it must
consult with the supplier or use other outside consultants for
the evaluation.

If an organization declines to adopt procedures for evaluating
daviations but instead establishes praocedures for informing the
1icanses or purchaser of such deviations, so that they may perform
the evaluation, are the directors or responsible officers of the
organization thereby relieved of the responsibility for noti-
fication of defects? Do these directors or rezponsible officers
have any obligation to determine the results of the evaluation
within the specified time period required for notification?

Response:

Procedures are to be adopted to evaluate deviations. For those
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 perform the evaluation.
rasponsibility for notification resides with the organization
that performs the evaluation. -

The

In the situation where a licensec contracts with an agency of the
United States to supply nuclear components and where the licensee
can not adequataly evaluate whether a =ubstantial 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 fis
discovered after delivery?

Response:

If the U.S. agency is a licensee then the agency would be respon=
sible for performing the evaluation. [f the agency receiving
supplies 1s not. licensed, then the supplier is not subject to

Part 21 ynless the unlicensed agency's facility uses the components
to supply a4 firm within the chain of suppliers t3 a reactor
Ticanses. I[f the unlicensed purchasing agency does do this, then

the supplier becomes one of several tiers of suppliers subject to

21.21(a)-6




Part 21. If the supplier s subject ts Part 21 and discovers a
deviation 1t must evaluate the cdeviation or inform the purchaser
of the deviation so 1t can evaluate it.

Will subcontractors be required to report under similar cire
cumstances to the above gquestion, when supplying subcomponents or
patarials to be incorporatad into nuclear components ultimately
o be supplied to an agency of the U.5.7

Response:

A subcontractor must evaluate, and, 1f 1t discovers a defect,
report or ft sust inform the purchaser if a.) it is one of a tier
of suppliers sugplying components to a reactor licensed by the
Commission, or b.) it is a direct supp’ier of a materials licensee.

Are component suppliers otligated for notification reguirements
under Part 21 even though the procurement documents mike no
reference to Part 217

Response:

Yes. Component suppliers whe knowingly supply odasic components
are subject to Part 21 notification requirements even if Part 21
is not referenced in their contract with the purchaser.

If a director hears or is told (e.g., talephoned by a disgruntied
former employee) ¢f a problem 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 1iable under Fart 21 if hs failed to
report to the NRC if, in fact, it was later detarmined that
thers was a reportable defect (i.e., is hearsay sufficient
{nformation to require reports)?

b. Would it make any difference if the director belfeved it was
a crank call?

¢. If the director reported what he had heard concerning a
potantial failure to comply or defect to the appropriate
responsible officer according to the corporation's precadures
under §21.21(a) and the responsible officer tald the director

there was no substantial safety hazard according to the
“evaluation”, could the d‘rcctor rely upon the results of
the "evaluation® as told to him by the responsible officer?



21.

lcsamo:

add. Section 21.21(b) requires a director or responsible officer to
report to NRC 1f he has information reascnably indicating a
defact or failure to comply which could create a substantial
safety hazard. The rule recognizes, however, that in most
instances some evaluation will be required to determine whether
4 deviation s a reportable defect, or whether a failure to
comply could create a substantia) safety hazard. Section
21.21(a) requires that approprizta procedures be developed for
conducting such evaluations. It {s expected that appropriate
procedures would include the requ’rement for an evaluation
whers there {s reason to believe that a deviation exists,

€. Whether.there is reason to believe that a deviation exists s
4 matter of some judgment. But if there is a basis for believing
that a deviation exists, the procedures should provide for
notifying those within the organization who are responsible
for conducting the evaluations. For the two examples given,
1t seeas that a telephone call from a former employee would be
4 reasonahle basis for believing that a deviation exists.

Would you comment on the amount of {ndependence of a review group
from the line authority over an individual who raises an alleged .
defect.

The amount of independence to be given to a review group to evaluate
4 potential defect is to be determined Ly the erganization establishing
evaluation procedures.

Do you expect other outside organfzations 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. 17
that organization 1s a suppifer who is unable to technically perform
the evaluation, then the information cencerning the deviation is
passed to the purchaser such as the Nuclear Steam System Supg ier
(NSS5) who performs the evaluation. If necassary, the forwaraing
of a deviation for evaluation continues through the supply tiers
until, if necessary, it reaches the licansee.
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22. 1Is it proper to construe Section 21.21(a)(11) to mean that if the
responsible officar Tearns of an already corrected defect or
deviation that would otherwise have Deen reportacie, no report is
required?

Response:

Section 21.21(a) specifies procedures to be developed to ensure
that potential defects are fully evaluatad. An evaluation of a
potantial defect is not required where the deviation has already
been correctad in all basic components to which it is applicable
whean knowledge of the deviation is received.

In regard to reporting requirements for Part 21, they are stated in
Section 21.21(b). That saction, by implication, requires the
reporting of defects which will be o= are being corrected aftar the
effective date of the 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)(11) fmplies 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 fdentified, it has not been cor-
rected, then the supplier, or where he is unable to do so, the
licansee or purchaser, must evaluate the deviation and, 1f 'L is
deternined to be a defect, make the necessary report to M... This
means that even if the supplier, or 17censee or purchaser, believes
that the deviation has been correctad after the Part 21 evaluation
has begun, he must completa the evaluation and report if a defect
axists, =

24. On August 10, 1977 must reports be made of events or occurrences
which occurred prior to the effective date of Lhe regulation and
which were previcusly corrected?

Response:
No.

2S. Are defects which are repaired prior to delivery or final acceptance
of a component or service covered by Part Z1 reportadble?

Res yonse:

A deviation in a basic component cannot be a defect until that
basic component has Deen delivered 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 {s offered to the purchaser for acceptance.

Licensees 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?

Responsa:

Procadures must provide for notification of "a director or responsi-
ble officer.” This procedural designation, however, does not
absolve other directors or responsible officers from reporting 1f
he obtains information reasonably indicating a failure to comply or
a defect.

Persons subject to Part 21 are required also to report failures to
comply with ", . . the Atomic Energy Act of 1954, as amended, or
any applicable rule, regulation, cvder, or license of the Commiszion
relating to substantial safety hazard, . . ." 10 CFR Section 21.2/(a)(2)(
ind (b).

ks

a. Does this provisfon mean ff a rule, regulation, order or
Ticense 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 cita an extreme
example: the failure to provide antitrust information as
required by Part S0.

b. Does the language in Section 21.21(a)(2)(1) mean that an
individual must report (a) generic or (b) non<generic items
previously reported to the NRC prior to July 6, 1377, in
accordance with other regulatory requirements or license
provisions?

€. Must an individual also report under Section 21.21(a) o (b)

incidents which he sust report under other regulatory require-
ments or license provisions?

“l'Eﬂ!l:

2. To have a failure to comply under Part 21, one must fail to
comply with a particular provision covered by Section 21.21(b)
and such faflure must itsel” be related to a substantial
safety hazard.
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If they have actual knowledge that the Commission has been
adequately Informed prior to the effective date, then no
additional notification is required.

c. If ha knows that the Commission has been adequately Informed
of the defect or faflure to comply under another regulatory
requirement or licensing provision, he need not report under
Part 21.

Plaase relate the phrasas "faflure to comply” and "substantia)

safety hazard" to a Part 70 licensee. Discuss 21.21(a)(2)(i) in

tarms of the details of rules, regulations, orders or licensa and
the licensee's implementing procedures. Also discuss your interpre=
tation of the phrase "relating to a substantial safety hazard" in
this paragraph. ’

Response:

Under Section 21.21(a), a director or responsible officer must be
notified of any faflure to comply on the part of a Part 70 licansee
with the Atoaic Energy Act of 1954, as amended, or with any applicable
rule, regulation, crder or licenss of the Commission relating to a
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 preambls t2
the rule and in the Commission's policy statement on abnormal
occurrence reporting criteria which was published in the Federal
Registar on February 24, 1977 (42 F.R. 10959).

How broad is the definftion of “applicable rule, regulation, order
or license" in 21.21(a)(2)(1)? Woul”s this include industry standards
such as the ASME Code?

Aessonse:

Industry codes that are not a part of an NRC rule, regulation

ordar, or license are not within the scope of Part 21. Some

portions of the ASME code are related to the creatfons of a substantial
safety hazard, and are within the scope of Part 21, because it has
been invoked by Section 50.5%a.

Answer the following:
a. Does a utility have responsibility for making reports under

Part 2] relative to problems or deviations in parts or systems
that have not yet bDeen celivered to it or accepted by it?
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Is this the case even though Part 21 might require the A/E or
the NSSS to make a report? (e.g., a defective comporent is
delivered by the NSSS to the A/E and a responsibie officer of
the utflity becomes aware of the defect.)

Response:
a. No

b. Yes
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. fect or sueh falure w comaly

If a supplier or holder of a permit or license complies with
applicable NRC regulations, orders, or licenses of the Commission,
would the supplier or licensee not automatically comply with the
safety provisions of the Atomic Energy Act of 1954, as amended? If
not, what other safety requirements should the licensee lock for in
the Act to assure compliance?

R.SEP\S!:

The Atomic Energy Act of 1354, as amended, estabiishes a broad
standard for providing adequate protecticn to the public health and
safety. In applying the broad .fety z3ndard of the Atomic Energy
Act to the specific siiuations the Comission has adopted regula-
tions and has imposed, through the adjudicatory process, licensing
requirements and conditions. Compliance with individual Commission
regulations and Ticensing requirements would assure compliance 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 specifi: Cammission regulation or licensing
requirement,

Does the NRC have a recommendsc (ntarnz) procedure for licensees %o
fnsure compliance with 10 CFR Part 21?7

Response:

No. As stated by the prsamble to the rule, 1f guidance is needed
development of a Regulatory Guide will be considered,
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What means will be used to eliminate conjecture, supposition and
faulty reasoning 1n 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 {dentify
specifically each instance in which 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 substantfal safety hazard. Nevertheless, the rule
does provide guidance, as dces the preambie, on the various require-
ments of the rule. The standard for determining whether to report
2 possible defect or failure to comply under Section 21.21(b) is
*{nformation reasonably indicating a failure to comply or a Jefect.®
Thus, 1f there 1s some doubt 1n your mind about whather a particular
groblz-‘ is reportable, 1t would probably be best %o report {: under
art »

Must a director or responsible officer make the judgment that
information he receives “reasonably indicates” a failure to comply
or a defect in the context of his own knowledge of the subject, cr
13 he either entitied to rely on or under an affirmative duty %o
solfcit expert guidance from others who might have more detailed
knowledge of the subject?

Response:

He 1s entitled to rely on expert guidance from others w b might
have more detailed knowledge of the subject,

Is 1t possible that a director or responsible officer not actuall
obtaining certain knowledge could be held liable for not reporting
1t, 1f, for example, he should have obtained information and did
not, o~ had ar agent obtain 1t? Specifically, if a director or
responsible officer authorizes a person to make notification for
him pursuant to §21.21(b)(4), does the fact that such authorizatien
does not relieve the director or responsible officer of his respon-
sibility to notify the Commission impute knowledge “sbtained" by
the designee to the Zirector or responsible ocfficer even though he
has not actually "obtained” 1t?
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Resgonse:

No. Part 21 does not fmputa knowledge to the director or responsi-
ble officer. Rather, it imposes cbligations en directors and
responsible officers whc have knowledge of defects or failures to
comply.

Is it the intent of Part 21 to require, in the procedures adopted
in accordance with §21.21(a), a method for responsible officers
or directors %o introduce questions tc the organization they head
to obtain an analysis with regard to safety significance?

Response:

No. That is not the fatent of Part 21. However, the procedures
required by §21.21(a) should provide for evaluation of deviations
which are brought to the attention of the organization regardless
who fdentifies the deviation.

Is the NRC the sole judge of when information recefved
“reasonably” indicated a "substantial” cafect or that the defect
was “outside” the responsibility of the organization?

Whether or not he has infcrmation reasonably indicating a faflure
to comply or & defect within his organizaticn's responsibility is
fnitially a matier 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 subject to a civil penalty fre Tailing to notify the
Commission even '7 the evaluation was later found to be incorrect.

Suppose there fs an intarnal disagreement, within an crganization
subject to Part 21 over whether a defect is reportable under 10
CFR Part 21, who makes the definitive determination? How {s this
determination to be documented?

Response:

The detarmination as to whe:“er a deviation is a defect is made
in accordance with the procacdures required %o be adopted per
Section 21.21(a). These procedures should provide for making an
evaluation in spita of internal disagreements.
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Under §21.21(b)(1), 1s 1t correct to say that a person does not
have "information reasonably findicating & faflure to com 'y or a
dafect” which requires reporting until: (1) he knows of the
daficiency or the noncompliance; and (2) he has evaluated, or
recaived somecne else's evaluation, that the deficiency or non-
compliance relatas to a substantial safety hazard? Also, as
written, is 1t correct that no director or responsible officer
has any Part 21 responsibility until after the evaluation? Wwhat
duty or time l1imit applies to the evaluation?

Response:

The answer to the first part s yes. While there 1s no time
1iaft on evaluations, within two days after tne director or
responsible officer obtains the inforsaticn reasonably indicating
a defect or failure to comply, he must report.

Are reports pursuant to Part 21 on subcontracted ftems reported
to the customer, or are they reportad directly to NRC with a copy
submittad to the customer?

Response:

The organization which made the evaluation as defined in Part 2)

is responsible for reporting the defect %o NRC. [t is expected
that, in many cases, the subcontractor or vendor will not have
sufficient information or expertise to make the evaluation to
deternine whether a particular deviation could create a substantial
safety hazard. That is the rsason that Section 21.27(a) states
that the subcontractor or vendor can efther evaluate the deviation
or inform the licensee or purchaser cf the deviation in order

that the licensee or purchaser may cause the deviation to be
evaluated.

To whom do foreign suppliers submit reports pursuant to Part 21,
f.e., directly to NRC or to the U.S5. purchaser?

Response:

Foreign suppliers who are subject to the requirements of Part 21
would be expected to notify NRC directly. It s also anticipated
in these cases that Che contractual arrangements between the
purchaser and the supplier could provide for notification to the
purchasar of defects identified by the foreign supplier.

If a firm fdentified a potantial deviation and reports it to the

responsible 1icansee for evaluation, is the initiating firm still
responsible for reporting under Part 21?
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Rasponse:

The organization that makes the evaluatien has notification
responsibility. In the specific case cited, the inftiating firm
is not responsible for reporting under Part 21 to NRC.

Does a licensee have an obligation to provide a Part 21 notification
if the reportab.e conditions are discovered by the 1icensee in

the course of performanca of licensed activities where the conditions
are in the product or service of a third party?

Response:

If the licensee s procuring the product or service of the third
party during licensed activities 1t would be within the licensee's
responsibility, and therefore notification would be required.

Explain the difference between the repcrting requirements listed
below as applied to production or utilization facility licensed
under Part 50: a) 50.36, b) 50.55e, c) licensee event reports,
d) abnormal occurrences per section 208 of the Energy Reorgani-
zation Act, and ) Regulatory Guide 1.16.

Response:

The sajor difference s that the scope of Part 21 {s breader,
both as to whom it applies and to the nature of the activities
covered. Part 50.55(e) 1s limited to construction permit holdars
and defined construction deficiencies.

Detailed dicussion of NRC reporting requirements (Part 21, 50.55(e),
Licanses Event Reports, Abnormal Occurrencas-Section 208) presented
&t each public regional meeting s repeated as follows.

Discussion at July 12-26, 1977 Public Regional Meetings cn Part
21 arison of NRC Reporting Reguirements = Figures 1-7

A subject which attracted many questions was the reporting require-
ments of Part 21 as they relate to similar requirements of other
regulations. To show the simflarities 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 pointad out that most the informaticn presented applies to
reactors or Part S0 licansees - rather than material )icensees or
activities regulatad under other parts of 10 CFR.
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Figure 1 below 11sts four similar types of events which are required
to be reported and the source of those requirements. The fourth

event - abnormal occurrences - s not a requirement fmposed directly
upon the industry = rather it {s one {zposed by Congress upon the

NRC, howaver. it 1s included since the basic source of information

for reports ¢~ this case {s derived from the previous three categorfes.
Also, the criterid the NRC uses in determining what a reportable
abnormal occurrence 13 can be used as general guidance in determining
what a "substantfal safety hazard” amight be uncer Part 21.

FIGURE 1

Enébaﬂ' OR _EVENT TYPE .

TPE SOURCE OF INFORMATION

DEFECTS AND NONCOMPLIANCE ENERGY REORGANIZATICN ACT OF 1974
SECTISN 206
10 CFR PART 21

CONSTRUCTION DEFICIENCIES 10 CFR PART 50
PARAGRAPH 50.55(e)

REPGRTABLE OCCURRENCES 10 CR PART S0

(LICENSEE EVENT REPORTS) PARAGRAPH 50.36

ABNORMAL OCCURRENCES ENERGY REORGANIZATION ACT OF 1974
SECTION 208

Figure 2 bealow shows the parties to whea the various reporting
requiresents apply. The significant point to note is that Part 21

fs the first regulaticn to directly apply to not only NRC licensees
but also organizations and individuals that are not 1icensed. Part 21
can alsc apply to activities performed by these parties bafore a

CP 1s 1ssued 1f the activity becomes associated with a licensad
facility, or {s otherwise regulated and could prove to be the cause
of a substantial safety hazard at a later time.
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EIGURE 2
APPLICABILITY OF REPORTING REQUIREMENTS

NRC LICENSEE ORGANIZATIONS (ALL)

NON-LICENSEE GRGANIZATIONS SUPPLYING
NUCLEAR COMPONENTS AND SERVICES

INDIVIDUALS (DIRECTOR OR RESPONSIBLE
OFFICER)

HOLDER OF A CONSTRUCTION PERMIT

LICENSEE OF A PRODUCTION OR UTILIZATICN
FACILITY (PART 50)

NRC REGULATED FACILITIES AND
ACTIVITIES

PART 21

CONSTRUCTION DEFICIENIES
REPORTABLE OCCURRENCES

ABNORMAL OCCURRENCES

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 2
and the four types of construction deficiencies reportable under
$0.55(e). Obviously, there {s some overlap between these two
reporting requirements. .

Overlap between Part 21 and rtable occurrences can also occur;
however, the reporting threshe or reportable occurrences is
considerably lower for the latter - thus, most operational type
avents would probably be reported to the Commission under these
requirements, which appear in most operating licensa Technical
Specifications, under Part 50, instead of under the Part 2
umbrella. In those cases where the Commission has been notified of
an event via a Licensee Event Report (LER), and subseguently it is
determined the event was of a type which could create a substantial
safety hazard, no Part 2 report wou'd be required where the initial
reporting method has provided the infammation necessary in order
that the Commission s adequately informed.
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FIGURE 3
CT(S) REQUIRING REPORTING

PART 21 FACILITY, ACTIVITY OR BASIC
COMPONENT SUPPLIED THAT:

(1) FAILS TO COMPLY WITH ATOMIC
ENERGY ACT OF 1954, CR ANY
APPLICABLE NRC REQUIREMENT; OR

(2) CONTAINS A DEFECT WWICH COULD
CREATE A SUBSTANTIAL . AF
HAZARD

CONSTRUCTION DEFICIENCIES (1) BREAKDOWN IN QA
(2) CSIGNIFICANT DESIGN DEFICIENCY

(3) SIGNIFICANT CONSTRUCTION
DEFICIENCY OR DAMAGE

(4) SIGNIFICANT DEVIATION FROM
PERFORMANCE SPECIFICATIONS

REPORTABLE OCCURRENCES OPERATIONAL EVENTS (9 CLASSIFIC:TIONS
(LICENSEE EVENT REPORTS) IDENTIFIED IN REGULATORY GUIDE 1.16)
ABNORMAL OCCURRENCE AN UNSCHEDULED INCIDENT OR EVENT

ASSOCIATED WITH ANY LICENSED
FACILITY OR ACTIVITY THAT THE
COMMISSION DETERMINES IS SIGNIFICANT
FROM THE STANOPOINT 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 “he seguence of steps and the
considarations that sust Be performed in determining whether a
construction deficiency is reportable. There are several similarities;
however, two points to emphasize are that 50.55(e) specifically

says that the CP ho'der should assume that a deficiency fs reportable
on the basis that "were it not correctad" it would have adversaly
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Figure - 4
10 CFR 50.55(e)
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Figure - § - PART 21
REPORTING REQUIREMENTS IN BASIC COMPONENTS IN POWER REACTORS

| 10ENTIFIED PROBLEM | |

[8AsIC COMPONENT|
| Y | |
NECESSARY TO ASSURE CAPABILITY TO SHUT CAPABILITY TO PREVENT |
INTEGRITY OF REACTOR DOWN REACTOR AND OR MITIGATE CONSEQUENCES |
COOLANT BOUNDARY MAINTAIN OF ACCIDENTS |
(21.36)(1)] (21.3(ai(21] (21.36)(3)] |
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A DELIVERED USE OR PORTION OF A BASIC COMPONENT
COMPONENT OPERATION OF FACILITY QFFERED _THAT COULD

[21.3td) (1)) DEFECTIVE FOR ACCEPTANCE CONTRIBUTE TO
COMPONENT [21.3(d)(3)) EXCEEDING OF
[21.3(d)2)) SAFETY LiMIT
[21.3(d)(4)!
1
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affectad the safety of operation. Part 21 s not as specific as
that but uses the words “could create a substantial safety hazard”
which genera!ly implies that the same assumption should be made.

The second {mportant point under 10 CFR 50.55(e) s the use of the
word “significant”. What {s significant? To detarmine that, CP
holders under Part 50.55(e) are required to evaluatc the event or
condition to determine whether it {s or {s not significant. Some
guidance 1s provided within 50.55(e) but again judgment is required.

Under Part 21 we specifically state that an evaluatfon of a deviation
sust be made to determine whether the deviation fs & defect that
could create a substantial safety hazard. So in this context the
two rules are similar, but based on criteria established for each in
detarmining whether the matter {s "significant" or "could create a
substantial safety hazard," the threshold levels of reporting vary
greatly, with Part 21 the mors rastrictive.

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 diffarences from the previous siida. Obvicusly, in
putting diagrams 1ike Figure 5 together, it is impossible to include
all the detail such as the following two points which you should not
overlock. The first is that Part 2] covers two phases or principal
subject areas, one being dafects in basic components which could
create a substantial safety hazard and *he second being no 11ances
relating to substantial safety hazards. Figure § priparily adcressas
the defects in basic components rather than noncompliances, since
the questions recefved in this area were greatar in number, more
complex and the relationships appear least understood. Next, when
one talks about basic component, the first {mpression most of us
?-t {s that it means hardware. In the case of Part 21, specifically
n paragrapgh 21.3(a), it statas: )

*In all cases 'basic component' includes design, inspection,
tssting or consulting services fmportant 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 component, any company
providing servicas or activities which have a safety relationship to
2 defined basic component are subject to the rule. Referring to
Figure 5, first, one has %o have a probiem which involves a basic
component. Basic comgonent {s further defined Sy 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 cne of the
four catagories shown following - potantial defect, f.e.,
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either the defect must exist in a delivered component
or

the defective component must have been installed, used, or
operated

or

in the case of on-site work or softwars, the deviation was
associated with a portion of a facility offered for acceptance

or

the conditions of the potentially defective component could
have contributed to exceeding a safety limit.

Shuuld 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, {f uncorrectad, create as sub- tantial
safety hazard.

Next on Figure 6, "Abnormal Occurrences," are events that NRC must
report c‘:u;mrly to Congress under Section 208 of the Recrganization
Act of 1974,

The basic criteria used by NRC is shown in Figure 6. Note: the
same words are used here as in Part 21's definition of a substantial
“safety hazard," namely, "a major reduction in the degree of protece
tion to the pub'ic health and safety. This information can be
found n Appendix A of the referenced document (NUREG-0090-6, or
subsequent quartarly fssues of these reports ta Congress) along
with examgles of the types of events which are considéred to fall

in the category of a n%:r loss of protection to the health and
safety of the public. e quarterly NUREG-0090 documents are
available from the Nationa) Technical Informatior Service, Springfielaq,
Virginia 22161. The present price is $3.50.

Figure 7 below 11sts the nine categories that are listed in operating
reactor Technical Specifications and in Regulatory Guide 1.16 whicn
s 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 determining which of hese
events will fit the limiting sritaria for reporting of abnormai
occurrences to Congress, this information may aiso provide useful
guidance to the industry.
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FIGURE 6
CRITERIA FOS EVALUATION

ABNORMAL OCCURRENCE (NRC POLICY STATEMENT - NUREG-0090-6)

!"Y'mug INVOLVING A MAJOR REDUCTION IN THE DEGREE OF PROTECTION TO

(1) MODERATE EXPOSURE "0 OR RELEASE OF, RADIOACTIVE MATERIAL
LICENSED BY OR QTHFRWISE REGULATED BY THE COMMISSION,

(2) MAJOR DEGRADATION OF ESSENTIAL SAFETY-RELATED EQUIPMENT, Ok

(3) MAJOR DEFICIENCIES IN DESIGN, CONSTRUCTION, USE OF, OR
MANAGEMENT CONTROLS FOR LICENSED FACILITIES OR MATERIALS.
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FIGURE 7
CRITERIA FOR EVALUATION

LICENSEE EVENT REPORTS (REGULATORY GUIDE 1.16)

FAILURE OF THE REACTOR PROTECTION SYSTEM OR OTHER SYSTEMS TO
%NILTXAY! THE REQUIRED PROTECTIVE FUNCTION IN THE APPROPRIATE

OPERATION (UNIT OR SYSTEM) WHEN ANY PARAMETER IS LESS CONSERVATIVE
THAN LIMITING CONDITION ESTABLISHED IN THE TECHNICAL SPECIFICATIONS.

ABNORMAL DEGRADATION IN FUEL CLADDING, REACTOR COOLANT PRESSURE
BOUNDARY OR PRIMARY CONTAINMENT,

REACTIVITY ANOMALIES.

COMPONENT FAILURE OR MALFUNCTION WHICH PREVENTS OR COULD
m FUNCTIONAL PERFORMANCE IN ACCIDENT SITUATIONS ANALYZED

PERSONNEL ERROR OR PROCEDURAL INADEQUACY WHICH PREVENTS OR
COULD PREVENT FUNCTIONAL PERFORMAMCE OF SYSTEMS IN ACCIDENT
SITUATIONS ANALYZED IN SAR.

NATURAL OR MAM-MADE CONDITIONS OR EVENTS THAT REQUIRE SHUTDOWN
OR OTHER PROTECTIVE MEASURES IN ACCORDANCE WITH TECHNICAL
SPECIFICATIONS.

ERRORS DISCUSSED IN SAR ANALYSES OR BASES FOR TECHNICAL
SPECIFICATIONS. -

PERFORMANCE OF STRUCTURE, SYSTEMS, OR COMPONENTS THAT REQUIRE
CORRECTIVE MEASURES TO PREVENT OPERATION IN LESS CONSERVATIVE
MANNER THAN THAT ASSUMED IN SAR ANALYSES OR TECHNICAL
SPECIFICATIONS BASES.
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In summary, 1t can be generally concluded that a Part 21 report

is not required to report a "defect" where one of the cther
reporting methods has been used. However, before reaching this
conclusion one should cartainly 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
inform the Commission 1s not required. This concludes the discus-
sion relating to Figures 1-7

|
|
Must ftems reported as Significant Deficiencies (under 50.55(e)) |
or Repcrtable Occurrencas (uncder 50.36) also be reported as |
required in 13 CFR 2127 ‘

Responys:

Ouplicats regerting is not required. Care should be exarcised,
howaver. to assure “that the Commission has been adequataly

inforaed™ (§21.215) and that the information specified in §21.21(b)(3)
i3 provided should the revorting party's evaluation show that a
motification 15 required.

How do we detarmine wiren to report a “prudiea” under the provisions
of 50.55(e) vs the provisions of Parc 212

Response:

§50.55(e) requires initial reporting in 24 hours of the time
licansee or his agent first identifies a significant ceficiency.
A followup report is required in 30 days. If evaluation requires
substantial time to complete, intarim repart(s) are acceptable.

§21.21(b)(1) requires reporting wizhin twe days of wher the
director or responsid @ officer obtains information m=easonably
indicating a failure to comply or a defect” with a written report
required within five days. -

In all casas, the exercise of reasonable judrment i3 expectad in
reporting potantially reportable probiems to avoid the zevere

penalties, which could be imposed should thie prablem turn out %0
be reportable.

10 CFR 50.55(e), Conditions of Construction Permits. requires
that the holder of a permit naotify the Commissicon of cartain
designs and construction deficiencies which are aiso the subject
of 10 CFR 21. why has not 10 CFR 50.55(a) been celetad?

2.21(b)(1)-15



Response:

§50.55(e) requires reporting that would not be reported under Part

. For exampie, 1) significant damage to s basic component following
delivery to the site {s reportable under 50.55(e) and not under Part
21; and 2) a significant break down in quality assurance is reportable
under 50.55(e) and not under Part 2.

18. Is the determination of a “defect” based on the same criteria s
Jrovided in Part 50.55(e) and/or the requirements for tachnical
specifications for operating plants”®

Response:

No. In the case of the permit holder, howevar, a defect reportable
uncer Part 21 would also be reportable under 10 CFR 50.55(e). In
the case of the licensee some ftems could be reportable under Part
2] that are not reportable as LER.

19. Can the time perfod for written reports required by 10 CFR 21 be
increased to be comparable to that for operation plant technical
specifications (14 days)?

Response:

A patiticn for rulemaking 1s the proper vehicle to request a change
to the rule.

20. The reparting requirements of 10 CFR Part 2] appear to be more
. comprehensive than the reporting requirements of reactor technical
specifications or 10 CFR Part 20. Is it the intent of this regula-
tion ts impose reporting requirements whose scope exceeds those
already 1n place? -

Response:

It 1s the intant of Part 21 to require reporting of defects and
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 problems

before they occur. Actual “malfunctions” which are safety-related
are reported n accordance with 10 CFR 50.36 and the license techni-
cal specifications. ODefects, noncompliance and conditicns which
“could” contributa to a substantial safety hazard are reportad in
accordance with 10 CFR 21.21.

21.21(b)(1)-16
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For possibie problems noted under 10 CFR 50.55(e) we report to
the Commission "possible significant deficiencies." Will we be
allowed to report "possible defects and noncomplfances" under the
requiresents of 10 CFR Part 217

Response:

Vioe

U.*, & report may be sade duri.g the evaluation before the cun-
clusion {s reached that the deviation is a defect. A regort is
not required, however, until 2 days after the responsible officer
or director is informed of the conclusfon reached as a result of
the evaluation.

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?

Response:

No. The sajority of itams subject to mortfng under 50.55.e)
would not fit the definition in Part 21 for a "defect” invelving

a "substantial safety Razard." For those cases where both 50.55(e)
and Part 21 reporting requi~ements may apply, it is expectzd that
perait holders will report only under 50.55(e) as long 2s they
include the information required by Part 21 to adequately inform
the Commission.

Will we be required to {ssue reports specifically addresssing 0
CFR 21 if the reportable item is currently covered by other
regulatory requirements?

Response:

No. Information required by Part 21 notification requirements
can be included in other reports submitted tc satisfy other
regulatory requirements.

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.

Responsa:

In most fnstances, an {tem which is reportable by a licensee
under Part 21 13 also reportable by a licinsee event report. Two
examples of ftems reportable under Part 21 that are not required
to be reportable by a licensee even® report follow. First is the

21.21(b)(1)-17
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report required for a defect in a basic component delivered to a
licansee which the licensee discov.rs after initial receipt inspection
which has not been installed in the facility. In this instance, a
Ticensee avent report would not be required. The second is a report
required for a defect or noncompliance in a security system.

Will you please give a couple exasples of noncompliance under
Part 20 and/or 34 that would require disclosure and notificatiocn
under Part 21.

Response:

An example of noncompliance under Part 20 that could require
notification under Part 21 is a failure to provide appropriate
personnei monitoring equipment such that the occurrence creates a
“substantial safety hazard."

An example of noncompliance under Part 34 that would require
notification under Part 2] would be a failure to properly control
access %o an area where radiography is conducted so that a "sub-
stantial safety hazard" is created.

21.21(b)(1)-18




21.21(b)(2) of - Notification of failure to comply or existence of a defect

days foliowing rece:pt of Wie information.
Notification shall be made o the Direc-
tor, Office of Inspection and Enforce-
mant or W the Director of 3 Reglonal
Office. IY initial sotificasion s by means

it
i

sEdg
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kil

1. . What constitutes "actual knowledge® that a defect has been
reported, given the fact that individuals within a corporation
must commonly rely on other individuals within the corporation to
perform the requisite evaluations or to see that a letter gets
mailed? 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 from personal
T1abil1ty by the "knowingly and consclously® language of §21.612

Respense:

A director or responsible officer would be 1iable under $21.51
for a failure to notify {f he has information reasonably
indicating a defect or faiiure to comply and does not have actual
knowledge that the Commission has been adequataly informed.
Actual inowledge is more than a good faith belief. A director or
responsible officer would not be personally liable {f he does 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.
For example, does receipt of a record of a telephone conversation
with an NRC regiona’ office making the fnitial notification (made
by the person designated as responsible for making such initial
notifications) constitute adequate verification?

Responsa:

Yes. Though the Commission does not require 1t, 1t would be wise
for an organization to set up a procedure whereby any contacts
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which would qualify as adegquate Part 21 notification would be
documented. Where the notification was oral, a record of the
conversation should be forwarded to a director or responsible
officer who should also recefve copies of the written report.

Where an extensive evaluation of a defect is required to determine
whether it constitutas a substantial sa’oty hazard, what provisions
are sade for notification time extaensions’

Respense:

As the tarms are defined in Part 21, initial notificatien to NRC
sust be msade to NRC within two days of when a director or responsi-
ble officer cbtains information. There is no time limit in

Part 21 for performing an evaiuation of a deviatien to determine
whether it is a defect.

Te the 48-hour time pericd for "initial notification” to the
Director, Office of Inspection and Enforcement, or %o the Director
of the Regional Office under Section 21.21(2) intended to allow
for evaluaticn of deviations undar 10 CFR Section 21.21(a)(1)(i)?

Resconse:

Tiie 48-hour time period for initial notification does not begin
to run unti]l the evaluation has been completad and the director
or responsible officer has been informed.

May we assume that reports made to the NRC Regional Director, or
to his designated alternates, are acceptable in the absence of
the Director himself? (Specifically the concern is for reports
which sust be made during vacations, holidays and weekends.)

Response:

Yes. Reports mcde to the Director, or to a responsible member of
the Director's staff, will satisfy this requirement.

Do the two and five-day time iimits on reporting refer to calendar
days or working days?

Response:

The two and five days are calendar days, not working days.

2.21(b)(2)-2
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Does 10 CFR 2) allow for a period of evaluation between the time
a potential safety concern is identified and when it must De
reportad to NRC? If so, what period of time {s considered reasonabie?

Response:

Yes. The rule presently is silent in regard to the time from
when the concern is fdentified and the tims of report to NRC,

This time s presently considered to be unguantifiable for all
facats of facilities and activities regulated by NRC.

2.21(b)(2)-3




21.21(b)(3) of - Notification of failure to comply or existence of a defect
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1. §21.21(b)(3)(vi) states "In the case of a basic component which
contains a defect or fails to comply, the "number and lecation”
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." Aftar we identify a defect it may be difficult or
impossible to trace "all" such compenents in use or supplied for
use in the Unitad States. Clarify our responsibility in this
regard. ’

21.21(b)(3)-1
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Response:

The director or responsible officer would be expected to provide
information on the number and location of other delivered coa~
ponents with similar defects to the extent that this information
{s known by him or his organization.
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These regulations provide that, "Oirectors and responsible officers
pay designate an employee to provide on their behalf the noti-
fication to NRC." Can this designated employee also file the
writtan report within five (5) days? (Permission for this is not
specifically addressed in the regulations, but I believe it was
intended. )

The designee may acccmplish the notification which includes the
written repert and the initial notification by means other than
written communication.

when a director or responsible officar designates a subordinate
to provide notification and the subordinate fails to comply, who
{s to be cited for the infraction?

Responsa:

The director or responsible officer would be cited for the infrac-
tion if he has information reasonably indicating a defect or
failure Lo comply and he did not have actual knowledge that the
Commission has been adequataly informed.

How is the individual who is designated ta provfch the notifi-
cation to function in relation to the responsible officer or
director?

Response:

It is solely a delegation of the notification authority but the
director or responsible officer retains the responsibilities.

The Preamble states: "The individuals subject to the notification
requirements of Part 21 have been restrictad %o a) directors and
b) officers vestad with executive authority over activities subject
to this Part. These individuals may identify an individual who

2.2(0)(4)-1
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fs authorized to provide notification to the Commission.” The first
sentence quoted apparantly 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. Uoes this mean that by designating an

A/E as the representative (to be "...authorized and empowered to

decide al] matters...the execution and progress of the work," as

stated in the licensee's Contract Documents) that the A/E will

assume all 1iability under 10 CFR Part 217

Response:

No. An "A/E™ {s not generally an individual. Further, within
the A/E there will also be individuals subject ta Part 21; for
example, the "individual director or responsibie officer” of the
A/E.

21.21(b)(4)-2



21.21(c) of - Notification of failure to comply or existence of a defect

‘e Individuals wubjsct L0 paragraph
() may be required by the Comu.isfion
0 supply addiuonal uJ/ormauon related
0 the defect or (auure 0 comply

1. Wil the Commission ever require the purchaser, in the course of
{nvestigations for causa and corrective action, to divulge additional
{nformation on the supplier's activities which may lead to a
detarmination Jf failure to comply with notification requirements

of 10 CFR Part 217

Response:

NRC can_request the responsible individual to provide all necessary
information consistent with §21.21(b)(3)

2.21(c)-1
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21.31 Procurement Documents

wecifies. when agplicable. that e pro-
CFR Purt 21 apply.

£
°

Current contracts and purchase orders do not have to be updatad to
require compliance by them. We are assuming that the NRC will take
responsibility for their notification. Further, {f component suppliers
are obligated for notification raquirements under Part 21 even theugh
the procurement documents make no refarerce to Part 21, what 1s the
purpose of requiring that procurement documents include a provision
that Part 21 applies?

Response:

The final rule has been published in the Federal Register and NRC has
made substantial efforts, including scheduling of pudiic meetings, ts
promota industry and public awareness and understanding of the applica-
bility of Part 21. Bayond that, NRC does not intend o 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 documents make no reference
ta Part 21. The notification requirements apply where a director or
responsibie officer subject to the regulations obtains information
reasonably indicating a failure to comply or a defect. Specification
in the procurement document that Part 2) applies is designed to aid
component suppliers in determining whether or not the component being
supplied s a basic component within the meaning of Part 21.

Contracts and purchase orders {ssued aftar January 6, 1978, require
clauses indicating that Part 21 1s applicadble. Will it

a.31-1
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be considered sufficient by the NRC if a simple statement to the

effect that “Part 21 s applicable” 1s included in the contract or
purchase order, or will licensees or constructors be required to
identify the specific application .f 10 CFR 21 in contracts and purchase
orders?

Response:

The simple statement that Part 21 {s applicable to a specific basic
component. is sufficient, but the purchaser may, if he desires, be more
specific.

In the judgment of the Commission, should purchase orders for safety-
related material such as miscellaneous structural steel, anchor bolts,
etc., include the requirements of 10 CFR Part 21 or should the
requirements be limited to purchase orders for major safety-related
equipsent such as pumps and valves?

Rasponse:
"Basic component, when applied to nuclear power reactors means a plant
structure, system, component or part therecf . . ." Each procurement

document for a “"basic component” must specify that the provisions of
Part 21 apply. Thereforse, purchasa orcers for structural steel or
anchor bolts, {f they are basic components or parts of dasic components,
must specify that Part 21 applies.

what 1f the initial issuer of a procurement document fails to specify
that Part 21 applias? Is the organization subject %o fine for failure
to specify that the provisions of 10 CFR Part 21 apply?

Response:

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 B, if he
fails to specify in a procurement document for a "basic component,”
that Part 21 applies. Applicability of a fine via Part 2, Subpart B,
will be determired on a case-by-case basis.

Are contractors subject to Part 21 {f Part 21 {s not referencad in
their contracts? [f the answer s yes, how does an organization know
when it becomes subject to Part 217

Response:

Contractars who knowingly supply basic components are subject to Part
21 even if Pe~t 21 is not referenced in their contracts. Part 2] has

21.31-2




been published in the Federal Register and states the entities to
which 1t applies. Furthermcre, the Commission has engaged in public
informational meetings to further assure that the persons covered by
Part 21 are z wre of the rule's applicability.

Other than {nsertion of a contractual provision pursuant to 10 CFR §21.:2
{s the licensee responsible for assuring that contractors, suppliers,
consultants, etc., comply with this regulation? Are quality assurance
audits required of those organizations to audit compliancs with Part
217 Does this responsibility track back to the supplier of each
componeant and part thereof?

Response:

The Ticensee's responsibility for insuring compliance with the pro-
visions of Part 27 by its contractars, suppliers, and consultants is
1{afted to the requirement that each procurement document for a facility
or basis component specifies that the provisions of 10 CFR Part 21
apply, when appliicable. This same requirement applies to all other
organizations which are sudject to Part 21. The Energy Reorganization
Act of 1974 authorizes the Ccmmission 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.

Ooes a purchaser have an obligation to apply 10 CFR Part 21 to leng=
tarm contracts {.sued prior to January 6, 19787

Response:

A purchaser does not have an obligation to amend existing long-term
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.”

Whare 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 ordar was placed prior to January §, 19787

Response:

Section 21.31 requires that each procurement document issued on or
after January §, 1978, specify the applicability of Part 21. Although
Part 21 does not require that each procurement decument already in
existance on January 6 be revised to specify Part 2] applicability,
the specification should be added to any subsequent amencments or
orders which are issued after January §, 1973.
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Paragraph 21.31 requires assurance that the provisfons of Part 2)
shall apply to each prucurement document. In ftes (8) of the Commission's
comments on the regulations, the fourth paragraph states that during a
stage of conceptual design or consultation in regard to feasibility it

{s appropriate 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 beifeve it s

also fmportant to provide some protecticn to small equipment supply

shops whose owners do not have an understanding of the law in this

ares and may decide to avoid the nuclear industry due to potential
11abi1ity under Part 21. When adequata receipt Inspection critaria

can be established and subsequent inspection can be effectively conducted
By the purchaser in conformance with Part 50, Appendix B, "Quality
Assurance Criteria,” {s 1t necessary to specify the appliicability of

Part 21 in the procurement document?

Response:

If the equipment is a "basic component,” then Part 21 applicability
sust be specified in the procurement document.

Is failure to comply with 21.31 subject tc the reporting requirements
of Part 21?7

&!nﬂﬂil :

No. A failure to comply with section 21.31 is not subject to the
reporting requirements of Part 21 because the failure to comply with
these requirements s not related to the creation of a substantial
safety hazard.




§21.41 Inspections

What type of inspection and other enforcement action {s the NRC
proposing for enforcement of Part 21?7 Will inspections be
conducted prior to notification?

Responsa:

Inspection and enforcement of Part 21 will be incorporatad as an
additional requirement ints our current reactor, material and
vendor inspection programs and will include both announced and
unannounced inspections.

What steps are being taken to communicate a consistent pesition
within the NRC to ensure consistent application, interpretation,
and inspections?

Response:

Critaria for Part 21 {nspactions are being developed for incor-
poration into existing inspection prucedures for use by all the
Regional Offices. These criteria will be consistent with the positions
set forth in this document.

wWhat constitutes demonstration of compliance at a facility which
has not had a defect or faflure to comply requiring notification
under Part 217

Responsa:

Inspections of the posting requirements of Section 21.5, procedures
required by §21.21(a), and saintenance of records under §21.51,
when those provisions of Part 21 take effect, will be conducted

to determine compliance with Part 21.

Wil the NRC inspector expect to find in the supplier's QA Manual
reference to and a procedure for reporting defects?




.t o

Resporse:

The corporate procecures should provide for the ideatificition of
deviations, (§21.3(e)) and, as appropriate, their propar
dispasition. This 1 ludes evaluation and notification to NRC
of the defects (K21.3(d)). These procedures do not necessarily
have to be included in a QA Manual,

What will the nature and scope of the NRC inspections be at a
Component manufacturer? Will thay be specific investigations to
assure that no components with defects as defined by Part 21,
have been delfvered or will they also include verification of
ASME Section III Quality Syste. fmplementation? 1If they include
Section III verification, it would seem that this is a fus-ther
burden and redundancy over and above inspections alresdy leing
performed by the ASME, local Authorized Nuclear Inspectior
Aoonciu._ArcMuct-Eng'lmors. utilities and NSSS's.

Response:

The NRC's program of vendor inspecticn 1s designed to verify
conformance to the 10 CFR Part 50 Appendix B criteria. These
criteria, along with ASME code requirements (50.55a), are impcsed
upon nuclear reactor vendors and suppliers by the 'icensee

through normal commercial procurement documents. The NRC generally
depends upon licensees or their agents to verify cospliance with
these requirements. However, the NRC reserves the right of
indepencant verification to assure protection of the health and
safety of the public. As stated in question 1 above, Part 27 is
an additional requirement which will be included within the scope
of the current NRC inspections. .




21.51 Maintenance of Records
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and their suppliers.
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Response:

As stated in the preawdle to the effective Part 21, 1t is not

anticipatad that the records required by Part 21 to assure com

pliance with this Part will necessitate any change in the documen

tation procedures of arganizations that are presently complying and

remain in compliance with 10 CFR Part 50, Appendix 8, Quality

::lunna Criteria for Nuclear Power Plants and Fuel Reprocessing
ants,

In addition, records should include the fallowing:
a. Information sufficient to describe the deviation.

B. An analysis of the effect of such deviation in a basic component
1f used in a facility or activity subject to Part 21.

€. A conclusfon based on this analysis as to whether the deviation
could creata a substantial safety hazard.

Is there a tise 1iait for the transfer of records under 10 CFR
Section 21.517

Resconse:
No.

At what paint can records related to evaluations and modifications
be dastroyed under Paragraph 21.57(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 purchasar, 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 component to
which the record refers.

Pleasea clarify the following statement. "“If such purchaser is
unable to make the determination as required above then the respen~
sibility for making the detarmination shall "2 transferred %o the
fndividual, corporation, partnership, or other entity subject to
the regulations in this part that issued the procurement document
to the purchaser.”

.
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Responsa:

The intant of this part of the rule is that, in those cases where
the supplier or purchaser cannot make the determination, the
responsibility for making the detarminaticn on record retention
be passed up the purchasar/supplier chain %o the organization
which can make the determination.

Are supplier related requirements of Section 21.51(b) satisfied
1f a1l the documentation {s turned over to the purchaser/)icensee

‘without making any determination as to whether portions of the

documentation are, or ara not, related to the creation of a
substantial safety hazard?

Responsa:
Yes, supplier ralated requirements of 21.51b have been satisfied.

Paragraphs 21.6, 21.21(a), 21.31, and 21.5] are effective January 6,
1978, and the remainder are sffective July 6, 1977. Paragraph
21.51 pertains ta the maintenanca of records and Paragrapn 21.21(b)
pertains to motification and written reports. Are records of
notification and written reports that are required between July §,
1977, and January 6, 1978, to be maintained in accordance with
Paragraph 21.517

Response:

It {s the staff's position that an entity required to maintain
records undar 21.51 should msaintain records of notifications and
writtan reports made to the Commission.




21.61 Enforcement
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Does failure to notify within the requirements of Section 21.21
of 10 CFR Part 2] place all directors and responsible officers at
risk of civil penalty?

Response:

Failure to notify places at risk of civi] penaity all directors
and responsible officers who had cbtained information reasonably
{ndicating a failure to comply, or a defect, and who knowingly
and conscicusly failed to report such information. Any director
or responsible officer who did not have such information is not
subject to a penalty for failure to report.

what 1s the applicability of a civil penaity under Part 21 in the
following instances?

a. If an organfzation clearly should have specified applica-
bility of Part 21 in the procurement document but failed to
do so, will the “responsible officar or director” be liable
for a ¢ivil penalty? )

b. If an organfzation fails to properly comply with the posting
recuirements, will a "responsible officer or director” be
1iable for a civil penalty?

c. If an evaluation of a deviation is either not conductad or
1s not adequataly conducted, will the “responsible officer
or director” be liable for a civil penalty?

d. If the evaluation detarmines that a substantial safety
hazard, in fact, does exist but the “responsible officer or
director” is not informed, will such "responsible officer or

director” be l1iable for a civil penalty?
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e. Can the failure of an employee to inform a director or
responsible officer of noncompliance or a defect pursuant to
procedures adopted under §21.21(a)(2) result in THability
being fncurred 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.

Since the fines are only for knowing and conscious faiiure to
report defects, what are the sanctions for other viclations of
thase regulations?

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 detarmined appropriate on a case-
by-case basis under Part 2, Subpart B, of the Commission's
regulations

Would an esployee be subject to NKC enforcement action for failing
to inform a director or responsible officer of noncompliance or a
defect pursuant to procedures adopted under §21.21(a)(2)?

Responsa:
No.

Section 21.61 provides that any director or responsible officer
subject to Part 21 who knowingly and consciously fails to provide
the notice required by Section 21.21 shall be subject to a civi)
penalty. May a civil penalty for failure to notify be assessed
upon a persaon at any level of the executive chain of command who,
as a result of an honest and rezsonable error in judgment or
intarpretation, fails to notify the Commission of an event which
1s subsequently deemed reportable?

Responsa:

If the director or responsible officer has been informed, based
on the evaluation, that the deviation or failure does not con-
stituta a defect or failure to comply which is reportable under
Part 27, and if there is a reasonable basis for this determination,
he would not bae subject to a civil penalty for knowingly and
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program. Unless experienca indicates otherwise, no separate
{nspection and enforcement program for Part 71 will be implemented

¥What are the events which would be invelved in fmposing a civi)
penalty under 10 CFR Part 217

Response:

The Director, Office of Inspection and Enforcement, would first
sarve a writtan Notice of Violation upon the person charged. The
Notica of Viclation will identify the basis for the charge, the
amount of the penalty which the 0ffice Director proposes to
impose, and the cpportunities avafiable to the person charged to
protast the charge. The perscn charged may then efther 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, aftar considering the
answer,.will {ssue an Order disaissing the proceeding or {mpesing,
mitigating, or resitting the civil penalty.

The person charged may then request a hearing. If the person
requests a hearing, the Commission will {ssue an Order for Hearing
before an Atomi: Safety and Licensing Board or an Administrative
Law Judge. Aftar the hearing, an Order will be issued dismissing
the proceeding or impos?ng, mitigating, 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 civi)
penalty {s not made within the specified time period, the matter
may be reaferred to the Attorney General for collection.




