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* NUCLEAR REGULATORY COMMISSION
OFFICE OF NUCLEAR MATERIAL SAFETY AND SAFEGUARDS
- WASHINGTON, D.C. 20555
June 17, 1991
NRC INFORMATION NOTICE NO. 91-39: COMPLIANCE WITH 10 CFR PART 21,

~ “REPORTING OF DEFECTS AND NONCOMPLIANCE"

Addressées:‘

A1l Nuclear Regulatory Commission (NRC) material Ticensees.

Purpose:

“The pufpose of this notice is to remind licensees of the requirements contained
" in 10 CFR Part 21, "Reporting of Defects and Noncompliance" (Attachment 1). It

is expected that licensees will review this information, distribute this notice
to responsible staff, and consider actions, if appropriate,.to ensure compliance

- with applicable requirements. However, this notice does not in itself establish

any new requirements.

Description of Circumstances:

Past inspections at materials licensees indicate that many licensees are not
complying with all the requirements of Part 21 and are unclear about the =
applicability of Part 21 to their licensed programs. '

In one case, a company supplying teletherapy units discovered a failure in a
timer which could have resulted in a substantial safety hazard. Although

the failure was evaluated and the timer was determined to require replacement,
an evaluation to determine if a substantial safety hazard could exist was not
performed. As a result, a responsible officer or director in the licensee's
organization was not informed that the timer contained what NRC later determined
to be a defect, and NRC was not notified of the defect, as required by 10 CFR
21.21(b). A contributing factor in this case was the failure to establish
appropriate procedures to evaluate whether a deviation could represent a
substantial safety hazard, as required by 10 CFR 21.21(a).

In another case a radiographic equipment manufacturer reviewed circumstances
surrounding separation of a source assembly from the drive cable. Although

the licensee took actions to recall the defective source, it failed to report
the defect to NRC and had not developed procedures for evaluating manufacturing
defects, to determine applicability to Part 21 reporting. B

Discussion: ‘
Part 21 was issued in June 1977, and applies to all licensees and certain
unlicensed vendors. The requirements in Part 21 are to ensure that equipment

deficiencies or failures that could create a substantial safety hazard involving
NRC-regulated activities are reported to NRC. Prompt‘licensee reporting of
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defects will enable NRC to determine if a defect is géneric in nature, so that
appropriate measures can be taken to ensure protection of the public health
and safety.

The requirements are based on Section 206 of the Energy Reorganization Act,

which states, in part, "Any individual director or responsible officer of a

firm constructing, owning, operating, or supplying the components of any facility
or activity which is licensed or otherwise regulated pursuant to the Atomic
Energy Act of 1954, as amended, or pursuant to this Act, who obtains information
reasonably indicating that such facility or activity or basic components supplied
to such facility or activity (1) Fails to comply..., or (2) Contains a defect
which could create a substantial safety hazard, ... shall immediately notify

the Commission of such failure to comply, or of such defect...."

The principal requirements of Pért'ZI include the following:

(1) Licensees must post required documents related to Part 21 in a
conspicuous location. These include a copy of the regulation, Section
206 of the Energy Reorganization Act of 1974, and any procedures developed
pursuant to Part 21. [10 CFR 21.6(a) and (b)]

(2) Licensees must develop procedures for identifying and evaluating
deviations, or informing affected customers, so that the customer can
evaluate the deviation; and must also develop proceduras for reporting
defects to a director or responsible officer. [10 CFR 21.21(a)]

(3) Licensees must report defects to NRC, within certain time frames.
[10 CFR 21.21(b)] :

(4) Procurement documents issued by the licensee for basic components must
state that Part 21 applies to the procurement. [10 CFR 21.31]

NRC staff recognizes that these requirements are very broad and require
considerable licensee judgment to implement. As a minimum, licensees should
determine which aspects of their licensed activity could result in a substantial
safety hazard from a defect in a basic component. Attachment 2 provides
guidelines for determining what constitutes a substantial safety hazard.
NUREG-0302, Revision 1, published in October 1977, provides responses to
questions on Part 21 raised in public regional meetings and contains several
examples that will provide additional guidance on what constitutes a substantial
safety hazard. Copies of NUREG-0302 may be purchased from the National Technical
Information Service, Springfield, VA 22161.

Furthermore, licensees are required to have procedures that implement the
requirements to report defects. Procedures should assign responsibilities to
the appropriate individuals, to identify and report deviations to responsible
company officers. The responsibilities of company officers should be described;
that is, to evaluate and report deviations to purchasers, and to inform NRC of
defects within the required time frames. Licensees should evaluate their own
programs and develop procedures appropriate for their activities. Attachment 3
provides a sample procedure for identifying and reporting defects, under Part 21.
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Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, radioactive material, would normally need more
extensive procedures to ensure proper identification and reporting of defects
than customers who do not supply components to others. These procedures should
contain, as a minimum, the following:

1. Directione to acquire information sufficfent to describe the deviation.

2. Directions to analyze the effect of the deviation, in a basic component,
' if used by a 1icensee.

3. Directions to reach a conclusfnn. based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspectfon for compliance with Part 21, as well

as other applicable NRC requirements, and may be subject to enforcement action

* for noncompliance. This information notice does not require any written response.
If you have any questions about this matter, please contact the technical contact
listed below or the appropriate NRC regicnal office.

Richard E. 0unningham, Director

Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
301-492-3422

Attachments:

1. 10 CFR Part 21 '

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3. Sample Procedure for Identifying and Reporting
Defects Under 10 CFR Part 21

4. List of Recently Issued NMSS Information Notices

5. List of Recently Issued NRC Information Notices
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TITLE 10, CHAPTER 1, CODE OF FEDERAL REGULATIONS ~ ENERGY

PTE il ’ - | 21.3(a)

21 I : REPORTIN_G OF DEFECTS AND NONCOMPLIANCE
" GrwEal Provisions safety hazards or (b) that the facility, l_ grade item (see § 21.3(3-1)) not subject
Gee. . .. . - © .7 | sctivity, er basic component supplied g to the regulations in this part from
31.1 Purposs. ~ to such facllity or activity contains de- ¢ reporting to the Commission & known or
{‘,} m = fecta, which could create s substantial € suspected defect or fallure 1o comply
s & safety hazard, to immediately notify and. as authorized by law, the identity
81§ Communications. & the Commission of such faflure to of enyone #o reporting will be withheld
216 Posting requirements. % comply or such defect, unless he has . e
219 Exemptions. . S actua! knowledge that the Commission | from disclosure.
21.8 Information collection raquirements: . has been adequately informed of such . .
OMBapproval. . defect or faflure to comply. "Ll: Definitions. : o
Norumow — e ' used in this part: E
3181 Notification of faflure to comply ©f §a12 Soope. ’ {aX1) “Basic component,” when ap-
- existence of & Gefect. ) The regulations in this partapply. . | plied to nuclesr power reactors means
) X . : sxcept es specifically provided _ & plant structure, system, component
ProcurnRaT DOCUMENTS otherwise in Parts 31, 34. 35. 39. 40, 60. or part thereof necessary to amsure (1)
131 Procurement documanta. |- 61,70, or 72 of this chapter. toeach the integrity of the reactor coolant
Insractions, Racoass individual, partnarship, corporstion, or m&mm&m
3141 Inspections. . other entity licensed pursusntto the
.| 1t in & safe shutdown condition, or (iif)
1151 Maintenancs of records. regulations in this chapter io possess, the capebility to prevent or mitigate
" Beyoscoamer ' use. and/or transfer within the United the consequences of accidents which
: . States source material byproduct . 1 eould result tn potential offxite expo-
3161 Fallure to notity. material, special nuclear material and/ 3 sures comparable to those referred to
or.spent fuel and high-level radioactive I in § 100.11 of this chapter.

Avthority: Soc. 181, 85 Siat. 048, 08 avaste, or to construct, manufacture, e (3) “Basic component,” when applied
amended, sec. 234, 63 Siat. 44 aa ameaded possess, own, operate and/or trangfer & to other facllities and when applied to
(42 US.C. 201, 2383} secs. 0L asamended. | within the United States, any production - § other activities lcensed pursuant t&
208, 08 Siat. 1242, a0 amended, M8 {3USC | or ytilization facility, or independent miﬂ. 4&’50. 60, 61, 70, 71, or T2
SMLEMY. -~ | spent fuel storage installation (ISFSI) or chapter, means & component,

Secfitalsoeved undesosce 130,143, | o0y o oinavable installation structure, gystem, or part thereof that
Pub. L 07425, 06 Seat 2252, 241 (QUSC. | storge is directly procured by the Hcensee of
1015, 10101}, T v (MRS}, and to each director (see a factlity or activity subject to the reg-

Por the g oloec. 220, 08 Btst. 058,00 £ § 21.3(D) and responsible officer (see ulations in this part and tn which a
amended 273} §1 110, 21.210) - £ § 21.3(])) of such a licenses. The : .defect (see §31.3(4)) or fallure to
and 2.1 are lasued under sec. 181b. 06 Btat. regulations in this part apply alsoto comply with any applicable regulation
Muuﬁdmmmikul 8 each individual, corporation, . in this chapter, order, or license issued
$1 21.21, 2141 and 2151 are snder see. rship or other entity doing -| by the Commission could create a sub-
1810, 00 Bial. 090, a8 amended (2 US.C oot | stantial satety bazard aee § 3L.3(K).
220100} - o L iness within the United Gtates, and %) In all cane . tn-

b . each director and responsible officerof - elgd)s mmmw or
= ) such organization that constructs (ses mmmﬁammume&
CGomu Provisiors § 21.3(c)) & production er utilization that are amociated with the compo-

$111 Purpess. . :.o?:h:"ucﬁonwu o?mmuon&(mml..n 300 pent hardware, b;hcmt:xut.hucn{vw

Ths regulations in this part estad- are performed component sup-
lish procedures and requirements for | pursuant to Part 60 of this chapter. an plier or others. N

’ the |  independent spent fual storage ~ _ . _
Energy Reorganization Act of 1974 | installation (ISFSI) for the storags of P> 1 NRCRaglonal Offioers wil sccept collect
That section requires any individual | gpent fuel icensed pursuant to Part 72 of telephons calls from individuals who wish 1o speak
director or responsible officer Of & | yhiy chapter or & monitored retrigvable % NRC representativas concarning Ruclesr safety-

firm econstructing, operating related problems. The lication and telephons

or supplying the components of any | Storase installation (MRS) for the mw*uuﬁ“&-waw-

facllity or activity which s licensed or | storage of spent fuel o Nours) are listed belew: 54 FR 42257

otherwise regulated to the | radicactive wasts pursuant o - - _

Atomic Energy Act of 1954, as amena- | Part 72 of this chapter. or suppliss (see B tadoighios— ) 337000

od.ormmmg}mw _ §203(1)) basic components (ses: |

of 1974, who obtains information rea- lzutl))louhdllaauuvlu € (Atasta) 1004) 3314303
indicating: (a) That the factli- | lcensed, other than for export, under [P e— (708 o430

ty, activity or basic component Sup- | Parts 0, 39, 40, 80, 60, 61, YO, 71, or 72 of -

wﬂwsggm o or activity falls to this chapter. Nothing in these WV D : (917 04100

.:gmul{. m&'m“ mpm regulations should be deemed to "IV Uranem Recovery Proid Office

rule, regulation, order, or Mcense of | Preciude either an individual ora (Denvert.—. et 101 2008

the Commission relating to substantiat | manufacturet/supplier of @ commerical V(R Prencwonh e (413 903370

211 ’ October 31, 1989
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PART 21 ¢ REPORTING OF DEFECTS AND NONCOMPLIANCE

21.3¢a)

{8} A commercial grade Item Is not o
a component until aler

part of a basle
dedication (see § 21.3(0-1]}

(8-1) “Commarctal grade ltem” means
aa item that is {1) not subject to design
o¢ specification menty that are
uaique to lacilities or activities Ucensed
pursuant 10 Parts 30, 40, 50, 60,61.70, 71, o¢
72 ol this chapler and (z’ used in
applications other than facilities op
activities licansed pursuant to Parts 39,
40, 50 80, 1,70, 71,08 72 61 this chapler
and (’? to be ordered from the :
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manufacturer’s shed product
dascription (Iummph s catalog).
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21.6(c)

(4) A condition or circumstance tn.
volving a basle component that could
contribute to the exceeding of a safety
limit, as defined in the technical spects
ficatlons of a lcenss for operation
{ssued pursuant to Part 50 of this
chapter,

(8) “Devistion” means a departure
from the technical requirements In.
cluded in 8 procurement docum
(see § 21.301)0).

(f) “Director”

(1) “Supplying” or “supplies” means
contractually responsible for a basie
eomponentusedortobousedlnln-
cllity or activity which 1s subject to
the regulations in this part,

§nl.l Interpretations.

direct the sifairs of a corporation,
putnoe?hlp uo‘rm ::?uﬁ enuptry!. In the
case an proprietorship,
“director” means the tndividual,

(g) “Evaluation” means the process
accomplished by or for s licenses to
determine whether & particular devi-
hluou ._z"&otnd create a substantial safety

r; 215 Communications, .
Except where otherwise specified in
this part. sll cosnmunications and

() - or " | Tpurts concerming the regulations in
means the operation of a facility or | this part should be uddressed 1o the

the conduct of a lcensed vty | Ditecior. Ofitce of Nuciear Renctor

which ig subject to the regulations in Regulation. or Director, Office of

this part and consulting services relat- & Nuclear Material Safety and Suleguards.

:“I”mmmww 13 appropriate. US. Nuclear Regulatory

s document™ Commissioa. Wushington, DC 20853, or

A contract that defnes ths mE to the Administrator of » Regional

ments which facilities or basic compo- ¥ Office sl the address specified in

Denta must meet in order to be consid- | Appendix D of Part 20 of this chapter.

acceptabls by the % Communications and reports may be
) “Responsidble officer™ means the delivered in person at the Commission's
vice-president or other indi- | offices at 21201 Strest NW.,

vidual in the orgsnization of a corpo- Washington. DC, or st 11553 Rockville

or other entity] Pike, Rockville, Maryland.

who 13 vested with executive authority

over activities subject to this part.

§218 Posting requirements.
(a) Each oo
ot i o
regulations in this part, shall post cur
. rent coples of the following documents
13 "Sebstentil salety hesard meany | .3 SEPlcuou poxition 0n any prea
« 8loss ol safety function o the extent the activities subject to this part are
2 athera s 2 major reduction In the conducted (1) the regulations in this
@ degree of protection provided te publia = Dart, (2) Section 208 of the Energy Re-
Z-heatih and safe !nun&“bdnvu < orzanization Act of 1974, and (3) pro-
s lctlrlun"o ;&ue? ' ;Mmhmﬂ'm o the
T pursus 1, .

70. 7% or 73 0f this chapter. ~ _(b) If posting of the regulations in
this part or the procedures adopted
pursuant to the regulations in this
part is not practicabls, the licenses or
firm subject to the regulations in this
part may, in addition to posting sec-
wmm:mvmm
the name of the individual to whom
wmummm-w‘
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21.7

§21.7 Exemptions.

The Commission may, upon applica.
tion of any interested person or upon
its own initiative, grant such exemp-
tions from the requirements of the

common defense and security and are
otherwise in the public interest.

8up-
pliers of commercial grade items are
sxempt from the provisions of this
part to the extent that they supply
commercial grade items.

J
=43 FR .u.ﬂl—————lt FR 28091

; §$218 informetion coliection
()mna.?m
0 ar
Ccmmhdonhuubmmnl
Information collsction requirements
contained in this part to the Office of
Management and Budget (OMB) for
i approval as required by the P,
T teq) OB b approved b
- m'
<~ information collection ts
%= contained in this part control
¢ cumber $150-0083.
(b) The approved information
_collection requirements containsd in this
partappearin §§ 21.21 and 21.51.

[~ NOTIFICATION

§21.21 Notification of fallcre to comply
or existence of & defoct. :
b i8R, oot
or
thcmu!tuomlnmkp:xnmmz

sppropriate procedures

(1) Provide for: (1) Evaluating devi-
ations or (i) informing the licensse or
purchaser of the deviation in order

ed; and
2) Azsure that g director or
sible officer i3 informed if ths con-

:

___.,é.,..,
g
%
E
i
i

struction ar operation of & facility,
activity, or & basic component supplisd
or activity:

r" -(b)(2) A direcior ec responsible officer

——47 FR 57436
E
8
;
i
-

regulstions in this part as it deter. @ ¢
mines are suthorized by law and will & wj

States that is subject 1q the licensing
requirements
70, 71, or 72 of this chapter and that Is
within bis organization’s responsibility
or (ii) a basic component that s within
his organization's responsibility and Is
up&licd for a facility or an activi
n the United States thatis tsgba

not endanger life or property or the ~ g5 the licensing requiremants under

y

Parts 30. 40, 80, 60.61.70, 71, or 72 of this
chepter. The above notification s not
sequired if such individual has actual
knowledge that the Commission bas
becn adequately informed of such defect
o such failure to comply. 7

o

{2) Initial notification required by this
paragraph must be made within 2 days
following receipt of the information.
Notification must be made to the
Director, Office of Nuclear Reactor

L2 FR 21601

Regulation. or Director, Office of
Nuclear Material Safety and Safeguards.
&3 appropriate, U.S. Nuclear Regulatory
Commission, Washington, DC 20555, or
to the Administrator of s Regional

other than written communication, a
written report must be submitted to the
appropriate Office within § days after
the information is obtained. Three
copies of each report must be submitted
to the Director, Office of Nuclear
Reactor Regulation, or Director, Office
of Nuclear Materis! Safety and
LSafcgunds. as appropriate.

[~ (3) The written
PATAETAD!

mission.
(i) Identification of the facility, the -

activity, or the basic component sup-
plied for such factlity or such activity
within the United States which fails to
comply or contains & defect. -

(1i}) Identification of the firm con-

structing the facility or supplying the
basic component which falls to comply
or contains a defect.

]
g
g
g
E
;

the
¢vil) The corrective action which has
been, is being, or will be taken: the
name of the individual or organization
responsible for the action; and the
length of time that has been or will be

taken to complete the action.
vili) Any advice related to the
defect or fatlure to comply about the

213

er Parts 30, 40, 80, 80.61.

Office. If initial notification is by means .

(lvnlthmonheweaornnm&::
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21.51(b)

fcility, activity, or basic component
that has been, is being, or will be given
to purchasers or licensees. .

(4) The directar or responsible offi-
cer may suthorize an Individual to
provide the notification required by
this paragraph, provided that, this
shall not relieve the director or re-
sponsible officer of his org.er responsi-

PR «

(1) Are not related to the ereation of
& substantial safety hazard, he may
suthorise such records to be de-
stroyed, or

(2) Are related to the creation of &
substantial safety hazard, he ghall
<cause guch records to be offered to the
organization to which he supplies
basic components or for which he con-
structs a facility or activity. -

If such purchaser iz unable to make
the determination as required sbove

November 30, 1988
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21.51b)

PART 21 » REPORTING OF DEFECTS AND NONCOMPLIANCE

then the responsibility for making the
determination shall be transferred to
the individual, corporation, partner-
ship, or other entity subject to the
regulations in this part that issued the
procurement document to ths pur.
chaser. In the event that the determi-
nation cannot ds made st that level
then the responaibility shall be trans-
ferred in 3 similar manner to another
individual, corporation, partnership,
or othi;r &n’:!tv mbjeettn' toutho regula-
tions part, un necessary,
the licenses shall make the determing.

(¢) Records that are prepared only
for the purpose of assuring compliance
with the regulations in this part and
Are not related to evaluations or notift-
cations to the Commission may be de-

component.
(d) The effective date of the section
hu&been deferred untll Janusry 8,

EXPORCIMINT

§2181 Falure 10 notty.

Any director or responsible offt
.tubhcthlhomuhumlnthllp::
who knowingly and consciously fails 1o

o pnﬁdcthnnothnquh‘dbyla.za
. Mbolubhdtoudvllpeamym.l
S &l?mwhmédg, section 234 of
L gy 1854, as

[Note removed 49 FR 19623]

November 30, 1988

stroyed after delivery of the facility or

214



Attachment 2
IN 91-39
June 17, 1991
! - Page 1 of 1

GUIDELINES FOR DETERMINING WHETHER
A SUBSTANTIAL SAFETY HAZARD EXISTS

A substantial safety hazard means the 1oss-pf a safety function to the
extent that there is a major reduction in the degree of protection provided

to ensure public health and safety. Note that the term "public health and
.safety" includes both members of the public and licensee workers/employees.

From a radiological perspectfvé;,a substantial safety hazard exists if
there is a potential for moderate exposure to, or release of, licensed

- material.

a. Guidelines for determining moderate exposure:

o Greater than 25 rem (whole body or its equivalent to other body
parts) to occupationally exposed workers in a period of a year or
Tess. v

o Exposure of 0.5 rem (whole body or its equfva1ent to other bddy
#parts) to an individual in an unrestricted area in a period of a -
year or less. _ :
b. Guideline for determining potential for release of licensed‘matérié]:

o Release of materials in amounis reportable under the provisions
of 10 CFR_20.403(b)(2). : : ,

For additional discussion, see NUREG-0302, Revision 1 (page 21.3(k)-1), which

may be purchased from the National Technical Information Service, Springfield,
VA 22161. '
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SAMPLE PROCEDURE FOR
IDENTIFYING AND REPORTING DEFECTS
, UNDER 10 CFR PART 21

-~ Employees shall:

1.

Identify deviations in a basic component (insert appropriate part or
component nomenclature).

Promptly report the deviations to the responsible company officer or
director (insert appropriate position).

Company official (insert appropriate position) shall:

1.
2.

Cause deviation to be evaiuated'or reported toipurchaser.

If determined to be a defect, promptly (within two days of recefpt of

“information) inform the Nuclear Regulatory Commission (NRC).
= By telephone, facsimile, or in writing to the Director, Office of

Nuclear Material Safety and Safeguards, USNRC, Uashington, DC 20555
or to the Regional Administrator.

If initial notification was by telephone or facsimile, a written report

must be sent to NRC within 5 days of receipt of the information.
Submit three copies

- Identify the basic component with the defect or activity that failed
to comply.

- Include the nature of the defect or failure and the safety hazard
created or that could be created by the defect or failure.

- Identify the date the information was obtained and the name of the
individua] ‘informing NRC.

- List all Tocations where the basic component may be,in use.

= Describe corrective actions taken or being taken.

- Advice related to the defect that has been, or will be given to

customers.
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LIST OF RECENTLY ISSUED
5 NMSS ;NFORMATION_NOTICES
-\) Information . Date of

Notice No. Subject ~ Issuance Issued to

91-35 Labeling Requirements for 06/07/91 “A11 U.S. Nuclear Regulato
Transporting Multi-Hazard Commission (NRC) licensee:
Radioactive Materials :

91-30 - ~ Inadequate Calibration of 04/23/91 A1l fuel cycle licensees

" Thermoluminescent Dosimeters - routinely handling unshie’
Ut1lized to Monitor Extremity ed uranium materials.
Dose at Uranfum Processing and
Fabrication Facilities X
01-26 potential Nonconservative 04/02/91  A11 fuel cycle licensees
: Errors in the Working Format - and other licensees, in-
Hansen-Roach Cross-Section cluding all holders of
Set Provided with The Keno operating licenses for
and Scale Codes " nuclear power reactors,
who use physics codes to
support criticality
safety in the use of
' fissile material.

91-23 Accidental Radiation Over- 03/26/91 A11 Nuclear Regulatory Cor
exposures to Personnel due mission (NRC) licensees
to Industrial Radiography authorized to use sealed
Accessory Equipment Malfunc- sources for industrial

| tions radiography.

91-16 Unmonitored Release Pathways 03/06/91 . A1l fuel cycle facilities.
from S1ightly Contaminated Re- ' )
cycle and Recirculation Water
Systems At A Fuel Facflity

91-14 Recent Safety-Related Inci- 03/05/91 A11 Nuclear Regulatory
dents at Large Irradiators - Commission (NRC) licensee:

authorized to possess and
use sealed sources at
large irradiators.

91-03° Management of Wastes Contam- 01/07/91

jnated with Radioactive
Materials (“Red Bag" Waste
and Ordinary Trash)

A1l medical licensees.
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Thermoluminescent Dosi-
meters Utilized to Monitor
Extremity Dose at Uranium
Processing and Fabrication
Facilities

- e Attachment 5
IN 91-39
June 17, 1991
‘Page 1 of 1.
LIST OF RECENTLY ISSUED
NRC INFORMATION NOTICES

Information : Date of

Notice No. Subject Issuance Issued to

91-38 Thermal Stratification in 06/13/91 A1l holders of OLs or CPs
Feedwater System Piping for nuclear power reactors.

91-37 Conmpressed Gas Cylinder ) 06/10/91 A1l holders of OLs or CPs

C o Missile Hazards for nuclear power reactors.

91-36 Nuclear Plant Staff 06/10/91 A1l holders of OLs or CPs

: Working Hours for nuclear power reactors.

91-35 Labeling Requirements for 06/07/91 “A11 U.S. Nuclear Requlatory
Transporting Multi-Hazard Commission (NRC) licensees.
Radioactive Materials » :

91-34 Potential Problems in 06/03/91 A1l holders of OLs or CPs
Identifying Causes of for nuclear power reactors.
Emergency Diesel Generator ' :
Malfunctions _

91-33 Reactor Safety Information 05/31/91 A11 holders of OLs or CPs
for States During Exercises for nuclear power reactors.
and Emergencies _

91-32 Possible Flaws in Certain 05/15/91 A11 holders of OLs or CPs
Piping Systems Fabricated for nuclear power reactors.
by Associated Piping and
Engineering

91-31 Nonconforming Magnaflux 05/09/91 A11 holders of OLs or CPs
Magnetic Particle (14AM) : for nuclear power reactors.
Prepared Bath

91-30 . Inadequate Calibration of 04/23/91 A1l fuel cycle licensees and

other licensees routinely
handling unshielded uranium
materials.

0Ll= Operating License
CP = Construction Permit
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Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, radioactive material, would normally need more
extensive procedures to ensure proper jdentification and reporting of defects
than customers who do not supply components to others. These procedures should
contain, as a minimum, the following:

1. Directions to acquire information sufficient to describe the deviation.

2. Directions to analyze the effect of the deviation, in a basic component,
if used by a licensee.

3. Directions to reach a conclusion, based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspection for compliance with Part 21, as well .
as other applicable NRC requirements, and may be subject to enforcement action
for noncompliance. This information notice does not require any written response.
If you have any questions about this matter, please contact the technical contact
listed below or the appropriate NRC regional office.

Richard E. Cunningham, Director
Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
301-492-3422

Attachments:

1. 10 CFR Part 21

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3 Sample Procedure for Identifying and Reporting
Defects Under 10 CFR Part 21

4. List of Recently Issued NMSS Information Notices

5 List of Recently Issued NRC Information Notices

*Gee previous concurrence
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the appropriate individuals, to identify and report deviations to responsible
company officers. The responsibilities of company officers should be described;
that is, to evaluate and report deviations to purchasers, and to inform NRC of
defects within the required time frames. Licensees should evaluate their own
programs and develop procedures appropriate for their activities. Attachment 3
provides a sample procedure for identifying and reporting defects, under Part 21.

Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, radioactive material, would normally need more
extensive procedures to ensure proper identification and reporting of defects
than customers who do not supply components to others. These procedures should
contain, as a minimum, the following:

1. Directions to acquire information sufficient to describe the deviation.

2. Directions to analyze the effect of the deviation, in a basic component,
if used by a licensee.

3. Directions to reach a conclusion, based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspection for compliance with Part 21, as well

as other applicable NRC requirements, and may be subject to enforcement action
for noncompliance. This information notice does not require any written response
to NRC. If you have any questions about this matter, please contact

Cheryl A. Trottier at 301-492-3422.

Richard E. Cunningham, Director
Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
301-492-3422

Attachments:

1. 10 CFR Part 21

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3 sample Procedure for Identifying and Reporting
Defects Under 10 CFR Part 21

4. List of Recently Issued NMSS Information Notices

5 List of Recently Issued NRC Information Notices
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the appropriate individuals, to identify and report deviations to responsible
company officers. The responsibilities of company officers should be described;
that is, to evaluate and report deviations to purchasers, and to inform NRC of
defects within the required time frames. Licensees should evaluate their own
programs and develop procedures appropriate for their activities. Attachment 3
provides a sample procedure for identifying and reporting defects, under Part ¢l1.

Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, racioactive material, would normally neeu more
extensive procedures to ensure proper identification and reporting of defects
than customers who do not supply components to others. These procedures should
contain, as a minimum, the following:

1. Directions to acquire information sufficient to describe the deviation.

2. Directions to analyze the effect of the deviation, in a basic component,
if used by a licensee. )

3. Directions to reach a conclusion, based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspection for compliance with Part 21, as well

as other applicable NRC requirements, and may be subject to enforcement action
for noncompliance. This information notice does not require any written response
to NRC. If you have any questions about this matter, please contact

Cheryl A. Trottier at 301-492-3422.

Richard E. Cunningham, Director
Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
301-492-3422
Attachments:

1. 10 CFR Part 21

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3. Sample Procedure for Identifying and Reporting
Defects Under 10 CFR Part 21

4. List of Recently Issued NMSS Information Notices

5. List of Recently Issued NRC Information Notices

*See previous concurrence O B, |, CCC e k) Lneepentd S/
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the appropriate individuals to identify and report deviations to responsible
company officers. The responsibilities of company officers should be described;
that is, to evaluate and report deviations to purchasers, and to inform the

NRC of defects within the required time frames. Licensees should evaluate
their own programs and develop procedures appropriate for their activities.
Attachment 3 provides a sample procedure for identifying and reporting

defects under 10 CFR Part 21.

Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, radioactive material, would normally need more
extensive procedures to assure proper identification and reporting of defects
than customers who do not supply components to others. These procedures should
contain as a minimum, the following:

1. Directions to acquire information sufficient to describe the deviation.

2. Directions to analyze the effect of the deviation in a basic component if
used by a licensee.

3. Directions to reach a conclusion based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspection for compliance with 10 CFR Part 21, as well
as other applicable NRC requirements, and may be subject to enforcement action
for noncompliance. This information notice does not require any written response
to NRC. If you have any questions about this matter, please contact

Cheryl A. Trottier at (301) 492-3422.

Richard E. Cunningham, Director
Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
(301) 492-3422

Attachments: .

1. 10 CFR Part 21 S

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3. Sample Procedure for Identifying and Reporting
Defects Under 10 CFR Part 21

4, List of Recently Issued NMSS Information Notices

5. List of Recently Issued NRC Information Notices

*See previous concurrence
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the appropriate individuals, to identify and report deviations to responsible
company officers. The responsibilities of company officers shouid be described;
that is, to evaluate and report deviations to purchasers, and to inform NRC of
defects within the required time frames. Licensees should evaluate their own
programs and develop procedures appropriate for their activities. Attachment 3
provides a sample procedure for identifying and reporting defects, under Part 21.

Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, radioactive material, would normally need more
extensive procedures to ensure proper identification and reporting of defects
than customers who do not supply comporents to others. These procedures should
contain, as a minimum, the following:

1. Directions to acquire information sufficient to describe the deviation.

2. Directions to analyze the effect of the deviation, in & basic component,
if used by a licensee.

3. Directions to reach a conclusion, based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspection for compliance with Part 21, as well

as other applicable NRC requirements, and may be subject to enforcement action
for noncompliance. This information notice does not require any written response
to NRC. If you have any questions about this matter, please contact

Cheryl A. Trottier at 301-492-3422.

Richard E. Cunningham, Director
Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
301-492-3422
Attachments:

1. 10 CFR Part 21

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3. Sample Procedure for ldentifying and Reporting
Defects Under 10 CFR Part 21

4, List of Recently Issued NMSS Information Notices

5. List of Recently Issued NRC Information Notices

*See previous concurrence
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the appropriate individuals to identify and report deviations to responsible
company officers. The responsibilities of company officers should be described;
that is, to evaluate and report deviations to purchasers, and to inform the

NRC of defects within the required time frames. Licensees should evaluate
their own programs and develop procedures appropriate for their activities.

Manufacturers or suppliers who provide licensees with basic components that
contain, or are used with, radioactive material, would normally need more
extensive procedures to assure proper identification and reporting of defects
than customers who do not supply components to others.

These procedures should contain as a minimum, the following:
1. Directions to acquire information sufficient to describe the deviation.

2. Directions to analyze the effect of the deviation in a basic component if
used by a licensee.

3. Directions to reach a conclusion based on the analysis as to whether the
deviation could create a substantial safety hazard.

Licensees are subject to inspection for compliance with 10 CFR Part 21, as well
as other applicable NRC requirements, and may be subject to enforcement action
for noncompliance. This information notice does not require any written response
to NRC. If you have any questions about this matter, please contact the
appropriate NRC regional office, or this office.

Richard E. Cunningham, Director
Division of Industrial and
Medical Nuclear Safety

Technical Contact: Cheryl A. Trottier, NMSS
(301) 492-3422

Attachments:

1. 10 CFR Part 21

2. Guidelines for Determining Whether a Substantial
Safety Hazard Exists

3 Sample Procedure for Identifying and Reporting
Defects Under 10 CFR Part 21

4, List of Recently Issued NMSS Information Notices

5 List of Recently Issued NRC Information Notices
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