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MEMORANDVM FOR: James M. Taylor, Executive Director for Operations

FROM: Eric S. Beckjord, Director, Office of Nuclear Regulatory |

Research

SVDJECT: flNAL RULEMAKING - NOTiflCATION Of INCIDENTS '

10 CFR PARTS 20, 30, 31, 34, 39, 40 AND 70

Enclosed for your signature is a Notice of final Rulemaking (Ennure 1) to '

be published in the federal Reaister. This rulemaking would assure that
prompt reporting of significant events at material licensee facilities is made
to the NRC so that the Commission can evaluate whether the licensee has taken
the required action to protect the public health and safety and whether
generic safety concerns are identified that may require prompt NRC action.
The NRC has become concerneo that certain provisions of 6 20.403 need to be
revised because licensees have not been reporting certain events that the
agency felt should-have been reported.

Sections (a)(3), (a)(4), (b)(3), and (b)(4) of 10 CFR 20.403 and 10 CFR
20.2202 " Notification of incidents," regarding the loss of operations and
damage to property for both immediate and 24-hour notifications would be
removed and new requirements added to Parts 30, 40, and 70 as Sections 30.50,
40.60, and 70.50. No new requirements are added in 10 CFR Part 50 since
Section 50.72 already contains special notification requirements for nuclear
power reactors. In addition, the term "immediate notification * is defined for
the . ed sections.

Administrative amendments are also being made to Part 40 concerning
Information Collections. An obsolete NRC form is being deleted and a revised
form is beibg inserted,

hciground: In July, 1987, James Lieberman, Director of the Office of
Enforcement, sent a memo to Eric S. Beckjord, Director, Office of Nuclear
Regulatory Research, requesting that 10 CFR 20.403, " Notifications of
incidents," be amended. This request was based on discussions among the staff
of the Offices of Enforcement, General Counsel, and Nuclear Material Safety
and Safeguards. The staff believed that a minor rulemaking was needed to
clarify the materials _ licensee reporting requirements for events having
significant implication for public health and safety, including " loss of
operations" and "de. mage to property." The staff arrived at this position
because of past nonreactor incidents that were not reported to NRC, but which
the staff believes should have been-reported.

Public Comments: The proposed rule was published in the federal Register in
May of 1990. NRC received 40 letters from commenters in response to the
Federal Register Notice. Comments came from a variety of sources, including
universities, hospitals, other government agencies, material licensees,
nuclear utilities, and individual citizens. NRC identified and responded to
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66 separate issues. A summary of the public coments and the staff response
is included in the Federal Register Notice on pages 3 thru 33. It should be
noted that one of the comenters suggested that the new reporting requirements
be added to Part 72. The staff agrees with this coment. However, the
proposed rule published last May did not include amendments to Part 72.
Therefore a pro)csed amendment to Part 72 will have to be addressed as a

,'separate rulemacing effort in order to allow the public to coment on the
proposal. Basic reporting requirements for overexposures, releases, and lost
material will still apply to Part 72 licensees even after the rule becomes
effective. N m will initiate a rulemaking package proposing amendments to
Part 72 short.1y after the final rule is approved.

Backfit Analysin The staff has determined that a backfit analysis is not
required for this proposed rule because the amendments that apply to powtr
reactors (deletion of sections in 20.403) involve only a relaxation of
requirements.

The rule is a matter of compatibility for Agreement States. The Agreement
States participated in the development of this rule, and their coments were
incorporated as appropriate. The major concern of the Agreement States was
that the proposed one hour time limitation for an immediate notification was
too restrictive. As a result of their comments, the time for an immediate
notification was. changed to four hours. The remainder of their comments were -

primarily of an editorial nature and were accommodated to the extent
practicabis.

,

The Offices of HMSS, OE, NRR, Administration, and Governmental and Public
Affairs concur in the Amendment. In-addition, the staff sent the package to *

the five regional offices for review. No comments were received from the
regions. The Office of the General Counsel has no legal objections.

Orig!ntj Signed By:

C J.Heltemes,Jr, p/
EricS.Beckjord, Director
Office of Nuclear Regulatory Research

Enclosures: Distribution:(FRNPRT20.MEM) a,g g"
1. Federal Reaister Notice subj-circ-chron AiDenton e'

2. Publication Approval _ Statement Reading Files RBernero 4
3. Congressional-Letters ESBeckjord EHalman
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5. Weekly Report to the Cornissioners BMorris Ap e N W -WParler

ACostan21 TMurley
SBahadur .JMate 4
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(7590-01)

NUCLEAR REGULATORY COMMISSION

10 CIR Parts 20, 30, 31, 34, 39, 40, and 70

RIN: 3150 - AC91

Ilotifications of incident:'
s

AGENCY: Nuclear 4tiHulH tt.y Commission.

ACTION: final tale.

SUMMARY: The Nuclear Regulatory Commission (NRC) is amending its regulations

to revise material licensee reporting requirements for byproduct, source, and

special nuclear naturtal regarding the incidents related to radiation saf ety.

This action is necessary to ensure that significant occurrences at material

licensee facilities are promptly reported to NRC so that the Commission can

evaluate whether the licensee has taken appropriate action to protect the

public health and safuty and whether prompt NRC action is necessary to address

generic safety concerns.

EFFECTIVE DATE: (insert a date 60 days following publication in the federal

Register.]
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FOR fURTHER'lNf0RMAT!0N CONTACT: Joseph J. Mate, Office of Nuclear Regulatory

Research, U.S. Nuclear Regulatory Commission, Washington, DC 20555, telephone

(301)492-3795.

SUPPLEMENTARY INFORMATION:

Background

Current regulations require that NRC licensees promptly report certain

events involving byproduct, source, or special nuclear material that cause or

threaten to cause exposure to specific levels of radiation, the release of

ladioictive material in specific concentrations, the loss of use of facilities

for a specific duration, or damage to property in excess of a specific dollar

amount. The events are to be reported either immediately or within 24 hours,

depending on the nature and severity of the event as defined in S 20.403. NRC

has become concerned that certain provisions of 5 20.403 need to be revised

because licensees have not been reporting certain significant events.

Licensees who failed to report these events were cited for violation of the
#

Commission's regulations.

On May 14, 1990 (55 FR 19890), the NRC published a notice of proposed

rulemaking that would delete reporting requirements based on the loss of use-

.j - q .

ci facilities for a specific duratif.n and damage in excess of a specified
,

dollar amount. The deleted requirements would be replaced with reporting

requirements that are related more closely to health and safety issues. The;

proposed requirements covered the following areas: inability to control

licensed material, unplanned contamination events, failure of safety

equipment, personal injury events, and fires and explosions. The comment

2
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period expired July 30, 1990. Public coments were received on the proposed

rule and are available for public inspection and copying for a fee at the

Comission's Public Document Room located at 2120 L Street NW. (Lower Level).

Washington, DC.

Coments on the proposed rule came from a variety of sources. These

included universities, hospitals, other government agencies, materi )

licensees, nuclear utilities and individual citizens. Many of the letters

received contained similar coments. These comments are grouped together and

addressed as a single issue. The NRC has identified and responded to 66

separate issues that include all of the significant points raised by the

comenters.

1he coments received on the proposed rule have been div, dad into two
^

groups. Those coments that are not applicable to a specific section of the

proposed rule are grouped into a " General Coments" area. Those that are

applicable to a certain portion of the rule are grouped into a " Specific

Coments' section. The coments and their resolution are discussed below.

Summary and Analysis of Public Comments
>

A. General Coments.

1. Coment: The rule contains reporting requirements for extremely

common events. It will lead to confusion and excessive reporting. The rule

needs to be altered to exclude insignificant radiation events or significant

events with insignificant radiation expo:,ure. Licensees need clear

definitions that specify severity levels requiring notification like those

currently set out in 10 CfR 20.403 (a)(1), (a)(2), (b)(1), and (b)(2).,

3
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Response The NRC agrees that there is a need to make the criteria in ;

- the rule more specific. The final rule has been revised in response to this
,

" comment.

!.

-- 2. Comment: Modify the criteria in S 20.403 to add specific

notification criteria for fires, explosions, and off site medical treatment !

provided that; these can be clearly separated from the insignificant events. - ;

|

Do not modify Parts- 30, 40, and 70.
,

b

Response: In developing the revised criteria for the proposed rule the

NRC considered the possibility of revising Part 20 rather than establishing
,

criteria'in Parts 30, 40, and 70. To make these changes, howeser, would

conf ict with well established reporting requirements in Part 50 and would

1 requite the revision of those requirements. Placing the reporting

requirements in Parts 30 40, and 70 will provide greater assurance that

persons licensed under those parts will.be aware of their reporting |

responsibi,lities.
, ,

" >;l.

3. Comunt: -The justification for the rule is weak; writing new rules
'

does not mean- people will . comply with them. The proposed rule provides no

assurance of better reporting by 1_icensees.-

,

Response: The NRC agrees-that writing.new rules in itself provides no :

assurance that licensees will comply with them. NRC developed the proposed

criteria to reduce confusion and disagreements over what types of events

4
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should be promptly reported to the NRC. By establishing criteria which more

clearly define significant events that need to be reported, licensees are on

notice as to those events for which reports are required. One purpose of this

rulemaking is to assure that all signific.it events are reported, and that the

NRC and industry have knowledge of and feedback from operating experience.

4. Comment: The rule is prescriptive and eliminates the need for
s

licensee judgment.

Response: The NRC does not feel that the revised rule is overly

prescriptive. The rule provides criteria and clarification as to what events

need to be reported (as discussed in comment 3 above). It is recognized that

the reporting of some events will involve judgment on the part of the

licensee. However, the rule must contain sufficiently defined criteria to

minimize disagreements and confusion over what events are reportable.

5. Comment: The NRC should establish acti$ity thresholds for each

radionuclide that would. require NRC notification, such as Part 20, Appendix C.

Also, significant occurrences should be defined in terms of dose equivalents ,

or concentration limits. Severity should be related to the overexposure

situations.

Response: In developing the proposed rule the NRC considered the idea

of providing specific activity thresholds. However, the NRC felt that thase

thresholds would be cumbersome and difficult to develop and use. Many

5
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licensed operations use mixtures of isotopes in different chemical forms that

pose various safety hazards. The NRC believes that the safety hazards posed

by contaminatten incidents are best evaluated on a case-by-case basis, rather

than using a generic set of contamination thresholds. However, the NRC agrees

that a set of activity thresholds would be appropriate for determining what

fires and explosions are reportable. The final rule has been revised to

require NRC notification only fer fires and explosions involving licensed

material in quantitles greater than the quantities specified in Appendix C of

Part 20,

6. Comment: Thedeletionofparagraphs(a)(3),(a)(4),(b)(3),and

(b)(4) of 10 CFR 20.403 is appropriate.

Response: Most commenters either agreed or voiced no disagreement that

these criteria did not necessarily define events affecting public health and

safety and that it was appropriate to delete them.

>

7. Comment: The NRC shoulo place specific reporting requirements in

individual licenses. Those with emergency plans'already have sufficient

reporting requirements.

Response: Generic reporting requirements are best implemented by formal

rulemaking procedures, including notice and comment. Placing the same

reporting requirements in each individual license is not efficient.

Moreover, public notice and comment allows for comments that question the need

6
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for or efficiency of the reporting requirements, and allows the NRC to - |

!

consider and respond to such comments. Placing the requirements in each
[

individual license would not allow for such a healthy dialogue, |
!

- !
L

8. Coment: The proposed amendments should be rewritten and reissued |
for a new coment period. They are counterproductive to strong licensee i

>

programs.

Responses.-The l,RC believes _that changes made to the proposed rule in-

response to the coments are of a nature that they do not necessitate the i

'
reissuance of another proposed rule and a new coment period.

- !

;

; 9. c.oment: The NRC did not consider other alternatives to 1

rulemaking - such as issuing notices. to licensees, developing / amending

regulatory guides, issuing' license conditions, etc.

*

Response: The' NRC did cons'ider alternatives 'such as those mentioned by

-the' comenters. --These were discussed in the draft regulatory analysis *

- i

prepared for the proposed rulemaking. The NRC believed that certain *

. sub-sections.in 10 CFR 20.403_needed to be replaced with better reporting i

criteria. As indicated in_the regulatory analysis, rulemaking action is :
.

considered the best procedur6 for accomplishing this task. *

1
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10. Comment: A parallel to power reactor licensees is not proper.

Most material licensees have neither the radioactive material inventory nor

the stored energy to cause a release like power reactor licensees. 4

Response: The NRC did not intend to draw a parallel to power reactor

licensees when Part 50 regulations wercc cited in the discussion. The NRC was

merely pointing out where similar reporting requirements already existed in

Part 50 in order to illustrate why part 50 was not included in the rulemaking.

We agree that material licensees do not have the inventory or the stored

enorgy to cause a release similar to that which could ba caused by a nuclear

reactor incident. Although the hazard is less from material licensees, a

potential hazard nevertheless exists,

11. Comment: In the case of nuclear medicine / nuclear pharmacy, it is

difficult to identify any events that would L significant enough to public

health and safety to notify the NRC immediately.

>

Response: The NRC is very interested in incidents at medical facilities

because of the proximity of the general public to areas where licensed

material is used and stored. Fires, spills, or other incidents involving

significant quantities of radiopharmaceuticals (e.g., therapy do:,es) or

involving sealed sources with significant radiation levels pose potential

health and safety hazards that warrant prompt notification of tht: NRC.

8
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12. Comment: The revised rule thould be reviewed by the NRC's Advisory )
Committee on Medical Uses of isotopes. I

Response: The Advisory Committee on Medical Uses of Isotopes (ACMVI) is

normally requested to review rules that specifically address medical

applice+ ions, especially rulemakings involving Part 35. An ACMUI review has

-not bca requested for this rule because the notification requirements are

generic and go beyond medical uses of isotopes.

13. Comment: Further clarification needs to be provided regarding

notification requirements for commercial nuclear power reactors. Companies

holding a construction permit or operating license should be explicitly

exempted for activities occurring within the protected area.

Response: The NRC coes not intend for the new criteria to apply to

commercial nuclear power plants. In the discussion as well as in the rule

-(Parts 30.50(c)(3),.40.60(c)(3), and 70.50 (c)(3)), the NRC specifically
-

! states tnat das provisions do not apply to licensees subject to the
|

c.otification requirements in 10 CFR 50.72. If a nuclear r wer plant has only

a Part 50 license, notification is required only under the provisions of 10

CFR 50.72. Although the Part 50 l':. ease for a nuclear power plant contains

provisions for receipt, possession, and use of byproduct, source, and special

nuclear material pursuant to 10 Cf R Parts 30, 40, and 70, the Part 50

provisions do not require repo-ts under this rule. If a nuclear power plant

has a separate byproduct, source, or special nuclear materials license,

notification is required under the new notification requirements in Parts 30,

9
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40, or 70; however theste requirements apply only to the activities licensed

under the separate materials licente and not to any other activities.

14. Comment: The NRC should provide clear guidance on its

interpretation of the rule by circulating early event reports with comments on

the appropriateness of the report and by providing examples of failures to

repott,

Response: The NRC agrees and intends to issue information notices and

other guidance as appropriate to licensees as implementation issues are

identified and experience is gained with the rule.

15. Comment: The NRC should more clearly define the notification

requirements concerning the loss of packages of radioactive material.

Response: This rulemaking effort involves tha notification requirements

in 10 CFR 20.403. The loss of packages of radioactive material is covered by

10 CFR 20.402. Notification requirements for the loss and theft of licensed

material have been revised by the major revision to Part 20 which was

published in the Federal Register on May 21, 1991 (56 FR 23360). -The major

revision specifies what quantities of licensed material require immediate and

30-day. notifications when packages are lost.,

10



16. Comment: The burden is estimated to be about 3 days for each

notification required for large companies.

Response: The public reporting burden in the proposed rule was

estimated at about 4 hours per response. This is an average considering both

small and large licensees. We agree that a very large organization with

several management levels could take a few days te complete and process such a

report.

17. Comment: The subject rule and statements of consideration should

make it clear that the rule would apply to granium enrichment plants whether

licensed under Parts 50 or 70. Further, 10 CFR 50.72 and 50.73 should not

apply to such facilities.

Response: The question of whether or not enrichment plants should fall

under. Parts _50 or 70 is not within the scope of this rule. Currently there

are no licensed enrichment plants. The question of which regulations should

gover* these plants is being dealt with as a separate issue. Under recent

legislation (H.R. 4808), commercial uranium enrichment plants would be

licensed under Parts 40 and 70. rather than Part 50.

18. Comment: Lnmediate and 24 hour notifications should be limited to

potentially serious events where it is necessary for NRC to intervene to

mitigate the effects,

11
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Response:i:Under'fr. 9nal rule, the timing of the reporting is related-

Lto the| severity of the event. The licensee is responsible for the safety.of 4

<

-
the facility and for assuring proper and prompt action to protect public

~

5

- health' and safety. -The NRC monitors the licensee's actions,: and makes>

' recommendations when appropriate. =The NRC also has communication channels to

federal, State and local organizations, and if necessary, can make'

, recommendations reg 2rding appropriate action-to protect public health and

safety ~or the environment. In all-cases-the NRC must be aware of significant

| events to' ensure-~that appropriate and timely actions are taken.
1

,

19. -Comment:. We do not agree that the categorical exclusions have beenc

met.' The-proposed regulation as written has a significant environmental

impact-and cannot be-considered to be of a minor nature.

.

Response: =The NRC does not' agree that the proposed changes to the
,

notification requirements have any significant environmental-impact requiring

- an' environmental review pursuant to. Part 51. The NRC maintains that while the-

'finalcrule: revises someiof the existing requirements, it does-not change the

-NRC's ' policy 'that licensees should -promptly report significant events. In

addition, s-51.22(c)(3) lists amendments to reporting ~ requirements in-

PartsL30, 40, and:70 as' categorical exclusions not requiring an environmental

review.

,

20. Comment: The NRC is trying to cover too many different types of

.llcensees with one set of. criteria. It would be better to establish separate
-

12
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criteria for each type of licensee (radiography licensees 10 CFR Part 34,

medical licensees 10 CFR Part 35, etc.).

Response: The NRC believes that the proposed notification requirements

describe significant events that should be reported by all byproduct, source,

and special nuclear material licensees. The NRC does not agree that

developing more specialized requirements and amending more parts of the

regulations are necessary to meet the objectives of the rulemaking.

?). Comment: The frequent use of the word "any" is not consistent with

the stated intent of "significant occurrences."

Response: The text of each notification requirc-ment defines the event

to be reported. The word "any" has been deleted from the final rule because

it is not necessary to define the event to be reported.

'

22. Comment: The proposed rule should make it clear that it applies to

independent spent fuel storage facilities.

Response: The NRC will consider the application of these reporting

requirements to independent spent fuel stcrage facilities and, if appropriate,

will initiate a separate rulemaking effort to amend Part 72 in ordu to allow

public comment on that action.

13
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23, Comment: The licensee should not be required to report events that

are concluded before any meaningful communication with and participation by

the NRC is possible.

Response: The fact that the licensee has completed all necessary

actions Defore the NRC is notified is no reason not to file a report. There

may still be some action that the NRC may have to take depending on the nature

of the incident. For example, the incident may have generic safety

implications not previously recognized and further NRC action, that may range

from notifying other licensees to developing a rule, may be appropriate.

24. Comment: The NRC should provide further explanation and possibly

examples ,.r what " securing the material and assessing releases" means.

Response: Although the final rule has been reworded, actions necessary
-

to avoid overexposures and releases will usually include securing the material

and assessing releases. Securing material includes actions necessary to
a

prevent unauthorized movennt of licensed material or unsafe conditions

resulting from licensed material. This includes shielding exposed radiation

sources, returning licensed material to storage containers, stopping a spill

or the spreading of a spill, etc. Assessing releases includes efforts

necessary to determine how much licensed material has escaped from the

licensee's_ control and where the released material has gone. Assessment

actions may include radiation surveys, contamination surveys, and analysis of

air, water, and soil samples.

14
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B. -Specific Comments.

(a) Immediate Notification.

1. Comment: The NRC and Agreement States should be notified within one
,

hour for incidents with substantial potential for injury to off site people.

The commenter suggests 5 rem for one hour notification.

Response: A requirement for an additional notification is not needed.

The Commission's regulations already require emergency respcnse plans

(including special notification requirements to states and other authorities)

that apply to those licensees who have quantities of licensed material

sufficient to result in significant doses to the public in the event of an

accident (i.e. SS 30.32(i), 40.31(j), and 70.22(i)). Those plans include

criteria for taking action so that injury or harm to those off site can be

minimized.

'

2. -Comment: The time requirement for notification of the NRC may be

severe and unrealistic in some cases.

Response: The NRC does not agree that the-time requirements are severe

and unrealistic. Licensees should be able to perform an initial evaluation of

an event and notify the NRC within the 4 or 24 hour time limits. If the event~

does not clearly fall outside the reporting requirements, the licensee should

act conservatively and report the event.

'

15
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3. Comment: We question the need to innediately report events

regardless of quantity and type of licensed material involved.
.

Response: The rule has been revised so that immediate reporting is not

required in all cases. Events involving very small quantities of material,

such that exposures in excess of regulatory limits are not possible, would not

be reportable.

4. Comment: Do toxic gas reicases that include gas releases (such as

UF 6, NO,, HF, etc.) that periodically occur but are contained . ,3 controlled

by operating procedures need to be reported?

Response: Toxic gas releases would not require an immediate report

provided they did not prevent the licensee from taking immediate protective

actions necessary to avoid exposures and releases exceeding regulatory limits.

However, even if no immediate protective actions were prevented, a report may

be required if the toxic gases are also radioactive and the releases exceed

the limits specified in s 20.403(a)(2) or 5 20.403(b)(2) or in the revised

S 20.2202(a)(2) or s 20.2202(b)(2).

(b) Twenty-four hour Notification.

5. Comment: Licensees should not be penalized for f ailing to report

within 24 hours, if a reasonable estimate projects that access would not be

lost for more than 24 hours.

I f-
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Response: If an event does not clearly meet the reporting criteria, but

the licensee can not conclusively rule out the need to report the event, the

licensee should act conservatively and notify the NRC within 24 hours. if the

licensee later determines that an event was not reportable, a 30-day written

report would not be required.

6. Comment: The phrase " threatens to prevent" is so vague that many

everyday events may qualify for reporting.

Response: The NRC agrees with the commenter that it is difficult to

provide a clear, generic definition for the phrase. As a result the phrase

has been deleted from the final rule.

(b)(1) Contamination Events.

7. Comment: Minor contamination (such as a contaminated collimator or

a spill of short-lived radionuclides) is common in research and medical

settings. Access is restricted in the interest of ALARA and efficiency and to

minimize dose. Spills of this nature should not have to be reported. The

requirement appears excessive and not related to any potential hazard to the

public or the environment.

Response: The NRC agrees that restricting access to allow short-lived

isotopes to decay should not be a reportable event. The regulation has been

l

17

|-



- - ___- _

i

revised to require no report if an area is restricted to allow isotopes with a

half-life of less than 24 hours to decay.

8. Comment: How do you determine when an area is " cleaned up?" is the

definition of an " area" limited to any minimum size?

Response: This rule does not attempt to define criteria for releasing

areas from radiological controls. No report would be required if the

unplanned contamination can be reduced within 24 hours to levels where

contamination controls for entry into the area are no more stringent than the

controls in effect prior to the contamination accident. The definition of an

" area" is not limited to any minimum size. In general, any space normally

accessible to workers or the general public qualifies as an area.

9. Commenc: What does a " contamination event that restricts access"

mean?
)

Response: Contaminatica events that restrict access are (1) spills or

other types of accidents involving radioactive material that result in

elevated levels of radiation from spreadable contamination, and (2) occur in

areas that must be restricted by imposing additional controls to prevent

individuals from spreading the contamination to themselves or to areas outside
.

the contaminated area. Restricting access also includes additional controls

to minimize exposure to radiation levels elevated by the contamination.

|
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10. Comment: The contamination area is unduly restrictive. It-makes-
t

ino distinction-about the source:of contamination or efforts to remove it - For

Lhospitals,1either. restrict: the definition of a contamination event, exclude

contamination from contaminated patients,-or~ exclude temporal extensions of
f

restricted areas beyond what would normally be necessary; allowing a more

deliberate pace of decontamination.

Response: The repe .-"drement has been clarified to indicate that-

Ethe contamination must c + noweyn , tne NRC does not agree that the-

term darea"Lis too restrict < 1

.11. Comment: :The proposed regulation places an unnecessary burden on

the. licensee with-restricted areas. Low action levels.for contamination /whole

body: exposures are . low because clean-up efforts can be supplemented with

radioactive decay.= - Hence indisidual and collective: radiation exposures may

' increase.

,>

,

Response:; Theireporting-requirements do not_ relieve licensees from
-

theiriresponsibility to maintain radiation exposures as low as reasonably.

achievable. The NRC~ agrees that waiting longer:than 24 hours for isotopes to,

.

' decay is- acceptable if a.significant reduction-in activity will _ result. -The-

finalt rule has been revised to not require a report if the licensee is waiting-

to . allow -isotopes-with half-lives .less than 24 hours.to decay. However, the

benefit or waiting for several days or weeks for isotopes with longer half-

Llives:to decay is-questionable. = In-these cases, a 24-hour report is

warranted.

19
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12. Comment: The requirement to notify the NRC within 24 hours needs

to be more quantitative. Specific levels of contamination should be stated.

Response: The hazards posed by radioactive contamination vary depending

on the activity of the contamination, the chemical and physical form, the

normal conditions of the contaminated area, and other factors. Thus, specific

contamination levels are only one measure of significance. However, the NRC

agrees that if the amount of licensed material involved is net likely to

result in exceeding regulatory limits, no report should be required. The

final rule has been changed to require a report if the amount of licensed

material involved is greater than five times the lowest annual limit on intake

specified in Appendix B of SS 20.1001 - 20.2401 of 10 CFR Part 20 for the

material.

13. Comment: Sentence 2 of paragraph 1 in the discussion under

Contamination Events states that the " requirement is intended to cover events

that cause accidental contamination in excess of the radiological conditions

normally present." This standard is markedly more restrictive than the

proposed standard and is inappropriate.

Response: The NRC agrees with the comment. The sentence is misleading

and has been deleted from the discussion.

20
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- 14' | Comment: The rule should ~ allow for_ planned activitie,s such as.

i - maintenance or decommissioning that would result in restricting' access.
_

-

_

-

Response: .The NRC~ agrees. This criterion has been revised to clarify ,

that'it applies to unplanned contamination only.

15. Comment:. It is not clear from the rule that restriction of access

includes changing protocols such as adonting extra protective clothing. The

NRC needs to' provide more guidance.

: Response: Requiring additional protective clothing or otherwise-

increasing radiological | controls as a result.of a contamination accident is

.significant. :The final rule has been cl'arified to indicate that imposing
-

additional ~ radiological controls is considered to be a form'of' restricting
~

access. t

'

16. Comment:- Licensees should be_ allowed to postpone cleanup of

.contami_nated areas for longer than(24 hours _ provided access is' restricte'd,.

employees do not receive exposures in excess of-the regulatory limits, and no

treleases'are beinq made to unrestricted areas or the environment.

Response: Licensees.have'beca and still are allowed to postpone cleanup

-of contaminated areas for longer than 24_ hours if the contamination is+

controlled and any.-delay in removing the contamination is justified. This

,

21

. . - -. . . . - . . --- .- - -. - . . . - .



_

rule would only require licensees to inform the NRC of the contamination

accident.

17. Comment:- Change the time for loss of access from more than 24

hours to more than one working day.
-

Response: The NRC disagrees. A definitive time period is necessary.

This time period should be the same for every day of the week regardless of

the length of the work week.

(b)(2) Safety Equipment Related Events.

18. Comment: Guidance is needed concerning reports to be made by

licensees when a radiographer's pocket dosimeter is discharged beyond its

range.

Response: A 24-hour report would not be required by this rule solely.

because a pocket dosimeter is discharged beyond its range. However, the,

discharge of a radiographer's pocket dosimeter may be associated with an event
_

that requires a report pursuant to 10 CFR 20.403(a)(1) or (b)(1) or the

revised 10 CFR 20.2202(a)(1) or-(b)(1). A pocket dosimeter does not prevent

overexposure to radiation. It only indicates what dose has already been

received. In fact, a discharged pocket dosimeter would tend to minimize

radiation exposure because a worker normally leaves an area immediately upon

' discovering that his or her pocket dosimeter is offscale.

22
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19. -- Comments The wording in the proposed rule-for safety equipment '

related eventsLis not clear. Use the last paragraph on page.19891 (column 3)

of the Federal Register. Notice-(May-14, 1990; 56 FR 19890).

Response: .The reporting requirement has been rewritten in a fermat -f
similar to the discussion in the proposed rule. ,,

-20.- Comments: Events should not be reported unless they result in-
._

exceeding some existing limits.. Either specify some limits or drop the

. requirement.

t

Response: -The NRC agrees. The reporting requirement has been revised

totindicate that? in orderefor a safety equipment related event to be

reported;theequipmentmustalsobenecessary-topreventreleasesinexcess- ,

t

'of regulatory 411mits.- a

| :21. Comments: ' Delete the word "needed" at the end of. the first

sentence of S.30.50 (b)(2) 'and replace it with the phrase " required to be
.

~

available and operable."-
L

( w

;- - Response: The criteria have been reworded in the final rule.
1

a
!

22.. Comment: As currently written, this section (Safety Equipment

Related Events) could result in large numbers of reports on the malfunction-of
L
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such equipment as portable survey instruments, respirators, fire

extinguishers, or even flashlights.

Response: The reporting requirement has been reworded S clarify what

equipment malfunctions are reportable. Equipment that is covered by the rule

must be necessary_ for one of the safety functions specified, in other words,

it must be needed to (1) prevent releases exceeding regulatory limits,

(2) prevent exposures to radiation and radioactive materials exceeding

regulatory limits, or (3) mitigate the consequences of accidents that could

res.it in major property damage, widespread contamination outside of

cor. trolled areas, fatalities, or serious injuries requiring medical treatment.

23. Comment: Determinations by licensees about whether equipment

failures are reportable-should be limited to realistic scenarios in order to

avoid a significant number of unnecessary reports.

Response: The NRC agrees. Licensees should be realistic when they

evaluatewhetherthefunction,ortheavailabilithofthefunctionofsafety

equipment, was required when it failed.

24. Comment: The third example on page 19892 (May 14, 1990;

56'FR 19890), concerning radiography equipment conflicts with the notification

requirements in 5 34.30.

|

:
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Respons;: The NRC does not agree that there is a :onflict with 5 34.30.

The proposed rule would require a 24-hour telephone notification in addition

to the 30-day written report required by S 34.30. The final rule has been

clarified to indicate that a written report submitted pursuant to other

regulations may be used to satisfy this rule if the report contains all of the

required information and appropriate distribution is made.

25. Comment: Strict interpretation of the rule indicates that every

stuck shutter requires a 24-hour report. We fail to see the need to report if

the exposure limits are not exceeded.

Response: If there are problems with the design or use of a device

containing a source that could cause an overexposure and the problems prevent

reshielding of exposed radiation sources, the NRC may need to take prompt

action to warn other device users and ensure that the manufacturer is taking

appropriate corrective action. The NRC must be aware of safety equipment

failures in order to ensure that preventative measures are taken before more
'

serious incidents occur.

26. Comment: Specify what is meant by the word "naeded" and what

severity of potential event does the equipment protect against?

Response: The final rule states that only equipment required by

regulation or licensed condition is covered by the requirement. Safety

equipment is needed when a radiation hazard is present and an incident

25
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; requiring the use of the safety equipment is possible. A 24-hour report is-

only-_ required by the rule if the safety equipment malfunctions when a-

radiation hazard exists. The final- rule has been reworded to clarify the

typesTof. events that safety equipment must protect against.
,

..

27. Comment: What is meant by." uncontrolled releases of radioactive

material?."

Response: The NRC's intent with the use of the: term " uncontrolled -

releases of radioactive material":was to refer to unplanned releases exceeding

iregulatory limits. This has been clarified in the final rule.

28. Comment: .What is meant-by_the words " prevent overexposures-to

radiation, and to mitigate the consequences of_an accident?" t

Response: To prevent overexposures means to_ prevent exposures exceeding-

regulatory limits- for workers and the- public. The' rule has been revised to

clarify this point.' To initigate the consequences of an accident means to

minimize serious injuries and severe damage after an accident occurs..-

29. Comment: The use of-the word " automatically" is confusing and

;should be deleted. ' Change the last sentence to read "if redundant equipment

which performs the required function is operative."

26
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Response: The NRC agrees'that the word " automatically" is confusing.

The. term " redundant" istused to describe independent trains of equipment which-
,

perform the same-function with the same level of effectiveness and

reliability. A manually operated backup to.an automatically initiated safety

-system would.not_be considered redundant. ,

30. : Comment:-- Equipment failures reported under S 34.30 should be
,

exempt from this requirement because most_ incidents regarding radiography-

equipment failure are detected and resolved by the licensee.usually within 24

hours.

. Response: The _NRC disagrees'. The NRC must. determine if there are:
_

:

generic design defectsithat require prompt warnings and corrective' actions by

(the equipment manufacturer.

(b)(3), Fersonal Injury Events.

-

31. Comment: The degree of'personalLinjury has no bearing on the-

potential of the radiation hazard and may result'in reporting many incidents

of no1 significance to-the NRC. A laceration to'a lab worker's hand may

require sutures'where the. radiation component-may be insignificant.- The :

- proposed rule. would require the reporting of an event even if the medical ~

w treatment was not related-to the contamination issue.

-- Response: -The NRC is concerned about the spread-of contamination at the

imedical' facility and the possible exposure of the general public to radiation

27
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and radioactive contamination. In addition, there is always the possibility

that radiation may complicate the treatment of an injury,

f

32. Comment: Notification should only be required if contamination of

the individual or treating medical facility exceeds NRC regulatory limits,

license limits, or NRC unrestricted release limits. What is a radioactively

- contaminated individual?

Response: A radioactively contaminated individual is a person who has

removable surface contamination on their clothing or on accessible portions of

their body that can be detected by standard methods and can be spread to other

individuals. -No threshold or contamination level related to regulatory limits

has been provided because NRC is concerned about any contamination that is

introduced into an emergency room or any other medical facility by an injured

person.-

'

33. Comment: Change the word " rendered" in the last sentence to the

word " required."

Response: Although the statement has been deleted from the rule, NRC

is concerned about what was actually done to the contaminated individual. The

fact that the treatment may not have been required does not eliminate the

radietion hazard.

28
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:34. Comment: The proposed rule required no report for the treatment of

a superficial injury at a licensee-maintained medical facility but required a

report for treatment of the same injury elsewhere. Why?

Response: Although many licensee facilities have provisions for

controlling the spread of contamination, the potential for spreading

contamination is sufficient to cause the NRC to reconsider its position and to

decide not to exclude licensee-maintained medical facilities treating

superficial wounds from this reporting requirement. An individual with a

superficial injury could still spread significant amounts of contamination

around the medical facility, in addition, very few reports are expected even

if superficial injuries are included. The rule has been appropriately

revised.

35. Comment: We have incorporated and maintained appropriate emergency

plans, personnel training, and decontamination facilities at a local hospital

to specifically cope with-medical treatment. Would this be considered a
"licensee maintained facility?

Response: The NRC has decided to require reports of any injured person

introducing spreadable contamination into a medical facility regardless of who

maintains the facility. The NRC must be aware of these incidents in order to

ensure that appropriate radiological controls are used and to ensure that any

radiological consequences caused by the-contamination are properly addressed.

Since the exception for a licensee maintained facility has been removed from

the rule, the above question, regarding interpretation of the rule, is moot.

29
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.(b)(4);FiresLandExplosions.

36. ~ Comment: -The most common type of explosions in medical, biomedical

research,- and radiopharmaceutical operations-involve screwcap vials or

h -stoppered test tubes containing tissue-samples with only traces of

radionuclides.4 Do these types of explosions have to be reported?

-Response: When.the: proposed rule was drafted, NRC did-not intend to

;i'nclude_ explosions of small. vials and stoppered test tubes. NRC agrees that

! fires = and explosions involving trace quantities of licensed mate,ial should

not?be reportable. The notification requirement has been revised to only.
-

require = a report if_ an explosion or fire involves licensed material in-

quantities greater than five times the lowest annual limit on -intake specified -

.intAppendix B of SS 20.1001-20.2401 of 10 CFR Part 20.

137. Comment: In.the case of fires,- the' hazard of the fire may greatly-

outweigh 4 the hazards of the release. There shout * be._ quantitative throshold .d

ylimits for licensees.
'

Response:. The NRC agrees +5at the fire usually poses the greatest

hazard.-- However, if a .significant amount of licensed material _ is involved,-

t the NRC needs to-ensure:that appropriate controls are used during firefighting-
.

and cleanup-operations. The notification; requirement has.been revised to-

_

~ establish a-reporting threshold of-.five times the lowest annual limit on-

.

..
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Lintake'because _the NRC believes itLis unlikely that an individual would inhale

orLingest moreithan 20: percent of the material dispersed,

I

~

: 38.- Comment: AireportLshould not be required _if-there is only
,

superficial damage to licensed materials.
,

.

,

Response':'.The NRC agrees cnd the reporting requirement has been revised

to require no report ifzthe damage to the_-licensed material or its container-
a

does not affect the_ integrity of the _ licensed materialior its container,

,

39.- Comment: Retain a significant' dollar figure :in the. range of-

$10,000!for property damage.-
<

; Response: cThe NRC-diiagrees. -A dollar' figure for property damage,

regardless ofnamount, is not necessarily indicative _of the~ hazard to the

- public hea'lth:and. safety. Therefore, the dollar figure has' been removed. from-
,

'' #-the regulations.-

' -(c)' Written Reports.

40. xComment: Licensee duplication-of written reports prepared by NRCL

inspectors-does notL appear to be justified.

31 -
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Responser The NRC believes that separate reports serve a useful

function. =The licensee is directly responsible for the safety operations of

Lthe facility and is most knowledgeable about the event, its causes,

consequences and appropriate corrective actions. The licensee reports contain
,

-useful information-on the event and its implications. NRC inspections focus

on selected events, and on the status and completeness of corrective action.

Thus, NRC reports-generally have a different objective than licensee event-

reports,

l'

14 1 .- Commentf Personnel radiation exposure data may at times be
;

,
- difficult to obtain.

Response: The NRC recognizes that there may be times when it is

difficult to.obtain radiation exposure data. Only data that is available to

.the licensee is.reouired to be reported..
,

$

.
..|

(d): Criticality-Safety in s 70.50(a)(2)..

42. Comment: The following nuclear criticality safety events should be

included in -the rule as reportable events: (1) Unintended accumulation of
<

special nuclear material _ in an unfavorable geometry, and (2) failure of- a

:special nuclear material concentration monitoring instrument or a failure of a.
,

moisture: detection instrument.
. _
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Response: The NRC_ agrees that some criticality safety events can be

significant.- In light of recent events at some facilities and NRC experience,
'the NRC believes that there may be sufficient justification to warrant

incorporating into the regulations reporting requirements for certain types of

events related to the criticality of fissile material. The NRC intends to

study this issue further and will consider the future promulgation of

additional requirements related ;o criticality safety. No additional

requirements were added for meritoring r -ipment because the rule already

requires reports of equipment failures under S 70.50(b)(2).

Discussion

'The NRC is amending the reporting requirements in S 20.403 and in the

- new S 20.2202 which was published in the Federal Register on May 21, 1991

(56 FR 23360) The amendments will ensure that events having significant

implications for public health and safety are reported. The rule is a matter

of. compatibility for Agreement States, The Agreement States participated in

th development of this. rule ar.d their comments were incorporated as
'propriate.

paragraphs (a)(3), (a)(4), (b)(3), and (b)(4) of S 20.403 and S 20.2202

dealing withLloss of operation and cost of damage are being deleted because

the NRC believes these criteria do not adeauately define events with

- significant implications for public health and safety. For example, the

periodic loss of operation of a facility may not be related to any potential

hazard to the public or the environment. The same is true for the cost of
-

repairing damage, which may be high for reasons unrelated to any potential

hazard from licensed material. New criteria for the reporting of significant
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events at. material licensee _ facilities are added in Parts 30, 40, and 70. The

NRC believes the new criteria will more accurately define potentially

significant events affecting the health and safety of the public and the

environment that must be reported to the NRC. .The final rule also contains

administrative changes to requirements for general licenses (10 CFR 31.2).

These chaages specify that general licensees who were previously required to

report incidents pursuant to the deleted requirements, must continue to report
' incidents pursuant to the new reporting requirements.

Revisions to Part 50 are not needed because similar reporting

requirements are already addressed in S 50.72. Part 50 licensees subject to

the requirements in S 50.72 are specifically exempted from this rule to avoid

conflicting regulations. However, certain Part 50 licensees (e.g., research

and test reactors) are not subject to the reporting requirements in S 50.72

and if they possess material- licensed under Parts 30, 40, or 70, they will be

subject to the new reporting requirements.

The intent of these amendments is to require prompt renorts (either

immediately or-within 24 hours) to the NRC of safety related events that may

require prompt action to protect the' health and safety of the public and the

environment. The NRC will evaluate the hazard and the corrective actions

-taken by the licensee and may dispatch NRC staff to the site of the event,

activate the NRC incident response center, or issue warnings of generic -

harrds to other licensees. The. final amendments for Parts 30, 40, and 70 are

almost identical. Therefore, the discussion that'follows-is organized by the

-type of requirement rather than by the sections in the regulations where the

requirement is found.

.
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Immediate Notification.
,

,

A period of 4 hours will be the maximum time allowed for "immediate

notification' by material. licensees. It is intended that licensees will

notify the NRC of incidents as soon as.possible, but in no case later than 4 !

hours.after discovery of a reportable incident. Fou- hours was used because

.many ' smaller material licensees do not have the capability to quickly assess

and' respond to eveats that reactor licensees possess and because the degree of

. hazard posed by nonreactor events is typically much smaller than the hazard

posed by reactor events.

>

Control- of Licensed Material.

The; final rule.rcquirestlicensees to notify the NRC as soon as possible

: but notLlater than-_4 hours after the discovery of,any event involving licensed

material that prevents immediate protective actions necessary to| avoid either

. exposures to'or releases of radioactive materials that could exceed regulatory

limits. The requirement in the proposed rule was changed to define immediate

-actions in terms of exposures and releases rather than actions necessary to
e

maintain and; verify control of licensed material. This was done to clarify

what; types-of tetions warrant an immediate report to.the NRC.

The NRC expects licensees to report as soon as possible any event where

personnel normally able to take an immediate protective action are somehow

prevented from taking thi action. An immediate protective action is an

35 -
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initial'' action taken after a hazardous situation is identified to minimize

exposures to radiation or radioactive materials, or to minimize-releases of

-radioactive materials, imediate actions would normally be taken within 15
-

minutes of identifying:the hazard. The NRC does not expect immediate reports |

of normal delays associated with sounding alarms and responding to the site of

the emergency.. However, if- alarms cannot be sounded or personnel cannot-

respond, an immediate report (within 4 hours) would be required. A normal

delay in responding to an event such as the time to drive to the site or the

time to call the fire department would not be reportable, However, onct the

responders are available and able to do the job, any additional delay would be

reportable.

-Examples of cases where an immediate report would be required include: a

toxic gas leak near _a radiography operation that prevents the radiographer

from-immediately reshielding the source to reduce a high radiation field

around the leak; a fire that prevents workers from immediately securing a

ventilation system to stop a release of airborne-radioactive material

exceeding regulatory-limits; and a collapsed ceiling from an explosion that

prevents workers from immediately closing- a valve,to stop a release of

radioactive material exceeding regulatory limits.

Sectio * 20.403 and 20.2202 of 10 CFR Part 20, still require. reports of

exposures and- releases exceeding specified limits. This new requirement <

addresses emergency situations where~ immediate actions normally possible to-

control radiation or radioactive material are prevented even if the limits in-
~

.Part 20 are not =xceeded. This information is needed to assure the Commission

that adequate substitute actions are taken.

Because it is difficult to establish a clear, oeneric definition of a

" threat," the final rule has been revised to delete the requirement to report

36
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" events that threaten to prevent immediate protective actions. The NRC agreed

with several commenters that where such reporting is warranted, it would be

better to impose specific reporting requirements for threatenir4 events such

as the bulging of a filled uranium hexafluoride container through Itcente

conditions or other methods where clear definitions of specific threats can be

provided.

Contamination Events..

The final rule requires licensees to notify the NRC within 24 hours of

discovering any unnlaaned contamination event that requires access to the

contaminated area, .f workers or the pubite, to be restricted for more than 24.

hours imposing additional radiological controls or prohibiting entry into

the an if a licensee discovers that an area has unexpectedly been

contaminated with licensed material, the Commission expects the licensee to

impose appropriate controls to keep exposures and releases as low as

reasonably achievable (ALARA) until the area can be decontaminated. i f

controls beyond those that were required before the cernamination event

occurrvj are necessary for more than 24 hours, the Comission expects the

licensee to report the event,

in response to numerous comments that a 24-hour report is not necessary

for small quantities of material or material with a short half-life, the final

rule has been revised / modified to exempt certain contamination events from the

new reporting requirement. A report is only required if the access to the

contaminated area is restricted for more than 24 hours, and the quantity of

material involved is greater than five times the lowest annual limit on intake
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in Appendix B of SS 20.1001 - 20.2401 of the revised Part 20 issued May 21,

1991 (FR 56 23360) for the material, and the reason for the restriction is

other than to allow isotopes with a half-life less than 24 hours to decay.

The activity threshold of five times the annual limit on intake was chosen

because the NRC believes it is unlikely that any individual exposed to

contamination would inhale or ingest more the 20 percent of the material

dispersed. The half-life threshold of 24 hours was chosen because a

significant amount of decay would occur each day and it is unlikely that the

area would need to be restricted for more than 1 week.
'

Reports of unplanned contamination events that exceed the activity,

half-life and access restriction thrasholds are necessary to assure the

Commission that contaminated a: las are being decontaminated in a safe and '

timely manner. In addition, prompt action may be necessary to correct

conditions that may lead to additional contamination probitms. Examples of

reportable events include: a spill of licensed material in the form of a fine

powder that requires workers to use additional respiratory protection for more

than 24 hours; a leaking shipping container that requires a normally

unrestrict'.f shipping facility to be locked up for more than 24 hours; and
4

contamination from a leaking sealed source that requires workers in the area

to wear additional protective clothing for more than 24 hours. However, if a

spill involved a short-lived isotope such as technetium-99m (6 hour half-life)

and entry into the area wn prohibited for two days to allow the material to

decay, no report would ta required. In addition, if the leaking source

discussed above contained only 100 microcuries of Y-class cobalt-60 (Appendix

B of SS 20.1001-20.240) of the revised Part 20 issued May 21, 1991 (FR

5623360)), no report would be required because five times the lowest annual

limit on -intake of Y-class cobalt-60 is 150 microcuries, if the licensee
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c

i

knows that the chemical form of cobalt-60 meets the definition of W-class

material, then the higher annual limit on intake for W-class cobalt-60 may be !
;

used to determine the reporting threshold. :
I

|

Safety Equipment Failure. ;

:

!

-The final rule requires licensees to report within 24 hours of [
discovering any event in which equipment is disabled or fails to function as

-designed ift (1) the equipment is required by regulation or license condition j

to prevent-releases or exposures exceeding regulatory limits, or to mitigate

the consequences of an accident, and (2) the equipment is required to be
,

available and operable wh6n it is disabled or fatis, and (3) no redundant ,
-

equipment-is available and operabl6 to perform the required safety function

when the failure occurs. This reporting requirement includes equipment !

failure, equipment damage, and procedural errors which cause equipment to _ fall

or be disabled.

The final requirement _has been rewritten and clarified in several ways. ,

iL0nly equipment!that ls required by regulation or license condition is covered

'by the rule. Furthern. ore, the equipment must be required to prevent releases-

or exposures exceeding regulatory limits. _1he accident consequences to be
,
a

: mitigated by the-equipment include major. property d mage, widespread |

. contamination ~of uncontrolled _. areas, or fatalities or serious injuries

requiring medical treatment. The following are examples of reportable events:

1. Failure of an interlock system required by regulation or license

condition that allows a door to t.n area to be opened when high
_

.
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,

radiation levels exist in the area.

2. Damage to a filtered ventilation system required by regulation or

license condition that permits effluent air to bypass filters during

operations. This bypass could result in either releases exceeding

regulatory limits or exposing personnel to levels of airborne

radioactive mi;erial exceeding regulatory limits.

3. Failure of equipment or shielding materials required by regulation or

license condition to shield radiation sources.

4. Failure of monitoring equipment required by regulation or license

condition to verify that safe criticality conditions exist while special

nuclear material is being handled.

5. Loss of water pressure which disables a sprinkler system during a period

when the availability of the system is required by regulation or license

condition.
.

This information is necessary to assure the Commission that when the

function of required safety equipment has been lost, the licensee has taken

appropriate action to compensate for the lost safety function or to eliminate

the hazard requiring the safety function. This information is also necessary

to identify significant safety equipment failures that may require prompt

action to prevent similar problems at other licensed facilities.
|
\
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l
,

Personal Injury Events.

The final rule requires licensees to report within 24 hours of

discovering any event that requires unplanned medical treatment at a medical
1

facility of an individual with spreadable radioactive contamination on the I

individual's clothing or body. This information is necessary to assure the

Commission that appropriate actions have been taken both to control the spread

of contamination'and to perform any necessary decontamination. Prompt action

may also be required to investigate the cause of the injury and to prevent

additional contamination problems.

This requirement has been rewritten to clarify that only spreadable

contamination is covered by the rule and that planned medical treatments known

to cause spreadable contamination are not covered by the rule. The exemption

for first aid at a licensee maintained medical facility for a superficial

injury was deleted because the NRC agreed with commenters that a significant

contamination event could still occur even if the injury was only superficial

and the medical facility was licensed to handle radioactive material. The NRC
'

does not expect that deleting this exemption wi11 result in numerous reports

of. insignificant events, because no report would be required if any spreadable

contamination was removed before first aid was rendered.

I
41
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fire; and Explosions.

The final rule requires licensees to report within 24 hours of

discovering any unplanned fire or explosion damaging licensed material, or any

device, container, or equipment containing licensed material in quantities

greater than five times the lowest annual limit on intake specified in

Appendix B of 55 20.1001-20.2401 of Part 20 for the material. This

information is necessary to assure the Commission that appropriate actions

have been taken to detect and control any releases that may have occurred.

Prompt action may be required to verify survey results and establish

radiological controls for recovery efforts. This requirement was revised to

specify unplanned fires and explosions so as to clarify that planned

applications of licensed material in fires and explosions by the military or

other licensees are not covered by this rule, in response to several requests

by commenters, an activity threshold of five times the lowest annual intake

limit was added to define what quantities of licensed material are considered

significant. This threshold is identical to the threshold for reporting

contamination events and is chosen for the same reason. The requirement was
*

also modified because the NRC agreed with one commenter that a 24-hour report

should not be required if there is no damage that Ofects the integrity of the

licensed material or its container,

in the event of a fire or explosion, an immediate report would be

required if licensee personnel or firefighters were prevented by radiation

hazards or other conditions from performing immediate protective actions that

they would normally be able to perform (see discussion above on Control of

1.icensed Material). However, if no immediate protective actions were

prevented, but the licensed material or its container sustained damage that

42 i
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,

i

affected the integrity of the licensed material or its container, a 24-hour !

report would be required. If within 24 hours of discovering the fire or

explosion, the licensee has not verified whether any reportable damage !

occurred, the licensee must act conservatively and report the event.

:

Written Report.
;

The requirement for a written report in the final rule is identical.to
,

the proposed rule except for a minor clarification that a report prepared i

pursuant to other regulations may be submitted to fulfill this requirement if

the substituted report contains all of the necessary information and the
!appropriate distribution is made.
,

'I

s

&
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Administrative Amendments Concerning Information Collection

ReferencestoobsoleteNRCform2inSS40.8(c)(1),40.43(a),and40.44

have been deleted in this final rule and replaced with the references to NRC

Form 313.

Environmental Impact: Categorical Exclusion

'The NRC has determined that this final rule is the type of action

described in categorical exclusion 10 CFR 51.22(c)(3). Therefore, neither an

environmental impact statement nor an environmental assessment has been

prepared for. this final rule.

Paperwork Reduction Act Statement

This final rule amends information collection requirements that are
~

subject to the Paperwork Reduction Act of 1980 (44 U.S.C. 3501 et seq.).

These requirements were approved by the Office of Management and Budget

approval numbers 3150-0009, 3150-0014, 3150-0017, and 3150-0020.

Public reporting burden for this collection of information is estimated

to average 4 hours per response, including the time for reviewing

instructions, searching existing data sources.. gathering and maintaining the

data needed, and c e 6 eting and reviewing the collection of information. Send

comments regarding this burden estimate or any other aspect of this collection

44
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of information, including suggestions for reducing this burden, to the Infor-

mation and Records Management Branch (MNBB-7714), U.S. Nuclear Regulatory )
1

Comission, Washington, DC 20555; and to the Desk Officer, Office of |

Information and Regulatory Affairs, NE08-3019, (3150-0009, 3150-0014,

3150-0017, and 3150-0020), Office of Management and Budget, Washington, DC

20503. ,

Regulatory Analysis

The Comission prepared a regulatory analysis for this final regulation.

The analysis. examines the costs and benefits of the alternatives considered by

the Comission. The Comission requested public coments on the draft

regulatory analysis, but no coments were received. No changes to the draft

regulatory analysis were considered necessary. Therefore, the draft

regulatory analysis is adopted as the final regulatory analysis without

change. The regulatory analysis is available for inspection in the NRC Public

Document Room, 2120 L Street, NW. (Lower Level), Washington, DC.

>

Regulatory flexibility Certification

.

As required by the Regulatory Flexibility Act (5 U.S.C. 605(b)), the

Comission certifies that this rule will not have a significant economic

impact on a substantial number of small entities. The final rule affects

approximately 9,100 licensees monitored by NRC under 10 CFR Parts 20, 30, 40,

and 70. The licenses are issued to academic institutions, medical

institutions, and industrial entities. The final rule is being issued in

45
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order to reduce misunderstandings by material licensees and to more clearly

define the types of events that must be reported to the NRC. No report would

be required of licensees unless there is an incident involving licensed

material that meets the requirements specified in the amendments. Since the

revised reperting requirements are not expected to generate a significant

number of additional reports, the impact on licensees should be minimal.
.

Backfit Analysis

The NRC has determined that the backfit rule, 10 CFR 50.109, does not

apply to this final rule and therefore a backfit analysis is not required

tx cause these amendments do not involve any provisions which would impose

backfits on licensees a; defined in 5 50.109(a)(1).

List of Subjects in 10 CFR Parts 20, 30, 40, and 70

'

10 CFR PART 20

Byoroduct material, Criminal penalty, Licensed material, Nuclear

materials, Nuclear power plants and reactors, Occupational safety and health,

Packaging and containers, Radiation protection, Reporting and recordkeeping

requirements, Special nuclear material, Source material, Waste treatment and

disposal.

46
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|
1

|

10 CFR PART 30 !

Byproduct material, Criminal penalty, Covernment contracts, N

Intergovernmental relations, Isotopes, Nuclear materials, Radiation

protection, Reporting and recordkeeping requirements.

10 CFR PART 40

Criminal penalty, Government contracts. Hazardous materials-

transportation, Nuclear materials, Reporting and recordkeeping requirements,

Source material, Uranium.

.

10 CFR PART 70

Criminal penalty, Hazardous materials-transportation, Material centrol

and accounting, Nuclear materials, Packaging and containers, Radiation
#

'

protection P,eporting and recordkeeping requirements, Scientific equipment.

Security measures, Special nuclear mate ~ial.

For the reasons set out in the preamble and under the authority of the

Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974,-

.as amended, and 5 U.S.C. 553, the NRC is adopting the following amendments to

10 CFR Parts 20,-30, 31, 34, 39, 40. and 70.
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PART 20 - STANDARDS FOR PROTECTION AGAINSI RADIATION

1. The authority citation for Part 20 continues to read as follows:

Authority: Secs. 53, 63, 65, 81, 103, 104, 161, 68 Stat. 930, 933, 935,

936, 937, 948, as amended (42 U.S.C. 2073, 2093, 2095, 2111, 2133, 2134,

2201); secs. 201, as amended, 202, 206, 88 Stat. 1242, as amended, 1244, 1246

(42 U.S.C. 5841, 5842, 5846).

Section 20.408 also issued under secs. 135, 141, Pub. L. 97-425, 96

Stat. 2232, 2241 (42 U.S.C. 10155, 10161).

For the purposes of sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);

SS 20.101, 20.102, 20.103(a), (b), and (f), 20.104(a) and (b), 20.105(b),

20.106(a),20.201,20,202(a),20.205,20.207,20.301,20.303,20.304,and

20.305 are issued under sec. 161b, 68 Stat. 948, as amended (42 U.S C.

2201(b)); and SS 20.102, 20.19'(e), 20.401-20.407, 20.408(b), and 20.409 are

issued under sec. 1610, 68 Stat. 950, as amended (42 U.S.C. 2201(o)).

520.403(Amended)
,

2. In S 20.403, the semicolon and the word "or" following paragraph

(a)(2) are removed and a period is inserted, and the semicolon and the word

"or" following paragraph (b)(2) are removed and a period is inserted, and

paragraphs (a)(3), (a)(4), (b)(3), and (b)(4) are removed.
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|

520.2202(Amended)

3. In 5 20.2202, the semicolon and the word "or" following paragraph

|(a)(2) are removed and a period is inserted, and the semicolon and the word

"or" following paragraph (b)(2) are removed and a period is inserted, and

paragraphs (a)(3), (a)(4), (b)(3), and (b)(4) are removed.

,

PART 30 - RULE OF GENERAL APPLICA8ILITY TO DOMESTIC LICENSING OF

BYPRODUCT MATERIAL

4. The authority citation for Part 30 is revised to read as follows:

Authority: secs. 81, 82. 161, 182, 183, 186, 68 Stat. 935, 948, 953,

954, 955, as amended, sec. 234, 83, Stat. 444, as amended (42 U.S.C, 2111,

2112, 2201, 2232, 2233, 2236, 2282); secs. 201, as amended. 202, 206, 88 Stat,

1242, as amended, 1244, 1246 (42 U.S.C. 5841, 5842, 5846).

Section30.7alsoissuedunderPub.L.95-661,sec.10,92 Stat.2951

(42 U.S.C. 5851). Section 30.34(b) also issued under sec.184, 68 Stat. 954,

as amended (42 U.S.C. 2234). Section 30.61 also issued under sec.-187, 68

Stat. 955 (42 U.S.C. 2237).

For-the purposes of sec. 223, 4 Stat. 958, as amended (42 U.S.C. 2273);

SS 30.3, 30.34(b), (c) and (f), and 30.41(a) and (c), and 30.53 are issued

under sec. 161b, 68 Stat. 948, as amended (42 U.S.C. 2201(b)); and ss 30.6,

30.9, 30.36, 30.50, 30.51, 30.52, 30.55, and 30.56(b) and (c) are issued under

sec. 1610, 68 Stat. 950, as amended (42 U.S.C. 2201(o)).

49
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S 30.8 [ Amended)

5. In S 30.8, para 9 N is revised to read as follows:

5 30.8 Infortnation collection requirements: OMB approval.

* * * * .

(b) The approved information collection requirements contained in this

part appear in SS 30.15, 30.19, 30.20, 30.32, 30.34, 30.36, 30.37, 30.38,

30.50, 30.51, 30.55, and 30.56.

* * * * *

6. A new 5 30.50 under Records, inspections, Tests, and Reports is

added to read as follows:

S 30.50 Reporting requirementt.

(a) Immediate repo:*t. Each licensee chall notify the NRC as soon as

possible but not later than 4 hours after the discovery of an event that

prevents immediate protective actions necessary to avoid exposures to -

radiation or radioactive materials that could exceed regulatory limits or

releases of licensed material that could exceed regulatory limits (events may

include-fires, explosions, toxic gas releases, etc.).

(b) Twenty-four hour report. Each licensee shall notify the NRC

within 24 hours after the discovery of any of the following events involving

licensed material:

(1) An unplanned contamination event that:

50
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(i) Requires access to the contaminated area, by workers or the

public, to be restricted for more than 24 hours by imposing additional

radiological controls or by prohibiting entry into the area;

(ii) Involves a quantity of material greater than five times the lowest

annual limit on intake specified in Appendix B of 55 20.1001-20.2401 of 10 CFR

Part 20 for the material; and

(iii) Has access to the area restricted for a reason other than to

allow isotopes with a half-life of less than 24 hours to decay prior to

decontamination.

(2) An event in which equipment is disabled or fails to function as

designed when:

(1) The equipment is required by regulation or license condition to

prevent releases exceeding regulatory limits, to prevent exposures to

radiation and radioactive materials exceeding regulatory limits, or to

mitigate the consecuences of an accident;

(ii) The equipment is required to be .vailable and operable when it is

disabled or fails to function; and

(iii) No redundant equipment is available and operable to perform the
'

required safety function.

(3) An event that requires unplanned medical treatment at a - dical

-facility of an individual with spreadable radioactive contamination on the

individual's clothing or body.

(4) An unplanned fire or explosion damaging any licensed material or

any device, container, or equipment containing licensed material when:

(i) The quantity of material involved is greater than five times the

| lowest annual limit on intake specified in Appendix B of SS 20.1001-20.2401 of

10 CFR Part 20 for the material; and

51
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(11) The damage affects the integrity of the licensed material or its

container.

(c) Preparation and submission of reports. Reports made by license s

in response to the requirements of this section must be made as follows:

(1) Licensees shall make reports required by paragraphs (a) and (b) of
,

this section by telephone to the NRC Operations Center.' To the extent that

the information is available at the time of notification, the information

provided in these reports must include:

(1) The caller's name and call back telephone number;

(ii) A description of the event, including date and time;

(iii) The exact location of the event;

(iv) The isotopes, quantities, and chemical and ph3 sical form of the

licensed material involved; and

(v) Any personnel radiation exposure data available.

(2) Written report. Each licensee who makes a report required by

paragraph (a) or (b) of this section shall submit a written follow-up report
-

within 30 days of the initial report. Writt.en reports prepared pursuant to

other regulations may be submitted to fulfili this requirement if the reports

contain all of the necessary information and the " appropriate distritution is

made. These written reports must be sent to the U.S, Nuclear Regulatory

Commissior. Document Control Desk, Washington, DC 20555, with a copy to the

appropriate NRC Regional office listed in Appendix D of 10 CFR Part 20. The

reports must include the following:

'The commercial telephone number for the NRC Operations Centar is
(301) 951-0550.
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(i) A description of the event, including the probable cause and the

manufacturer and model number (if applicable) of any equipment that failed or

malfunctioned;

(ii) The exact location of the event;

(iii) The isotopes, quantities, and chemical and physical form of the

licensed material involved;

(iv) Date and time of the event;

(v) Corrective actions taken or planned and the results of any

evaluations or assessments; and

(vi) 1he extent of exposure of individuals to radiation or to

radioactive materials without identification of individuals by name.

(3) The provisions of S 30.50 do not apply to licensees s bject to the

notification requirements in 5 50.72. They do apply to those Part 50

licensees possessing material licensed under Part 30, who are not subject to

the notification requirements in S 50.72.

PART 31 - GENERAL DOMESTIC LICENSES FOR 8YPRODUCT MATERIAL

7. The authority citation for Part 31 continues to read as follows:

Authority: Secs. 81, 161, 183, 68 Stat. 935, 948, 954, as amended (42

U.S.C. 2111, 2201, 2233); secs, 201, as amended, 202, 88 Stat. 1242, as

amended, 1244 (42 U.S.C. 5841, 5842).

Section 31.6 is also issued under sec. 274, 73 Stat. 688 (42 U.S.C.

2021).

For the purposes of sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);

SS 31.5(c)(1)-(3) and (5)-(9), 31.8(c), 31.10(b), and 31.ll(b), (c), and (d)
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are issued under sec.161b, 68 Stat. 948, as aniended (42 U.S.C. 2201(b); and

SS 31.5 (c)(4), (5), and (8), and 31.11(b) and (e) are issued under sec. 1610,

68 Stat. 950, as amended (42 U.S.C. 2201(o)).

S 31.2 (Amended)

8. In 5 31.2, paragraph (a) is amended by adding an "s" to the word

" provision" and changing "30.51" to read "30.50."

5 31.8 [ Amended)

9. In 5 31.8, paragraph (c) is amended by changing "30.51" to read

"30.50 *

PART 34 - LICENSES FOR RADIOGRAPHY AND RADIATION SAFETY REQUIREMENIS FOR

R/.D10 GRAPHIC OPERATIONS

10. The authority citation for Part 34 coittinues to read as follcws:

Authority: Secs. 81, 161, 182, 183, 68 Stat. 935, 948, 953, 954, as

amended,-(42 U.S.C. 2111,.2201, 2232, 2233); sec. 201, 88 Stat. 1242, as

amended (42 U.S.C. 5841).

Section 34.32 also issued under sec. 206, 88 Stat. 1246, (42 U.S.C.

5846).

For the purposes of sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);

L SS 34.20(a)-(e), 34.21(a) and (b) SS 34.22, 34.23, 34.24, 34.25 (a), (b), and
|
|
"
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(d), 34.28, 34.29, 34.31(a) and (b), 34.32, 34.33(a), (c), (d), and (f),

34.41, 34.42, 34.43(a), (b), and (c), and 34.44 are issued under sec. 161b, 68

Stat. 948, as amended (42 U.S.C. 2201(b)); and SS 34.ll(d), 34.25(c) and (d),

34.26, 34.27, 34.28(b), 34.29(c), 34.30, 34.31(c), 34.33(b) and (c), and

S4.43(d) are issued under sec. 1610, 68 Stat. 950, as amended (42 U.S.C.

-2201(o)).

S 34.30 (Amended)

11. In S 34.30, paragraph (a) is amended by adding "in 5 30.50 and"

between "specified" and "under."

PART 39 - LICENSES AND RADIATION SAFETY REQUIREh NTS

FOR WELL LOGGING

12. The authority citation for Part 39 continues to read as follows:

Authority: Secs.53,57,62,63,65,69,83,82,161,182,183,186,68

Stat. 929, 930, 932, 933, 934, 935, 948, 953, 954, 955, as amended, sec. 234,

83 Stat. 444, as amended (42 U.S.C. 2073, 2077, 2092, 2093, 2095, 2099, 2111,

2112, 2201, 2232, 2233, 2236, 2282); secs. 201, as amended, 202, 206, 88 Stat.

1242, as amended, 1244, 1246 (.42 U.S.C. 5841, 5842, 5846).

For the purposes of sec. 223, 68 Stat. 958, as amended s i2 U.S.C. 2273);

SS 39.15, 39.31-39.51, 39.61-39.77 are issued under sec. 161b, 68 Stat. 948,

as amended (42 U.S.C. 2201(b); and SS 30.15, 39.33 - 39.43, 39.61 - 39.67,
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;

39.73 - 39.77 are issued under sec. 1610, 68 Stat. 950 as amended (42 U.S.C.
|

2201 (o)).

!

539.77(Amended)

;

13. In S 39.77, paragraph (b) is amended by removing the word "and'

between "20.403," and "20.405 " and adding "and 30.50" between "20.405" and

"of.* |

,

PART 40 - DOMESTIC LICENSING Of SCURCE MATERIAL

14. The authority citation for Part 40 is revised to read as follows:
,.

Authority: Secs. 62, 63, 64, 65, 81, 161, 182, 183, 186, 68 Stat. 932,

933, 935, 948, 953, 954, 955, as amended, secs, lle(2), 83, 84, Pub. L. 95-

604,'92 Stat. 3033,'as amended, 3039, sec. 234, 03 Stat. 444, as amended (42

U.S.C.2014(e)(2),2092,2093,2094,2095,2111,2113,2114,2201,2232,2233,

2236, 2282); sec. 274, Pub. L. 86-373, 73 Stat. 688 (42 U.S.C. 2021); secs.

201, as amended, 202,206,88 Stat.1242;asamen'ed, 1244, 1246 (42 U.S.C.d

5841, 5842, 5846); sec. 375, 92 Stat. 3021, as amended by Pub. L. 97-415, 96

Stat. 2067 (42 U.S.C. 2022).

Section 40.7 also issued under Pub. L, 95-601, sec. 10, 92 Stat. 2951
'

(42.U.S.C. 5841). Section 40.31(g) also issued under sec. 122, 68 Stat. 939

(42 U.S.C. 2152).- Section 40.46 also issued under sec. 184, 68 Stat. 954, as

amended (42 U.S.C. 2234). Section 40.71 also issued under sec. 187, 68 Stat.

955 (42 U.S.C. 2237).
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:

for the purposes of sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);

SS 40.3, 40.25(d)(1)-(3), 40.35(a)-(d), and (f) 40.41(b) and (c), 40.46,

40.51(a) and (c), and 40.63 are issued under sec. 161b, 68 Stat. 948, as

amended (42 U.S.C. 2201(b)); and SS 40.5, 40.9, 40.25(c), (d)(3), and (4),

40.26(c)(2),40.35(e),40.42,40.60,40.61,40.62,40.64,and40.65areissued
'

under sec. 1610, 68 Stat. 950, as amended (42 U.S.C. 22Cl(o)).

S 40.8 (Amended)

15. In G 40.8, paragraph (b) is amended by adding "40.43, 40.44, and

40.60," between "40.42," and "40.61," end paragraph (c)(1) is amended by

replacing * Form NRC-2" with "NRC form 313" and replacing "0019" with "0120."

S 40.26 (Amended)

16. In 3 40.26, paragraph (c)(1) is amended by removing "40.2" and

adding "40.60" between 40.46" and 40.61."

,

*

S40.43(a)(Amended)

17. In S 40.43 paragraph (a) is amended by replacing " form NRC-2" with

"NRC Form 313."

57

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



_ _ _ _ _ _ _ _ - - _ _ _ .

S40.44[ Amended)

18. Section '3.44 is amended by replacing " Form NRC-2' with *NRC

form 313."
;

19. A.new S 40.60 under Records, Reports, and Inspections is added to

read as follows:

S 40.60 Reporting requirements.

(a) Immediate report. Each licensee shall notify the NRC as soon as

possible but not later than 4 hours after the discovery of an event that

prevents immediate protective actions necessary to avoid exposures to

radiation or radioactive materials that could exceed regulatory limits or

releases of licensed material that could exceed regulatory limits (events may ;

include fires, explosions, toxic gas releases, etc.).

(b) Twenty-four hour report. Each licensee shall notify the NRC

within 24 hours after the discovery of any of the following events involving

licensed material:

(1) An' unplanned contamination event that:

(i) Requires access to the contaminated area, by workers or the

public, to be restricted for more than 24 hours by impatina additional

radiological controls or b,v prohibiting entry into the area;

(ii) Involves a quantity of material greater than five times the lowest

annual limit on intake specified in Appendix B of SS 20.1001-20.2401 of 10 CFR

Part 20 for the material; and
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(iii) Has access to the area restricted for a reason other than to

allow isotopes with a half-life of less than 24 hours to decay prior to

decontamination.

(2) An event in which equipment is disabled or fails to function as

designed when:

(1) The equipment is required by regulation or license condition to

prevent releases exceeding regulatory limits, to prevent exposures to

radiation and radioactive materials exceeding regulatory limits, or to

mitigate the consequences of an accident;

(ii) The equipment is required to be available and operable when it is

disabled or fails to function; and

(iii) No redundant equipment is available and operable to perform the

required safety function.

(3) An event that requires unplanned medical treatment at a medical

facility of an individual with spreadable radioactive contamination on the

individual's clothing or body.

(4) An unplanned fire or explosion damaging any licensed material or

any device, container, or equipment containing licensed material when:

(1) The quantity of material involved is $reater than five times the

lowest annual limit on intake specified in Appendix B of SS 20.1001-20.2401 of

10 CFR Part 20 for the material; and

(ii) The damage affects the integrity of the licensed material or its

container.-

(c) Preparation and submission of reports. Rs, rts made by licensees

in response to the requirements of this section must be made as follows:
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(1) Licensees shall make reports required by paragraphs (a) and (b) of

this section by telephone to the NRC Operations Center'. To the extent that

the information is available at the time of notification, the information

provided in these reports must include:

(i) The caller's name and call back telephone number;

(ii) A description of the event, including date and time;

(iii) The exact location of the event;

(iv) The isotopes, quantities, and chemical and physical form of the

licensed material involved; and

(v) Any personnel radiation exposure data availabic.

(2) Written report. Each licensee who makes a report required by

paragraph (a) or (b) of this section shall submit a written follow-up report

within 30 days of the initial report. Written reports prepared pursuant to

other regulations may be submitted to fulfill this requirement if the reports

contain all of the necessary information and the appropriate distribution is

made. These written reports must be sent to the U.S. Nuclear Regulatory

Commission, Document Control Desk, Washington, DC 20555, with a copy to the

appropriate NRC regional office listed in Appendix 0 of 10 CFR Part 20. Thei

#

reports must include the following:

(i) A description of the event, including the probable cause and the

manufacturer and model number (if applicable) of any equipment that failed or

malfunctioned;

(ii) The exact location of the event;

(iii) The isotopes, quantities, and chemical and physical form of the

licensed material involved;
-.

'The commercial telephone number for the NRC Operations Center is
(301) 951-0550.

60

\



. _ _ _ _ . _ _ _ __ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - _ _ _ _ _ _ - _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ .

(iv) Date and time of the event;

(v) Corrective actions taken or planned and the results of any

evaluations or assessments; and

(vi) The extent of exposure of individuals to radiation or to

radioactive materials without identification of individuals by name.

(3) The provisions of S 40.60 do not apply to licensees subject to the

notification requirements in s 50.72. They do apply to those Part 50

licensees possessing material licensed under Part 40 who are not subject to

the notification requirements in S 50.72.

PART 70 - DOMESTIC LICENSING OF SPECIAL NUCLEAR MATERIAL

20. The authority citation for Part 70 is revised to read as follows:

Authority: Secs 51, 53, 161, 182, 183, 68 Stat. 929, 930, 948, 953,

954, as amended, sec. 234, 83 Stat. 444, as amend (42 U.S.C. 2071, 2073, ;

2201, 2232, 2233, 2282); secs. 201, as amended, 202, 204, 206, 88 Stat. 1242,

as amended.. 1244,1245,1246,(42U.S.C.5841,58%2,5845,5846).

Sections 70.l(c! sad 70.20a(b) also issued under secs. 135, 141, Pub. L.

97-425, 96 Stat. 2232. 2241 (42 U.S.C. 10155, 10161). Section 70.7 31so

issued under Pub. L. 95-601, sec. 10, 92 Stat. 2951 (42 U.S.C. 5851). Section

70.21(g) also issued under sec. 122, 68 Stat. 939 (42 U.S.C. 2152). Section

70.31 also issued under sec. 57d, Pub. L. 93-377, 88 Stat. 475 (42 U.S.C.

2077). Sections 70.36 and 70.44 also issued under sec. 184, 68 Stat. 954, as

amended (42 u.S.C. 2234). Section 70.61 also issued ur. der secs. 186, 187, 68
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Stat. 955 (42 U.S.C. 2236, 2237). Section 70.62 also issued under sec. 108,

68 Stat. 939, as amended (42 U.S.C. 2138).

for the purposes of <ec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);

SS 70.3, 70.19(c), 70.21(c), 70.22(a), (b), (d)-(k), 70.24(a) and (b),

70.32(a)(3), (5), (6), (d), and (i), 70.36, 70.39(b) and (c), 70.41(a),

7t 42(a) and (c), 70.56, 70.57(b), (c), and (d), 70.58(a)-(g)(3), and (h)-(j)

are issued under sec. 161b, 68 Stat. 948, as amended (42 U.S.C. 2201 (b));

SS 70.7, 70.20a(a) and (d), 70.20b(c) and (e), 70.21(c), 70.24(b),

70.32(a)(6), (c), (d), (e), and (g), 70.36, 70.51(c)-(g), 70.56, 70.57(b) and

(d), and 70.58 (a)-(g) (3) and (h)-(j) are issued under sec. 1611, 68 Stat.

949, as amendeo (42 U.S.C. 2201(i)); and 55 70.5, 70.9, 70.20b(d) and (c),

70.38, 70.51(b) and (i), 70.50, 70.52, 70.53, 70.54, 70,55, 70.58(g)(4), (k),

and (1), 70.59, and 70,60(b) and (c) are issued under sec. 1610, 68 Stat. 950,

as amended (42 U.S.C. 2201(c)).

S 70,G (Amended)

11. In S 70.8, paragraph (b) is amended by adding "70.50,* between
"

*/0.59," and "70.51."

S70.19[ Amended)

22. In S 70.19, the introductory text paragraph (c) is amended by

adding "70.50," between "SS 70.32," and "70.51."

23. A new S 70.50 under Special Nuclear Material Control, Records,

Reports and Inspections is added to read as follows:
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s 70.50 Reporting requirements.

(a) Immediate report. Each licensee shall notif.v the NRC 45 soon as

possible but not later than 4 hours after the discovery of an event that

prevents immediate protective actions necessary to avoid exp n res to

radiation or radioactive materials that could exceed regulatu / limits or

releases of licensed material that could exceed regulatory itnits (events may

includo fires, explosions, toxic gas relenes, etc.).

(b) Twenty-four hour report. E*,ch licensee shall notify the NRC

within 24 hours after the discovary of any of the following events involving

licensed material:

(1) An unplanned contamination event that:

(i) Requires access to the contaminated area, by workers or the

public, to be restricted for more than 24 hours by imposing additional

radiological controls or by prohibb ing entry into the area;

(ii) Involves a quantity of material greater than five times the lowest

annual limit on intake specifieu in Appendix B of 55 20.1001-20.2401 of 10 G R

Part 20 for the material; and

(iii) Has access to the area restricted for a reason other than to -

allow isotopes with a half-life of less th:n 24 hours to decay prior to

decontamination.

'(2) An event in which equipment is disabled or fails to function as

designed when:

(i) The equipment is' required by regulation or licensee condition to

prevent releases exceeding regulatory limits, to prevent exposures to

radiation.and radioactive material; exceeding regulatory limits, or to
i

mitigate the-consequences of an act ident;

3.

>
.
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(ii) The equipnent is required to be available and operable when it is

disabled or fails to fLnction; and

(iii) No redundant Squipment is available and operable to perform the

required safety Tanction.

(3) An event that requitos unplanned medical treatment at a medical

facility of an individual with spreadable radioactive contamination on the

individual's clothing or body.
P

(4) An unplanned fire or explosion damaging any licensed material or

any device, container, or equipment containing licensed material when:

(i)' The quantity of material involved is greater than five times the

lowest annual limit on intake specified in Appendix B of 55 20.1001-20.2401 of

10 CFR Part 20 for the material; and

(ii) The damage affects the integrity of the licensed material or its

container.

(c) Preparation and submission of reports. Reports made by licensees
'

in response to the requirements of this section must be made as follows:

(1) Licensees shall make reports required by paragraphs (a) and (b) of

this section by telephone to the NRC Operations Center'. To the extent that

the information is available at the time'of notification, the information

provided in these reports must include:

(i) The caller's name and call back telephone number;

(ii) A description of the event, including date and time;

:

Y

'The commercial telephone numbcr for the NRC Operations Center is
(301) 951-0550.
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(iii)_ The exact location of the-event;

-(iv) The isotopes, quantities, aiid chemical and physical form of the,

,

: licensed materialiinvolved; and
.

(v) Any personne'' radiation exposure data available.
,

(2)_ = Written report. Each licensee _who makes a report required by-

paragraph-(a) or. (b) of '.Ms section shall. prepare a written follow-up report

-within 30 days of the initial report. Written reports prepared pursuant to-

other regulations may be submitted to fulfill this requirement if the reports-

contain' all ofLthe necessary information and the appropriate distribution is

;made. . .These written reports must be_ sent to the U.S. Nuclear Regulatory-
,

Commission,; Document Control Desk, Washington, DC 20555, with a copy to the

- appropriate NRC regional office listed in- Appendix.D of 10 CFR|Part 20. The

'

. reports must include the following:.

(1)3 A description cf the event including the probable cause and the

manufacturer and model'. number L(if applicable) of any' equipment that failed or

malfunctioned;.

:(ii) The' exact location-of the event;-

(iii) - The isotopes,. quantities and chemical and pnysical' form of the ,

#'licenseimaterial involved;

(iv) iDate and time of the event;

_(v)) Corrective actions taken or planned and the results of any

evaluations or assessments;-and -

Ivt) The extent of exposure of individuals to radiation or .to-
.

radioactive materials ~without identification of individuals by name.

|.
.

!
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,

;

<

L(3)= The provisions:of 5 70.50 do not apply to licensees subject to the-

notification requirements in S 50.72. |They do apply to those Part 50 >
-

- license ~es possessing materialz licensed under Part 70 who are not subject to

: the notification requirements in S 50.72.

,

Dated at Rockville ~ Maryland, this day of' , 1991. -3

For the Nuclear Regulatory Commission,

s

James M. Taylor,-
Executive Director for Operations. '

.
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Publication Approval Statement
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- Acoroved For Publication

The Commission delegated to the EDO (10 CFR 1.31(a)(3) the authority to-
develop and promulgate rules as defined in the APA (5 U.S.C. 541 (4)) subject
to the limitations 11n NRC Manual Chapter 0103, Organization and Functions,
Office of the Executive Director for Operations, paragraphs 0213, 038, 039,
and 0310.- '

~

The enclosed-rule entitled " Notification of incidents," will amend 10 CFR
Parts 20, 30, 31, 34, 39, 40, and 70 by revising material licensee reporting
requirements for byproduct, source, and special nuclear. material concerning - !
incidents related to radiation safety. This action is necessary to ensure
that significant occurrences at material licensee facilities are promptly .

- reported to NRC. <

' This final rule dces not constitute a significant question of policy, nor does
'it_ amer.d regulatio..s contained in 10 CrR Parts _7, 8. or.9 Subpart C concerning

,

. matters of policy. I, therefore, find that this rule is within the ~ scope of
my_rulemaking authority'and am proceeding to issue it.

Dat0L James M. Taylor
i Executive Director for Operations

.
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i ), UNITED STATES
?' % . i NUCLEAR REGULATORY COMMISSION

O @hf f WASHINGTON. D C,20605
w, p
....

The Honorable Philip R. Sharp, Chairman
Subcomittee on Energy and Power
Committee on Energy and Comerce
United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

Enclosed for the information of the Subcomittee on Energy and the Environment
and the Comittee on Insular Affairs is a copy of the Federal Register notice
of a final rule that amends the reporting requirements for material licensees
to ensure that events having significant implication for public health and
safety are properly reported. Certain sections of 10 CFR 20.403 are being
deleted because these criteria do not adequately define events with significant
implications for public health and safety. The deleted sections are being
replaced with new criteria in Parts 30, 31, 34, 39, 40, and 70 that will more
accurately define potentially significant events affecting health and safety of
the public and the environment.

The proposed rule on this subject was published in the Federal Register on
May 14, 1990'(55 FR 19890). The NRC received 40 letters of coment on this
subject. The NRC staff has identified 66 separate topics, which are responded
to in the Federal Re ister notice. Revisions, mainly clarifying and editorial,J
have been made in the7 Thal rule as-a result of the comments received.

Sincerely,
_

S .$
E , Beckjord, ie ctor
Of of Nuclear Re latory Research

Enclosure:
Federal Register notice

cc: The Honorable Carlos J. Moorhead

.
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' C 3 7j < g-. . UNITED STATES -
.e ' NUCLEAR REGULATORY COMMISSION

=I p[
~

WASHINGTON. D C. 20666
a .

.....-
!

,

.

The. Honorable Bob: Graham, Chairman
Subcommittee on Nuclear Regulation

.

;

>

Committee on Environment and Public Works
United States Senate '

Washington, DC-:20510- '

' Dear Mr.- Chairman; i

Enclosed for:the=information of the Subcommittee on Energy and the Environment
1andt the Consnittee on-Insular Aff airs is a copy of the Federal Register notice '

of'a final rule that._ amends the reporting requirenents for material licensees
to ensure that events having significant-implication for public health and
se.fety.are properly reported. Certain sections of 10 CFR 20,403 sre being

-

deleted because these criteria do not adequately define events with.significant
mplications for public health and safety. The-deleted sections are being

replaced with new criteria in-Parts. 30, 31, 34, 39,- 40, and' 70 that will more
accurately define potentially significant events affecting health'and safety of-
the public and the environment, -

,

The proposed rule on this. subject was published in the, Federal Register on-

-Kiy 14', 1990 (55 FR 19890). The NRC-received 40 letters of comment on this ~

subject. .The NRC staff has identified 66 separate topics, which are responded-
to in.the Federal Register notice. Revisions, mainly clarifying and editorial.

-have been made-in the final rule as a result of the comments-received..

Sincerely.

- &
Eric, , ekjord e >r
Offic -Nuclear Regu ;ory Research

Enclosurei
FerMral Register notice

:cc: The _ Honorable Alan K. Simpson
.

;

o
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.....

Th'e Honorable Peter'H. Kostmayer.. Chairman-
Subcomittee.on Energy _ and the Environment
Committee on. Interior and Insular Affairs
United States House of: Representatives
Washington,'DC 20515-

-Dear Mr. Chaiman:

Enclosed for the information of the Subcommittee on Energy and the Environment |
and the Committee on Insular Affairs is a copy of the Federal Register notice
of-a final rule that-amends the reporting requirements for material licensees
to ensure that events having-significant implication for public health and
safety are- properly reported. .Certain sections of 10 CFR 20.403 are being
deleted because these criteria do not:6dequatelyLdefine events'with significant
implications for public health and safety. The deleted sections are being
replaced with new criteria in Parts 30, 31, 14,- 39, 40, and.70 that'will more
accurately define potentially significant events affecting health and safety of

_.

'the public and.the environment.

The. proposed rule on this subject was publisherl in the Federal Register on
May 14,~1990-(55 FR 19890). The NRC received 40 letters or comment on this
subject. The RC staff has identified 66 separate topics, which.are responded
to'in the Federal. Register -notice.. Revisions, mainly clarifying and editorial,

:have been made in the final rule as a.res91t of the comments received.,

,

' Sincerely,

CIJs E& M '

Erif . IecKIord,~ ctor.
Offi c f Nuclear- latory Research

Enclosure:L
,

_ Federal' Register notice'.
.

cc: .The Honorable John'J. Rhodes
_

''
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IDENTICAL LETTERS T0:
,

Chairman Bob Graham, Senate
Subcommittee on Nuclear Regulation

cc: Alan K. Simpson
Chairman Philip R. Sharp, House
Subcomittee on Energy and Power

cc: Carlos J. Moorhead
The Honorable Peter Kostmayer, Chairman
Subcommittee on Energy and the Environment
Committee on Interior and Insular Affairs
United States House of Representatives
Washington, DC ?0515

Dear Mr. Chairman:

Enclosed for the information of the Subcommittee on Energy and the Environment
and the Committee on Insular Affairs is a copy of the Federal Register notice
of a final rule that amends the reporting requirements for material licensees
to ensure that events having significant implication for public health and

. safety are properly reported. Certain sections of 10 CFR 20.403 are being
deleted because these criteria do not adequately define events with significant
implications for public health and safety. The deleted sections are being
replaced with new criteria in Parts 30, 31, 34, 39, 40, and 70 that will more

. accurately define potentially significant events-affecting health and safety of
the public and the environment.

The proposed rule on this subject was published in.the Federal Register on
' May 14,1990 (55 FR 19890). The NRC received'40 letters of coment on this
subject. The NRC staff has identified 66 iseparate topics, which are responded
to in the Federal Register notice. Revisions, mainly clarifying and editorial,
have been made in the final rule as a result of the comments received.

Sincerely,

Eric S. Beckjord, Director
Office of Nuclear Regulatory Research

Enclos'ure:
Federal. Register notice

cc: The Honorable John J. Rhodes
SEE-PREVIOUS CONCURRENCE

OFFICE:RDB:DRA RDB:DRA RDB:DRA DC:DRA D:DRA DD:GIR D:RES
NAME: JMate:mr MFleishman SBahadur FCostanzi BMorris CHeltemes EBeckjord
DATE: / /91 / /91 / /91 / /91 / /91 / /91 / /91
0FFICE: GPA:CA E00
NAME: DRathbun JTaylor
DATE / /91 / /91

0FFICIAL RECORD COPY
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IDENTICAL LETTERS TO:-
Chairman Bob Graham, Senate
Subcommittee on Nuclear Regulation--"

cc: Alan K. Simpson_-
.

Chairman Philip R.-- Sharp, House :
Subcommittee on Energy and Power

. , ..
. ,

_

cc: Carlos J. Moorhead
The Honorable _ Peter Kostmayer,-Chairman

' Subcommittee on Energy and the Environment
~

Committee on'~_ Interior ~and Insular Affairs *

- . United States ~ House of Representatives
. Washington', DCj 20515

*

: : Dear _Mr._ Chairman:-

-EncloseFfor the information of the Subcommittee on Energy-and the; Environment
and the Committee on Insuler Affairs is-a copy of.the Federal-. Register notice
of.a final rule that'will amend-the reporting requirements-for material
: licensees to ensure that events: having: significant implication.for public -

.

health and safety are properly reported. Certain sections of 10 CFR-20.403-E

are being' deleted because these criteria do not adequately define events with.
significant implications for;public health ~and safety. Tte deleted sections

'' are_.bcing replaced with_new criteria in-Parts 30, 40, and 70 that will more -

"
,

accurately define:-potentially significant events affecting health and safetyz of
''the public and-the environment.:

-The proposed; rule on this subject was. published in the Federal-Register on
,

LMay 14,1990, (SS L FR 19890). LThe' NRC rece.ived:40 - }ptters of. comment on this-

isubject. -The NRC staff-has identified 66, separate topics, which are responded
to in the LFederal: Register ~ notice. ' Revisions, mainly clarifying and editorial,
havelbeen made in the final rule as=a~ result of-'the comments-received.

.,

'
- Sincerely ,

,

;

h Eric S. Beckjord, Director

}.' Office of ' Nuclear Regulatory Research

N$ Enclosure:
vX Fy eral Register notice'

'

cc: .T ble John J. Rho es

OFFICETRD%iDRhRDB- A : DD:GI 1_D:RE-

HAME:' JMate:cb MF1 i man SBaladur ostanzi grris CHeltemes_EBeckjord'
'DATE: .3 /d/91 4/S/91' 'l/ 4 /91 Ly $ 91 4 %f91 /j'/91 4/(/91

.JFFICE: GPA:CA- EDO
-

'

NAME: :DRathbun JTaylor -
: DATE -- / /91 / _ /91
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The Honorable Peter H. Kostmayer

Distribution: [PART20CONG]
-subj-circ-chron
Reading Files
ESBeckjord
CHeltemes
BMorris
FCostanzi
SBahadur
MFleishman
JMate
JTaylor, ED0
DRathbun, OCA
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DRAFT PUBLIC ANNOUNCEMENT

'
The Nuclear Regulatory Commission'is amending the reporting requirements in
10CFR:20.403-(new520.2202) to ensure that _ events having significant

_

implications for public health and safety are properly reported. '

Paragraphs'(a)(3), (a)(4), (b)(3), and (b)(4) of $20.403 and G 20.2202 dealing
with loss- of operation and cost of_ damage are being _ deleted because the staff
believes-these-criteria do _not adequately define events with significant implications.
for public health-and safety. The deleted sections are being replaced _with new
criteria in Parts 30, = 31, 34, 39, 40, and 70. The staff _ believes-the new criteria
will.more accurately define potentially-significant events affecting the health
and safety:of the public and the envircnment. The final rule contains-administrative
changes to _ requirements- for general- 1.? censes. -These changes specify that general
licensees.who were previously required to report incid_ents pursuant to the

. deleted; requirements, must continue to report incidents pursuant to the new
reporting requirements.

Revisions to Part 50 are not 'needed because similar reporting requirements are -
already. addressed.in 550.72. Part 50-licensees subject-to the requirements:in
950.72 are specifically exempted from this rule to avoid-conflicting regulations.

~ However,- certain Part 50 licenses (e.g. , research and- test reactors) are not -
currently subject to the reporting requirements in 550.72. If they possess

' material licensed under. Parts _:30,-40, or 70, they will be subject to the new
reporting requirements.

: The intent off these amendments _to is require prompt reports to the NRC of safe?.y
related. events that may require prompt or immediate-action to insure the health-
and safety;of-the public_and_the environment.> The NRC will evaluate the hazard

- and:the corrective actions taken by the licensee and may. dispatch NRC staff toz-

the site ofJthe_ event, activate the NRC incident. response center,-or issue
warnings-of generic hazards to other licensees. - *

4

. _ _ _ _ _ _ _ _ _ .. __ _ ,_ , _. , .,- .,
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Weekly Report to the Connissioners
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DAILY STAFF NOTES

OFFIC 0F NUCLEAR REGULATORY RESEARCH

Final Rule Signed by EDO

On , 1991, The Executive Director for Operation approved a final rule
that amends 10 CFR Parts 20, 30, 31, 34, 39, 40, and 70. This rulemaking amends the
reporting requirements for material licensees to ensure that events havina a
significant implication for public health and safety are properly reported.
Certain sections of 10 CFR 20.403 are being deleted because these criteria do

| not adequately define events with significant implications for public health
and safety. The deleted sections are being replace with new criteria in Parts
30, 40, and 70 that will more accurately define significant events affecting
the health and safety of the public and the environment.

This notice informs the Commission that, in accordance with the rulemaking
authority delegated to the LDO, the E00 has signed this final rule and
proposes to forward it on to the Office of the Federal Register
for publication, unless otherwise directed by the Commission,

t
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' ' ' #' MAY 101991
...+

MEMORANDUM FOR: E"ic S. Beckjord, Director
office of Nuclear Regulatory Research

FROM: Edward L. Halman, Acting Director
Office of Administration

SUBJECT: REVIEW OF FINAL RULE ENTITLED
" NOTIFICATIONS OF INCIDENTS"

The Office of Administration (ADM) has reviewed the final rule
package that revises material licensee reporting requirements for
byproduct, source, and special nuclear material regarding the
incidents related to radiation safety. We have made adjustments
to the amendatory language and the presentation cf the amendments
that are necessary to comply with the Office of the Federal
Register's publication requirements. We have enclosed a marked
copy of the final rule package that presents editorial and format
corrections.-

We have forwarded a copy of the final rule to the Information and
Records Management Branch, IRM, for their comme..c and concurrence
concerning the paperwork management aspects of this rul2 making
. action.

In order to assist you in preparing the list of documents
. centrally relevant to this final rule that is required by NRC's
reguletory history procedures, you should place the designator
" AC 9 7.- 2 " in the upper right-hand corner of each document
concerning the rule that you forward to the Nuclear Document
System.

If you have any questions conceriting this matter, please have a
member of your staff contact Betty Golden (extension 24268), or
Michael T. Lesar, Chief, Rules Review Section, Regulatory
Publications Branch, ADM (extension 27758).

|?
in _rnc&oe't

- r ,.

office of Administration

Enclosure: As stated
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[ j*,, UNITED STATES; ,a

NUCLEAR REGULATORY COMMISSION -- -n-

-U E- WASHINGTON, D. C. 20665

%,*****/
' MAY 151991

-

HEMORANDUM FOR: Eric S. Beckjord, Director
Office of Nuclear Regulatory Research

p j !:FROM: Harold R. Denton, Director
Office of Governmental and e

Public Affairs

SUBJECT:. FINAL RULEMAKING - NOTIFICATION OF
INCIDENTS - 10 CFR PARTS 20, 30, 40
AND 70

We have reviewed the subject document and suggest that in accordance-

with Comissio, jir9ction in COMKC-91-007 - Improving Cooperation with

Agreement States, dated April 11, 1991, a section be added to the

riile. making package which includes the Agreement States' views on this

issue,

cc: ED0

s
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MAY 211991

MEMORANDUM FOR: Eric S. Beckjord, Director
Office of Nuclear Regulatory Research

FROM: James Lieberman, Director
Office of Enforcement

SUBJECT: FINAL RULER 1 KING - NOTIFICATION OF INCIDENTS
10 CFR PARTS 20, 30, 40, and 70

The Office of Enforcement recommends the following additions (shown underlined)
to the third paragraph on Page 22:

Response: A 24-hour report would not be required by this
rule solely because a pocket dosimeter is discharged beyond
its range. [ Note, however, that the discharge of a radic-
grapher's pocket dosimeter may be associated with an event
that recuires a report pursuant to 10 CFR 20.403(a)(1) or
(b)(1).: A pocket dosimeter does not prevent . . .

While I am providing Office concurrence with this change, I continue to
believe that the Statement of Consideration should be expanded to list major
licensed activity areas and provide examples of occurrences that are and are
not reportable within each activity area. Such a change would make the rule
easier to administer and interpret after it becomes effective.

W1
mes Liebermang/ Director

ffice of Enforcement

cc: J. Hickey, NMSS
, PES

l
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HEMORAllDUM FOR: Eric S. Beckjord . Director
Office-of -Nuclear Regulatory Research

TR0lh Thomas E. Iturley , Director
Office of Nuclear Reactor R yuictica

Final-Rulemaking.- Notification of incidents
. SUBJECT:

-10.CFR-Parts 20, 30,.40 and 70

:We concur in the f', iia'i rulemaking package that was transmitted with your
memorandum on this. subject of-Mcy 6, 1991.

In faddition, we offer the- following comment for your consideration.. In the
" Summary-and Analysis of; Public Coments" (page 12) it is stated that "The NRC

' maintains that the proposed rule is a. clarification of-existing requirements..."-

Furthermore, in the " Regulatory Flexibility Certification"(emphasisadded).
(page 46) it is. stated that "Since the revised reporting-requirements are
-essentially-the same as the current reporting-requirements, the impactLon
licensees should be minimal" (emphasis added). In.our opinion, the revised

-

reporting-requirements are significantly different from-the current requirements.

?
OfficeofNucle[arReactorRegulationThuinas liur e irector'

-

,

9
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MEMORANDUM FOR: James M. Taylor, Executive Director for Operations ,/

FROM: Eric S. Beckjord, Director, Office of Nuclear Regula.
Research

SUBJECT: FINAL RULEMAKING - NOTIFICATION OF INCIDENTS /
10 CFR PARTS 20, 30, 40, AND 70

'

- Enciosed for your signature is a Notice of Final Rulemakp/g (Enclosure 1) to
be published in the Federal Register. This rulemaking yould assure that prompt
reporting of significant occurrences at material licerisee facilities is made to
the NRC so that the Commission can evaluate whether,the licensee has taken the
required action to protect the public health and safety and whether generic
safety concerns are identified that may require pr,ompt NRC action. The NRC has
become concerned that certain provisions of i 20.403 need to be revised because
licensees have not been reporting certain eve is that the agency felt should
have been reported.

Sections (a)(3), (a)(4), (b)(3), and (b)f4) cf 10 CFR 20.403, " Notification of
incidents," regarding the loss of operptions and damage to property for both
immediate and 24-hour notifications would be removed and new requirements added
toParts30,40,and70asSections/0.50,40.60,and70.50. No new
requirements are added in 10 CFR P4rt 50 since Section 50.72 already contains
special notification requirementg for nuclear power reactors. In addition, the
term "immediate notification s defined for the added sections.

The rule is a matter of co atibility for Agreement States. The Agreement
States participated in th development of this rule, and their comments wer+
incorporated as appropri e.

The Offices of NMSS, , NRR, Administration, and Governmental and Public
Affairs concur ir th_ Amendment. In adiition, the staff has coordinated this
effort with the NR s five regional offices. The Office of the Gener91 Counsel
has-no legal obje ions.

Eric S. Beckjord, Director
Office of Nuclear Regulatory Research

Enclosure :
1. Feddral Register Notice

.2. Cofgressional Lettersi

3. Draft Public Announcement
4 ' eekly Report to the Commissior,ars

*SEE PREVIOUS C0t URRENCE d
Offc: RDB:DRA:RESRDW :RES RD :RE :D :RES D ,A: RE'S DD/GRI:RES D:RES
Name: *JMate:cb *Fte, hman SBahadur stanzi iorris CHeltemes ESBeckjord

/ afs/91 / /91 / /91Date: 3/28/91 4/2W91 My91 h/2k91 t/
Offc: D:NRR GC:0GC D:0E D:ADM D:NMSS GPA

Name: TMurley WParler JLieberman PNorry RBernero HDenton
Date: / /91 / /91 / /91 / /91 / /91 / /91
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MEMORANDUM FOR: James M. Taylor, Executhe Director for Operatiory'

FROM: Eric S. Beckjord, Director, Office of Nuclear .egulatory
Research

SUBJECT: FINAL RULEMAKING - NOTIFICATION OF INCIDEN S,
'10 CFR PARTS 20, 30, 40, AND 70

Enclosed for your signature is a Hotice of Final Rulemp ing (Enclosure 1) to
be published in the Federal Register. This rulemaking would assure that prompt
reporting of significant occurrences at material licensee facilities is made to
the NRC so that the Commission can evaluate whether prompt action is needed to
protect the public health and safety. NRC has be me concerned that certain
provisions of 5 20.403 need to be revised becaus licensees have not been
reporting certain events that the agency felt s ould have been reported.

Sections (a)(3), (a)(4), (b)(3), and (b)(4) 10 CFR 20.403, " Notification of
Incidents," regarding the loss of operation and damage to property for both
immediate and 24-hour notifications would e removed and new requirements added
to Parts 30, 40, and 70 as Sections 30.50 40.60, and 70.50. Section 50.72 of
10 CFR 50 already contains special notif cation requirements for nuclear power
reactors. In addition, the term "immed ate notifica+1on" is defined for the
added sections.

dministration, and Governmental and Public
The Offices of NMSS, OE, AE00, NRR,41e NRC's five regional offices alsoAffairs concur in the Amendment.
concurred in the rulemaking. The ffice of the General Counsel has no legal
objections.

t

.' Eric S. Beckjord, Director

/ Office of Nuclear Regulatory Research
/

Enclosures: ,

1. Feder Q Register Notice
2. Congressional Letters
3. Draft Public Announcement
4 Weekly Report to the Commissioners

Distribution: [CP MEMO FINAL RULE]
subj-circ-chron
RDB Reading files /SBahadur
EBeckjord j
CJHeltemes /
BMorris
FCostanzi
MFleishman
JMate

*SEE PRE CONCURRENCE
OFFC:*RDB:DRA Rp A RDB:DRA DD:DRA D:DRA DD/GIR:RES G:RES
NAME:JMate:cb MF ishman SBahadur NCostanzi BMorris CJHeltemes EBeckjord
DATE:03/28/91 i/d/91 / /91 / /91 / /91 / /91 / /91
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MEMORANDUM FOR: James M. Taylor, Executive Director for Operations

FROM: Eric S. Beckjord, Director, Office of Nuclear Regulatory
Research

SUBJECT: FINAL RULEMAKING - NOTIFICATION OF INCIDENTS,
10 CFR PARTS 20, 30, 40, AND 70

Enclosed for your signature is a Notice of Final Rulemaking (Enclosure 1) to
be published in the Federal Register. This rulemaking is needed to assure that
prompt reporting of significant occurrences at' material licensee facilities is
made to the NRC so that.the Commission can evaluate whether prompt action is
needed to protect the public health and safety. NRC has become concerned that
certain provisions of 5 20.403 need to be revised because licensees have not
been reporting certain events that the agency felt should have been reported.

Sections (a)(3),(a)(4),(b)(3),and(b)(4)of10CFR20.403,"Notificationof
- Incidents," regarding the loss of operations and damage to property for both
immediate and 24-hour notifications would be removed and new requirements added
to Parts 30, 40, and.70 as Sections 30.50, 40.60, and 70.50. Section 50.72 of
10 CFR 50 already contairs special potification requirements for nuclear power
reactors. In addition, the term "fmmediate notification" is defined for the
added sections. ,

/

TheOfficesofNMSS,OE,AE00,'NkR,Adrinistration,andGovernmentalandPublic
Affairs concur in the Amendment. The NRC's five regional offices also
concurred in the rulemaking. iThe Office of tia General Csunsel has no legal
objections.

4

/ Eric S. Beckjord, Director
/ Office of Nuclear Regulatory Research

- Enclosures:
1. . Federal Register otice
2.- Congressional-Le.ters
3. Draft Public Ansouncement

- 4.. Weekly Report Ifo the Commissi mers

Distribution: .[CP MEMO FINAL RULE]
| subj-circ-chron

RDB Reading fil /SBahadur
EBeckjord-

' CJHeltemes-
BMorris
FCostanzi

! - MFleishman
- JMate

| ,,%,
OFF . .DRA" RDB:DRA RDB:DRA DD:DRA D:DRA DD/GIR:RES D:RES

| NAME- ate:cb MFleishman SBahadur NCostanzi BHorris CJHeltemes EBeckjord
DATE:3 /9/91 / /91 /' /91 / /91 / /91 / /91 / /91
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MEMORANDUM FOR: James M. Taylor, Executive Director for Operations

FROM: Eric S. Beckjord, Director, Office of Nuclear Regulatory
Research

SUBJECT: FINAL RULEMAKING - NOTIFICATION OF INCIDENTS
10 CFR PARTS 20, 30, 31, 34, 39, AND 70

Enclosed for your signature is a Notice of Final Rulemaking (Enclosure 1) to
be published in the Federal Reaister. This rulemaking would assure that
prompt reporting of significant events at material licensee facilities is made
to the NRC so that the Commission can evaluate whether the licensee has taken
the required action to protect the public health and safety and whether
generic safety concerns are identified that may require prompt NRC Mtion.
The staff had become concet ned that certain provisions of-l 20.403 need to be
revised because licensees have not been reporting certain events that the
staff felt should have been reported.

Sections (a)(3), (a)(4), (b)(3), and (b)(4) of 10 CFR 20.403 and 10 CFR
20.2202, " Notification of Incidents," regarding the loss of operations and
damage to property for both immediate and 24-hour notifications would be
removed and new requirements added to Parts 30, 40, and 70 as Sections 30.50,
40.60, and 70.50. No new equirements are added in 10 CFR Part 50 since
Section 50.72 already contains special notification requirements for nuclear
power reactors. In addition, the term "immediate notification" is defined for
the added sections.

Administrative amendments are also being made to Part 40-concerning
Information-Collections. An obsolete NRC Form is being deleted and a revised
Form is being inserted.

Backaround: In July, 1987, James Lieberman, Director of the Office of
Enforcement, sent a memo to Eric S. Beckjord, Director, Office of Nuclear
Regulatory Research, requesting that 10 CFR 20.403, " Notifications of
Incidents," be amended. This request was based on discussions among the staff
of the Offices of Enforcement, General Consel, and Nuclear Material Safety
and Safeguards. The staff believed that a minor rulemaking was needed to
clarify the materials licensee reporting requirements for events having
significant implication for public health and safety, including " loss of
operations" and " damage to property." The staff arrived at this position
because of past nonreactor incidents that were not reported to NRC, but which
the staff believes should have been reported.

1
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James H. Taylor 2

Public Comments: The proposed rule was published in the Federal Register in
,

May of 1990. NRC received 40 letters from commenters in response to the
Federal Register Notice. Comments came from a variety of sources, incit. ding
universities, hospitals, other government agencies, material licensees,
nuclear utilities, and individual citizens. NRC identified and responded to
66 separate issues. A summary of the public comments and the staff response
is included in the Federal Register Notice on pages 3 thru 33. It should be
noted that one of the commenters suggested that the new reporting requirements
be added to Part 72. The staff agrees with this comment. However, the
proposed rule published last May did not nelude amandments to Part 72.
Therefore a proposed amendment to Part 72 will have to be addressed as a
separate rulema(ing effort in order to al' ow the public to comment on the
proposal. Basic reporting requirements for overexposures, releases, and lost
material will still apply to Part 72 licensees even af ter the rule becomes
effective. NMSS will initiate a rulemaking package proposing amendments to
Part 72 shortly after the final rule is approved.

Backfit Analysis: The staff has determined that a backfit analysis is not
required for this proposed rule because the amendments that apply to power
reactors (deletion of sections in 20.403) involve only a relaxation of
requirements.

The rule is a matter of compatibility for Agreement States. The Agreement
States participated in the development of this rule, and their comments were
incorporated as appropriate. The major concern of the Agreement States was
that the proposed one hour time limitation for an immediate notification was
too restrictive. As a result of their comments, the time for an immediate
notification was changed to four hours. The remainder of their comments were
primarily of an editorial nature and were accommodated to the extent
practicable.

I
|

L_______________.____________________________________________ .
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