
[
'

i l,g ,
, ,

'*h% gn 1 M A'r' i s
,

,

UNITED STATES
0 .fi |} 'r3 Mate /enn1.

h M)%j/
NUCLEAR REGULATORY COMMISSION \

E$ ! w m nason.oc m kH ' "d
h . , ,' , . MAY ! 01991

MEMORANDUM FOR: Eric S. Beckjord, Dir ector
Office of Nuclear Regulatory Roncarch

FROM: Edward L. Italitan, Acting Director

) Office of Administration

SUBJECT: REVIEW OF FINAL RULF ENTITLED
" NOTIFICATIONS OF INCIDENTS"

The Office of Administration (ADM) has reviewed the final rule
package that revises material licensee reporting requirements for
byproduct, sour ce , and special nuclear natorial regarding the
incidents related to radiation safety. We have made adjustments
to tne amendatory language and the presentation of the an.cndments
that are ner%sary to comply with the of fice of the Federal
Regiator's publicatio" requirements. We have enclosed a marked
copy,ot the final rule package that presents editorial and format
corrections.

We hava fcrwarded a copy of the firu l rule to the Informa, tion and
Records Management Branch, IRM, for heir comment and concurrence
concerning; the paperwork management spects of this rnfomaking
action,

s
,

In order to assist you in preparing the list of documents
contrally relevant to this final rule that is required by NRC's
regulatory history procedures, you should placa the designator
"AC91-2" 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 concernir 1 this matter, . please have a
member of your staff contact Betti ..Iden (extension 24268), or
Michael T. Lesar, Chief, Rules ReV iv Section, Regulatory
Publications Branch, ADM (extensi; 27758).

?*',1

. s

.' ' p,

'dw bla 1. h in W rector-e :
Office of Administration

Enclosure: As stated
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Notifications of Incidents

!

!

AGENCY: Nuclear Regulatory Commission. !

:

. ACTION: Final rule. ;

:
a

I

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

regulations to revise material licensee reporting requirements f>r-

byproduct, source, and special nuclear material regarding the ir.cidents ,

n ee nw1 ;

related to radiation safety. Thisactionis-neede(toensurethat .

.

'significant occurrences at material licensee facilities are promptly
'

reported to 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. ,

r

EFFECTIVE'DATE: [ Insert a dete 60 days following publication in the

FederalRegister.]

!
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FOR FURTHER INFORMATION CONTACT: Joseph J. Mate, Office of Nuclear

Regulatory Research, U.S. Nuclear Regulatory Cor.snission, Washington, DC

20555, telephone (301) 492-3795.
.

!

SUPPLEMENTARY INFORMATION:

.

Background

Current regulations require that NRC licensees prouptly report

certain events involving byproduct, source, or special r.uclear material ,

p .
that cause or threaten to cause exposure to specific levels of radiation * '

. r'

the release of radioactive 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 ivents are to be reported either

innediately or within 24 hours, depending on the n.iture and seye icy of

the event as defined in 6 20.403. NRC has become concerned d at, certain

provisions of 6 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 pe Commission's regulations.
'I

On May 14,1990Mhe NuclearpsWRegulatipy-Commissio published a

Notice of ,[roposed /< lemak 55FRk9E90 The-proposed - amendments C-
s ._ - a

gqtwoulddeletereportingrequirementsbasedonthelose, of use of
facilities for a specific duration and damage in excess of a specified

fr9 a anw 15dollar amount. The deleted criteria would be replaced with reporting

requirements thatI'ehe 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

2
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temmentc on the orDDO Wu rule u rtie 1 r om o v s , i e + , ,, o, .mg za ,s ,
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/
,/

[ safeti equipment, persona l .1njury events, ano tires ano expiusion . .ne

f comment period expired July 30, 1990. Public comments,were received on .
-y e :, v w e. mmo a-9-tv en 9,9

I the proposed rule -were-doeketed, a 3d'may le-eumined at the Commission's nr
,&'*t

Public Document Room located at 2120 L-Street NW.(Lower Level), _l

j:
Washington, DC.

N Many of the letters received contained similar connents. These

as-appropriate, and addressed as pypes-of connents are grouped togetherg
'2

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

M/ M/"**'l '
4f issues that include all of the significant points raisedj 'j

p />nM " The comments received on the proposed rule have be m divided into
, WA W

two groups. Those comments that are not applicable to a Specific sectionj, A P' fro
j /v%of the proposed rule are grouped into a " General Connents" area.Those

4 tt. d(' y

pM m e ->
that are applicable to a certain portion of the rule are grouped into a

f,s.e/,A('/},
g .w u n,.

l . ', etion-catled " Specific Comments,"A The connents and their resolutionc, ,

''||J CV, .t

-are discussed below.

Summary and Analysis of Public Comments

.

p,GeneralConnents.)

rg ,,,n , y { ;

$ 1." The rule contains reporting requirements for extremely connon 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 exposure. Licensees need clear definitions

that specify severity levels requiring notification like tho:;e currently W/ N/

in 10 CFR 20.403 (a)(1) anje(a)(2),;and (b)(1) and (b)(2).4Q .
,

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.

C yn m e rd ,'

i? 2.YMedify the criteria in i 20.403 to add specific notification criteria
'

i*

for fires, explosions, and off site medical treatment provided that these |
T

can be clearly separated from the insignificant events. 00 not modify

Parts 30, 40, and 70.

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

NRC considered the possibility of rc.*ising Part 20 rather than
b es e

establishing criteria in Parts 30, 40, and 70. To make.s changes,

however, would conflict with well established reporting requirements in

Part 60 and would require the revision of those nquirements. Placing

the reporting requirements in Parts 30, 40, ai,d 70 will provide greater

assurance that persons licensed under those parts will be aware of their

reporting responsibilities. >

0 weni! -

'

3.V [ificationfor uie_is weak; writing new rules does not m3an

people will comply with them. The proposed rule provides no assurance of

better_ reporting by licensees,

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

assurance that licensees will comply with them. NRC develeped the

proposed criteria to reduce confusion and disagreements over what types

of events should be promptly reported to the NRC. By establishing ''

4
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criteria which more clearly define signifi ant events.wh Wa need to be ;

. au hu Wu s en
reported,jhresources-of licensees can be-used more efficiently 3 y directingb

tho -Te'sounes only to those events for which reports are warranted, kkms
,o

purpose of this rulemaking is to assure that all significant events are

reported, and that the NRC and industry have know? edge of and feedback

from operating experience. ,

!

!

1

mintd'.
J3 4.VThe rule is prescriptive and eliminsies the need for licensee judgment.

,

'

,y Response: The NRC does not feel that the revised rule is overly prescriptive.
s

The rule provides criteria and clarification as to what events need to be

reported (as discussed in item 3 above). It is recognized that the reporting

of some events will involve judgment on the part of the licensee. Again,

the objective is to assure that the HRC has immediate knowledge of significant

events _affecting public health and safety, and timely reporting of events

which may involve important lessons of experience. .

,

nud '<(j&e .Sec .rL+1d,

5.jstablishactivitythresholdsforeachradionuclidethatwouldi

require NRC notification, such as Part 20, Appendix t.. ke-
1%)J bi dMuad

significa.t occurrences in terms of dose equivalents or concentrationg

limits., Severity should be related to the overexposure situations.
4y

6> Response: In developing the proposed rule the NRC considered the idea of
4 & s e.

providing specific activity thresholds. However, the NRC felt that such

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

licensed operations use mixtures of isotopes in different chemical forms

5
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that pose varfous safety hazards. The NRC believes that the safety

hazards posed by contamination 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 for fires and explosions involving licensed material in quantities

greater than the quantities specified in Appendix C of Part 20.

|
,

drumoi !
'k 6.V e deletion of paragraphs (a)(3), (a)(4), (b)(3), and (b)(4) ofTh :

10 CFR 20.403 is appropriate.

QResponse: Most of the commenters 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.

Q , mu ni |
t /Wc u|vn/d

g 7.\ lace specific reporting requirements in individual licenses. Those

with emergency plans already have sufficient reporting requirements.

,

O Response:_ Generic reporting requirements are best implemented by formal
_

rulemaking procedures, including notice and cornnent, placing the same

i dividual licenses is not efficient. Publicreporting requirements in n

notice and comment allows for comments that question the reporting

requirementsthemselves5dallowstheNRCtorespondtosuchcomments.

Placing '.he requirements in individual licenses would not allow for such
,

a healthy dialogue.

6
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,
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ys TI) 4-

q8YThe proposed amendments shauld be rewritten and reissued for a new

comment period. They are counterproductive to strong licensee programs. |

1 Response: The NRC believes that changes made to the proposed rule in

response to the comments are of a nature that they do r.Jt necessitate the

reissuance of another proposed rule and a new comment period.

,

&r m e rOf i

k 9.VThe NRC did not consider other alternatives to rulemaking - such as
.

issuing notices to licensees, developing / amending regulatory guides,
,

issuing. license conditions, etc.

/) Response: The NRC did consider alternatives such as those mentioned by

the commenters, which were discussed in the draft regulatory analysis
t

prepared for the proposed rulemaking. However, the NRC believed that

certain sections in 10 CFR 20.403 needed to be replaced with better

reporting criteria. As indicated in the regulatory analysis, rulemaking

action is considered the best procedure for accomplishing this task,

9(boomd
10. 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,

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

licensees when Part 50 regulations were cited in the discussion. The

NRC wa3 merely pointing out whene similar reporting requirements

7

, _ . - . - - - . - . - - . - . - . . . . . . - - - - - - . . - . - - . - . . . . - - - - -. ~.-



_ _ _ - _ - . _ - _ - - - - - - - _ - . - - _ _ . . - _ _ - - - _ - - - _ - - - - - - - - _ - - - - - - - - - - - - - - - - - - - - - - - - - - - - - ,

. .

.

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 energy to cause a release similar to that

which could be caused by a nuclear reactor incident. Although the hazard

is less from material licensees, a potential hazard nevertheless exists.

.

g]T5 fl\ f

/ 11. In the case of nuclear medicine / nuclear pharmacy, it is difficult to

identify any events that w(,uld be significant enough to public health and

safety to notify the NRC immediately,

fResponse: The NRC is very interested in incidents at medical f acilities
because of the proximity of the general public to areas wnere licensed

material is used and stored, fires, spills, or other incidents involving

significant quantities of radiopharmaceuticals (e.g., therapy doses) or

invol'ving sealed sources with significant radiation levels pose potential
,

health and safety hazards that warrant prompt notification of the NRC.

%s t O 'o
h- 12. VThe revised rule should be reviewed by the NRC's Advisory Committee

on Medical Uses of 1sotopes. ,

y Response: The Advisory Committee on Medical Uses of 1sotopes (ACMUI) is

normally requested to review rules that specifically address medical

application $ especia11y rulemakings involving part 35. An ACMUI review4
has not been requested for this rule because the notification

requirements are geneiic and go beyond medical uses of isotopes.!

8
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|

k 13. Further clarification m *ds to be provided regarding notification

requirements for commercial nuclear power reactors. Companies holding a

consti'uction permit cc operating license should be explicitly exempted

for activities occurring within the protected area.

j Response: The NRC does not intend for the proposed criteria to apply to
commercial nuclear power plants. 'In the discussion as well as in the the

ruk (Parts 30.56c)(3), 40.60[(c)(3), and 70.503e)(3)), the NRC

specifically stated that the provisions do not apply to licensees subject

to the notification requirements in 10 CFR 50.72. If a nuclear power

plant has only a Part 50 license, notification is required rely under the

provisions of 10 CFR 50.72. Although the Part 50 license for a nuclear

power plant contains provisions for receipt, possession, and use of

byproduct, source, and special nuclear mater'.:.1 pursuant to 10 CFR Parts

30, 40, and 70, the Part 50 provisions do not require reports under this

rule, if a nuclear power plant has a separate by{roduct, source, or

special r kar materials license, notification is required under the new

notification *em;nts in Parts 30, 40, or 70; however, these ;

requirement.s apply only to the activities licensed under the separate ,

N._ t
materials license and not to any other activities.

&cn e ah 'n

h14 The NRC should provide clear guidance on its interpretation of the

rule by circulating early event reports with comments en the

appropriateness of the report and by providing examples of failures to

report.

9
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Response: -The NRC agrees and intends to issue information notict.s and
-

,

other guidance as appropriate to licensees as implementation issues are
-

identified and experience is gained with the rule.

L C hronw ei ',
'

f.]15.Y The NRC should more clearly define the notificatito requirements
1

,

concerning the loss of packages.of radioactive material.

! '
,

''tResponse: This _ rulemaking effort involves the not'ificatior, 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 licented material are res ' sed by the major revision to Part 20

which was pu: 'ished in the Federal Register in May 1991. The major
*

h *
revision specifies Q at quantities-of licensed meterial require immediate

and 30 day notifications.

O co wn e cd ',

l 16.VThe burden is estimated to be about 3 days for each notification

required for large companies,

iL

L Response: The public reporting burden in th ., posed rule was

I estimated at about four hours per re ponse. This is an average

considering both small and large licensees. We agree that a very large
-

organization with several management levels could take e few days to

[ -complete and process such a report.

l'

i

10
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O cw m t 6N .'

Thesubjectruleandstatementofconsideration))shouldmakeit
en Y

%17.Y
clear that the rule would apply to uranium enrichment plants whether

'

4

licensed under Parts 70 or art 76. Further, 10 CFR 50.72 and 50.73
'

should not apply to such facilities.

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

underiPart370 or Part 50 is not within the scope of this rule. Currently
%

there are nu licensed enrichment plants. The question of which regulations

should govern these plants is being dealt with as a separate issue. Under

recentlegislation(H.R.4808),commercialuraniumenrichmentplantswould

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

Q moienU
18.V Immediate and 24 hour notifications should be limited to potentially

serious events where it is necessary for NRC to intervene to mitigate the

effects,

kResponse: Under the rule, the immediacy of the reporting is related-to

the. severity -of the event. The licensee is responsible for the safety of
,

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

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

recommendations wher appropriate. The NRC also has communication channels
C

to Feaeral,gtate 'and local organizations, and if necessary, can 'make
'

reconpendations regarding appropriate action to protect public health and
n ;:s MMK3
- i n tl safetypr the environment. In all cases the NRC must be aware of

significant events to ensure that appropriate and timely actions are

taken.

11
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1h19. We do not agree that the categorical exclusions have been met. The
o-

proposed regulation as written has a large# mpact and cannot bei

considered to be of a minor nature, h'" * M" * """""

/{ Response: Tne 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 the proposed rule is a clarification of existing requirements and

does not change the NRC's policy that licensees should promptly report-

significant events. In addition, it is clear that G 51.22(c)(3) lists

. amendments to reporting requirements in Parts 30, 40, and 70 as

categorical exclusions not requiring an environmental review.

b otmo t nI
Th20.VThe NRC is trying to cover too many different types of licensees

-

with one-set of criteria. It would be better to establisn separate 1pc -
,riteria|for each type of licensee (radiography licensees 10 CFR'34,

medicallicensees10CFRg35,etc.).

]CN
Q Response:' The NRC' believes that the proposed notification requirements

describe significant events that should be reported by all source,

byproduct, and special nuclear material licensees. The NRC does not

agree that developing more specialized requirements and amending more

parts of the regulations would-better meet the objectives of the

rulema king.

12
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kp~2-rt-7n

/('21.- requent use of the word "any" is not consistent with the stated
-\; . p ,

intentof"significantoccurrences"(,

jResponse: The text of each notification requirement defines the event to

be-reported. The NRC agrees that using the word "any" could be

inconsistent with the NRC's intent to require NRC notification of

significant events. The text of the rule has been modified accordingly.

g, t o nw t N ='

.(22. p ed rule should make it clear that it applies to independent

spent fuel storage facilities,

sl -Response: The NRC will consider the application of these reporting
h .

requirements to. independent spent fuel storage facilities and, if

appropriate, will initiate a separate rulemaking effort to amend Part 72-

in order to allow pub:ic comment on that action.

VY$ wpe _ fy rmd
^$23.jftoveportsshouldberequired4fereventsthatareconcludedbefore4

s g--

any. meaningful communication with and participation by the NRC is

possible.

- I(iResponse: The-fact that the licensee has completed all necessary actions

before 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

13
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safety implications-not previously recognized and further NRC action,

that may range from_ notifying other licensees to developing a rule, may

be appropriate.

?%
6 W '" k$'ig c d cu |cl N' 6

$24yro[idefurtherexplanationandpossibJy;bxamplesofwhat" securing

the material and assessing releases" means. fU xd in i.hr-diseudon)4

g 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 prevent unauthorized movement 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-tedetermine ere A

' released material has gone. Assessment actions may include radiation

surveys, contamination surveys, and analysis of air, water, and soil

samples.
' +

hSpecificComments 4g

(a) Immediate Notification. !

,
Y S k ki Sc nc4H W

k. o ge, rn 2 0 4 *- tJNArn cr)t: / cal"
;

equire one-hour ~notificat-ion-ofh NRC and Agreement States 4for?.

.

14
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;,:

incidents.with substantial potential for injury to off site people.
. Cc/nm/n tf r

uggesti5 rem for one hour notification.
-

'

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

The Commission's regulations already require emergency response plans (including

special notification requirements to states and other authorities) that
. ;

apply-to these licensees who have quantities of licensed material sufficient-

to result in significant-doses to the public in the event of an accident

(i.e. 59' 30.32h 40.31h and 70.22'j)). Those plans include criteria for

taking action so that injury _ or harm to those off site can be minimized.
_

O,mm t (d ' -

([.aff. The time requirement- for notification of the NP.C may be severe and
unrealistic in some cases,

k 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.

,-

ib("i gn t
31

Q 6. We question the need to immediate1* report events regardless of

quantity and type of licensed material invceved.

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

required in all cases. Events involving very small quantities of
y
l-

material, such that exposures in excess of regulatory limits are not
ik

possible, would not be reportatrie.
! i

-15p yy
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4 Oo mm e n l ,* 5-

g,26.1 Do toxic gas releasesVinclude gas releases (such as UF-6, NOx,

hydrogen fluoritte, etc.) that periodically occur but are contained and
_.

controlled by operating procedures need to be reported?

A) 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 rel_ eases 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:er.ceed the limits specified in
,

i 20.403(a)(2) or_5 20.403(b)(2),
+

(b) Twenty-fourhour. Notification g

k
. & c "" '" US. e

29. V Licensees-should not-be penalized for failing to report within 24 - 39
: hours, if a: reasonable estimate projects that access would not be lost

for.more than_24 hours,

q, p,sponse: If an event does not clearly meet the reporting criteria, but

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

a conservative approach would be. to notify the NRC within 24 hours. If
3

the licensee later determines thet an event was not reportable, a 30-day

written report.would not be required.

Q , Oc, tcw < n i .*

3(T. ' The phrase " threatens to prevent" is so vague that many everyday

events may qualify for reporting.

16
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Response: The NRC agrees with the commenter that it is difficult to-

_-provideaclear,genericdefinitionforthc[koY As a result, the a

final rule has been revised accordingly.

(b)(1)ContaminationEventsg
L '

p .3 .

f; 31.;'Minorcontamination(suchasacontaminatedcollimatororaspillof
y

short;11vedradionuclides)iscommoninresearchandmedicalsettings.
~

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

minimize dose.g 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.

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

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

been revised'to require no report if an area is restricted to allow,.

isotopes with-a half-life of less than 24 hours to decay.
_

g c.cyur,e cd $
QJ2.vHow do you determine whe1.an area ,is " cleaned up 7 Is the u

p

._ definition of an " area" limited to any mNim;.n size?

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

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

-accidentally contaminated area can be decontaminated within 24 hours to

levels where contamination controls for entry into the area are no mort

17
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stringent that; 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

gerieral public qualifies as an area.

I

e C#'d '

@t 33 What does a " contamination event that restricts access" mean?

g;

3 Response:/ ontamination-events that restrict access are (1) spills orC

other types of accidents involving radioactive material that result in

elevatedlevelsofradiationfromspreadablecontaminationpand(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

hJditional controls to minimize radiation exposure from the

contamination,'

np

3 241V The contamination area is unduly restrictive. It 'makes no

distinction about the source of contamination or efforts to remove it.

ospitals,either restrict the definition of a contamination event,SK FtJT

exclude contamination from contaminated patients, or exclude temporal-

extensions of. restricted areas beyond what would normally be necdssary

allowing a more deliberate pace of decontamination.

18
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I
gjfResponse: The reporting requirement has been clarified to indicate that

the contamination must be unplanned, however, the NRC does not agree that
.

-the term " area" is too restrictive.

s cN
j ge" ~

.V
y 11,37.' The propos;d regulation places an unnecessary burden on the licensee

.
-

,

with r(stricted areas. Low action levels for contamination /whole body

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

radioactive decay. - Hence individual and collective radiation exposures

may increase,

kResponse: The reporting requirements do not relieve licensees from their

responsibility to maintain radiation exposures as low as reasonably achievable.

The NRC agrees that waiting longer than 24 hours for isotopes to. decay is

racceptable'if a significant reduction in activity will result. The final

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 of waiting for several days or weeks for isotopes with longer

half-lives to decay is questionable. In these cases, a 24-hour report is

warranted,

\ %,,bwe. cal9
i tify the NRC within 24 hours needs to be more

A-]6'.,Therequrementtono
quantitative. Specific levels of contamination should be stated.'

'ji Response: The-hazards posed by radioactive contamination vary depending
on .the activity of the contamination, the chemical and physical form, the

19
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normal conditions of the contaminated area, and other factors. Thus, specific

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

NRC agrees tnat if the amount of licensed material involved is not 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 li 20.1001 - 20.2401 of part 20 for the

material,

p3 6aT9 /
k27kSIntence2ofparagraph1intheIiscussionunderContamination '

Events states that the " requirement- s intended to cover events that

cause accidental contamination in excess of the radiological conditions

- normally present{f This standard is markedly more restrictive than the

proposed standard and is inappropriate.

.kResponse: The NRC agrees with the comment. The sentence is misleadingi

.pnd has been deleted from the discussion.

gpeb
R% 36.VThe rule should allow for-planned activities such as maintenance or

decommiss:ening that would result in restricting acces,s.
_

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

that it applies to unplanned u itamination only.

-

20
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3 39. It-is not-clear ' rom the rule that restriction of access includes

changingprotocolssuchasadoptingextraprotectiveclothing.,[ee[to-
j;-

provide more guidance. 'jg1,

7

$ Response: Requiring additional protective clothing or otherwise

increasing radiological controls as a result of a contamination accident

is significant. The final rule has been clarified to indicate that

imposing additional radiological controls is considered to be a form of

restricting access,

s b . L c mro t nb '' bad Pt' 3 /~kW bi

s
f 46. ,4 Allow dicenseesAto have contaminated restricted areas in excess of..
,

24 hours provided employees do not receive exposures in excess of the

regulatory limits and no releases are being made to unrestricted areas or

the environment.

Y Response: Licensees have been and still are allowed to have contaminated

areas in excess of 24 hours if the contamination is controlled and any

delay in removing the contamination is' justified. This rule would only'

- require licensees to inform the NRC of the contamination accident.

,i

g , hg[lin't9 b 8
I f. Change the time-for loss of access f rom more than 24 hours to moref

+

.

than one working day.

21
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3 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 g
b '

, \% ,C:f~, e o\'i
.M,AI.VGuidance is needed concerning reports to be made by licensees when a

radiographer's pocket dosimeter is discharged beyond its range,

y Response: A 24-hour report would not be required by this rule if a
'

pocket dosimeter is discharged beyond its range. 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. - d d[.,

#l;&Ya~x 6
.sk, h(Sn,q M yi{gp[ 6. W h/n /

s 'ji ,43.-
y9N

'
.

rding 1s not clear. Use the.last paragraph on page 19891 (column.

M g'y. -3) of the Federal Register Notice.

Lid k rnmq N s M li 5 6 f 0 1-)S cjo')

g Response: The reporting re_quirement has been rewritten in a format
similar to the discussion in the proposed rule.

-

22
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c

h.44.V Events should not be reported unless they result in exceeding some

-existing limits. Either specify some limits or drop-the requirement.

% Response: The i:RC agrees. The reporting-requirement has been revised to

indicate that, in order for a safety equipment related event to be-

reported, the equipment must also be necessary to prevent releases in
'

excess 'of regulatory limits.

.

%\$, o# g e W ,
3,M.Voeletetheword"needed"attheendofthefirstsentenceof530.50

(b)(2)andreplaceitwiththephrase"requiredtobeavailableand

operableh.

Response: The criteria has been reworded in the final rule.

a
D , Q cg $ ^ v. ;$e ,!

,

} 4(.Y As currently written this section could result in large numbers of
reports on the malfunction of such equipment as portable survey

~

instruments, respirators, fire extinguishers, or even flashlights.

i

-kResponse: The repor' ting requirement has been reworded to clarify what

equipment malfunctions are reportable. Equipment that is covered by the

rule must be necessary for one of the safety functions specified. In

h other words, )it neededto(1)preventreleasesexceeding *
=~

regulatory limits,.(2) prevent exposures to radiation and radioactive

materials exceeding regulatory limits, or (3) mitigate the consequences

of accidents that could result in major property damage, widespread

23
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contamination outsCe of controlled areas, and fatalities or serious

injuries requiring medical treatment.

3'
.n i

,

O''g$

Q 4T.Y eterminations by licensees about whether equipment failures areD

reportable should be limited to realistic' scenarios in order to avoid a
.

significant nunber of unnecessary reports.
.

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

evaluate whether the function, or the availability of the function of

safety equipment, was required when it failed,

P i 56 P N?y Gq W 3c\ p 0
q A8'. "The third example on page 19892 ioncerning radiography equipment

'

_n
conflicts with the notification requirements in 5 34.30.

k Response: The NRC does not agree that there is a conflict with 5 34.30.

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

_ addition to the 30-day written report required by 5 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.

24
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o4.

%[149.MStrict interpretation of the rule indicates that every stuck shutter
0

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

expc:ure 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 expased radiation sources,'the HRC 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 po2ventative

measures are taken before more serious incidents occur.

s'.

4, 0 0' p G
,

JF.hpecify what is meant by the word "needed" and wha + severity of

potential event does the equipment protect against?'

^/y

_pResponse: 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

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 rule has been reworded to clarify the types

of events that safety equipment must protect against.

25
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$ 51',' What is meant by " uncontrolled releases of radioactive materia 1{p

pResponse: The'NRC's intent with the use of the term " uncontrolled
releases of radioactive material" was to refer to unplanned accidental

releases exceeding regulatory limits. -This has been- clarified in the

final rule.
,

-
.

- A, y '

M 52. YWhat is meant by the words " prevent overexposures to radiation, and
'

to mitigate the consequences of an accident $7j'

NResponse: 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 mitigate the consequences of an accident means

to minimize serious injuries and severe damage after an accident occurs,

:For example, a' sprinkler system would mitigate the severe damage that

could be caused.by a fire.

va*"M,b_. '

s
3 S3.YThe use of the word " automatically" is confusing and should be

deleted. Chang'e the last sentence to read "if redundant equipment which

performsth'erequiredfunctionisoperative('

J Response:1.The NRC agrees that the word " automatically" is confusing.
The term " redundant" is used to describe independent trains of equipment

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

26
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reliability. A manually operated backup to an automatically initiated

safety system would not be considered redundant.

y:s puse4 ''
A4'.VEquipment failures reported under G 34.30 should be exempt from this

(b b et
requirement sincp most incidents regarding radiography equipment failure

-

to .

*

are detected and resolved by the licensee usually within 24' hours.

/ Response: The NRC disagrees. The NRC must determine if there are .

aeneric design defects that require prompt warnings and corrective

actions by the equipment manufacturer.

(b)(3) Personal-Injury Events 4
'

3\ s gya e j,
4 5S'. VThe degree;of personal injury has no bearing on the potential of the
a

radiation hazard and may result in reporting many incidents of no

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

The <urren{ POSCO
TX C

sutures where the radiation component may be insignificant.

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

treatment was not related to the contamination issue.

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

medical facility and the possible exposure of the general public to

radiation and radioactive contamination. In addition, there is always

the possibility that radiation may complicate the treatment of an injury,

27
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WNotification should only be required if contamination of the j
-

individual or treating medical facility exceeds NRC regulatory limits,

license limit;, or NRC unrestricted release limits. What is a
Iradioactively contaminated individual?

jResponse: A radioactively contaminated individual is a person who has
loose surface contamination, that can be detected'by standard methods, on

their clothing or on accessible portions of their body that can be spread

to other individuals. No threshold or contamination level related to

sgulatory limits has been provided because NRC is concerned about all

contamination and not just contamination above a certain level.

g (pM cM
d.\ Change the word " rendered" in the last sentence to the word

"requi regA"/ ,

TOResponse: Although the statement has been deleted from the rule, NRC is
-o

- concerned about what-was actually done to the contaminated individual.

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

' the radiation hazard,

3jt,g e d ;n

|Q 58' YThe 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?

28
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(Rasponse: .The NRC was attempting to minimize reports.of insignificant
-events such as a licensee technician accidentally puncturing his hand

with a syringe'containing a - radiopharmaceutical. Although many licensee
-

facilities have provisions for controlling the spread of contamination,

the NRC has-reconsidered its position and decided not to exclude

licensee-maintained medical facilities treating superficial wounds from

this reporting requirement. The rule has been appropriately revised. An

individual with a superficial injury could still spread significant

amounts of contamination around the medical f acility. In addition, very

few reports are expected even if superficial injuries are included.

MS
6'3 3 W

$50 VWe 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 ' 8 ib identss

in order to ensure that appropriate radiological controls are used and to

ensure that any medical ' consequences caused by the contamination are

properly addressed. .Since the exception for a licensee maintained

facility has been removed fiom the rule, the above question, rega ding

interpretation of the rule, is moot.

29
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(b)(4) ires and Explosions g

-35 3 ,g [
SON The most common type of explosions in medical, biomedical research,

and radiopharmaceutical operations involve screwcap vials or stoppered

test tubes-containing tissue samples with only traces of radionuclides.

Do these types of explosions have to be reported?
.

,

'

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

include smal' vials and stoppered test tubes as explosions. NRC agrees

that fires and explosions involving trace quantities of licensed material

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 in Appendix fl of Part 20.

-[e
S \ + Q p'#

, -

T

g hf.V .In the case of fires, the hazard of the fire may greatly outweigh-
the hazards of the release. There should be quantitative threshold

limits for licensees.

ijResponse: The NRC agrees that the fire usually poses the greatest

hazard. However, if a'significent amount of licensed material-is

involved, 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 intake because the NRC believes it is unlikely

30
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that an individual:would inhale or ingest more than 20 percent of the
.

material dispersed,

nbp"_3Q gro
] d.VA report should not be required if there is only superficial damage

to licensed materials.
'

4

6)1 Response: The NRC agrees.and the reporting requirement has been revised
-_4

to require no. report-if the damage to the licensed material or its

container does not affect the integrity of the licensed material or its

. container.

'.ggM
9^ ~ $3.\/ Retain a significant ~ dollar figure in the range of $10,000 for
' g , .,

-

.

property damage.

O Response: 'The NRC disagrees. A dollar figure-for property damage,
-u

regardless of amount, is not necessarily indicative of the hazard to the

.public: health and safety. Therefore, the dollar figure has been removed-
_

from.the_ regulations.

(c)WrittenReportsg
,

e

* Q u v4,ttrg ,

;.;g 5(.Y Licensee duplication of_ written reports prepared by NRC ' inspectors-

does not appear to be justified.
~

,
31
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g Response: The NRC believes that separate reports serve a useful function.
- -

The-licensee-is directly; responsible for the safety vperations of the 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
4

generally have-a different objective than licensee event reports.
_

,

- N" e < U '..
'

Pg\ g

- },g 65'. Personnel radiation exposure data mey at times be difficult to obtain.

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

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

to the licensee is required to be reported.

_(d) Criticality Safety in 6 70.50(a)(2)so

h
ga, Cerno s erd 5

'

.

'

|,66".\'The following nuclear criticality safety events should be _ included

in the rule as reportable events: Failure of a special nuclear material

concentration monitoring instrument or a f ailure of a moisture _ detection

instrument.
.

Respense: The NRC agrees.- An additional reporting requirement has been*

added to Part 70 to -immediately_ report any event that places special

nuclear material in a ' geometry unfavorable to criticality safety. No

additional requirements were added for monitoring equipment because the

rule. already requires reports of equipment failures under 5 70.50(b)(2),

32-
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The NRC is amending the reporting requirements in 6 20.403 an i'
,w

the new i 20.2202 which was published in the Federal Register in May 1991.

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
.

"

the development of this rule and their comments were incorporated as

appropriate.

Paragraphs (a)(3),(a)(4),(b)(3),and(b)(4)of620.403and

5 20.2202 dealing with loss of operation and cost of damage are being

deleted because the NRC telieves these criteria do nnt adequately 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 peblic or the environment. The same 1.

true for the cost of repairing damage, which may be high for reasons

unrelated to any potential hazard from licensed material. The deleted

. sections are being replaced with new criteria 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 changes 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 9 50.72. Part 50 licensees subject

33
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to the requirements in 550.72 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
h '

in 5 50.72 and if they possess material licensed under Part 30, 40, or v

70, they will be subject to the new reporting requirements.

The intent of these amendments is to require prompt reports (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
,w

of generic hazards to other licensees.IThe 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.

_ Immediate Notification g
,-

53u?,

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

notification" by_ material licensees. It is intended that licensees will

notify the NRC of incidents as soon as possible, but in no case later
y

than ,4 hours after discovery of a reportable incident. Four hours wasL-

used because many smaller material licensees do not have the capability
.

to quickly assess and respond to events 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.

'
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ControlofLicensedMaterialg

we
ThefinalrulerequireslicensegtonotifytheNRCassoonaspossible

but not later than four hours af ter 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 maintain and verify control of licensed material.

This was done to clarify what types of actions 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 the action. An innediate protective action

is- an initial action taken after a hazardous situation is identified to

minimize exposures to radiation or radioactive materials, or to minimize

releases of radioactive materials. Immediate actions would normally be

taken within fifteen 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

Q j/ hours) would be required. A normal delay in responding to an event such-d/;
s

as the time to drive to the site or the time to call the fire department

would not be reportable. However, once the responders are available and

able to do the job, any additional delay would be reportable.

35
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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 resh1elding the source to reduce a high

radiation field around the leak; a fire that prevents workers from

immediately securing a ventiletion 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,
p/ c, 4' \c et9 % i Ro,

Sections 20.403 and l' 20.2202"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 exceeded. This information is needed to assure the

Commission that adequate substitute actions are taken.

Because it is-difficult to establish a clear, generic definition of

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

report events that threaten to prevent immediate protective actions. The

NRC agreed with several commenters that it would be better to impose

reporting requirements for threatening events such as the bulging of a

filled uranium hexafluoride container by license condition or other

methods where clear definitions of specific-threats can be provided.

!

:
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Contamination rventsg

r

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

of discovering any unplanned contamination event that requires access to

the contaminated area, by workers or the pubde, to be restricted for >

>

more than 24 hours by irnposing additional radiological contrnis or "

prohibiting entry into the area. If a licensee discovers that an area"

nas unexpectedly been contaminated with licensed snaterial, the Lommission

expects the licensee to in' pose appropriate controls tn keep exposures and

releases 95lowasreesonablyachievable(ALARA)untiltheareacanbe

decontaminated. If controls beyond those required before the

contamination event are necessary for more than 24 hours, the Commission

expects the licensee to report the event.

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

for small quantities c; material or material with a shot c half-life, the
..

final rule has been revised / modified to exempt certain contamination events }

from the new reporting requirement.-- A report is now required if the access k

to the contaminated area is restricted for more than 24 hours, and the /[d )f
[q

,

1x
qudntity of material involved is greater than five tim?s the lowest annual S ;

& 1

limit on intake in Appendix B of the revised Part 20 (issued May _ , 1991)'l f )

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 reore the 20 percent of the material dispersed. The half-life

threshold of 24 hours was chosen because a significant amount of decay
fqlon%,
.[l o M % . would occur-each day and it is

}\bg & &
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l

unlikely that the area would need to be restricted for more than one
,

week. '

Reports of unplanned centamination everts that exceed the activity,

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

.ommission that contaminated areas are being decontaminated in a safe and
,

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

conditions that may lead to additional contamination problems.(Exampics

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 unrestricted shipping f acility to be locked up for

nore than 24 hours; and contamination from a leaking sealed source that
,

requires workers in,the area to wear additional protective clothing for
,

<

pore 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 was

prohibited for two days to allow the material to decay, no report would' i

be required. In addition, if the leaking source discussed above

contained only 500 microcuries of cobalt-60, no report would be required

because five times the annual ' limit on intake of cobtit-60 is 1,000

microcuries.

,

'

.
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SafetyEquipmentfailure[ij

1he final rule requires licensees to report within 24 hours of

discovery any event in which equipment is disabled or fails to function

as designed if (1) the equipment is required by regulation or license

condition to prevent releases and exposures exceeding regulatory limits,

ortomitigatetheconsequencesofanaccident,ar$o(2)theequipmentis

required ) be available and operable when it is disabled or f ails, nid

(3) no redundant equipment is available and operable to pe-form the

required safety function when the failure occurs. This reporting 3

requirement includes equipment failure, equipnent damage, and procedural
.

errors which cause equipment to fail or be disabled.

The final requirement his been rewritten and clarified in several
,

ways. Only equipment that is required by regulation or license condition

is covered by the rule, furthermore, the equipment must be required to

prevent releases or exposures exceeding regulatory limits. The accident

consequences to be mitigated by the equipment include major property

damage, widespread contamination of uncontrolled areas, or fatalities or )

serious injuries requiring medical treatment. The following are examples
3

of reportable events:

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

condition that allows a door to an area to be opened when high

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

39 ..
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.

operations. This bypass could result in either releases exceeding

regulatory limits or exposing personnel to levels of airborne

radioactive material exceeding regulatory limits.

3. Failure of equipment or shielding materials required by regulation

or license condition to shield radiation sources.
4

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
i

function of required safety equipment has been lost, the licensee has- q

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 equipnent failures that may

require prompt action to prevent similar problems at other licensed

facilities.

I

I
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personal Injury Events
,

The final rule requires licensees to report within 24 hours of

discovery any event that requires unplanned tredical treatuent at a

medical facility of an individual with spreadable radioactive

contamination on the individual's clothing or body. This % formation is

necessary to assure the Ctanmission that appropria'e actions have beent

taken both to control the spread of contamination and to perform bny

necessary decontaminatinn. 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 medici1 treatments

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

exemption for first aid at a licensee inaintained inedical f acility for a

superficial injury was deleted because the HRC agreed with corranenters

that a significant contaminotion event could still occur even if the

injury was only superficial and the medical facility was licensed to

handle radioactive inaterial. The NRC does not expect that deleting this

exemption will result in numerous reports of iiisignificant events such as

a medical technician accidentally puncturing his hand with a syringe

containing a radiopharmaceutical occause no report would be required if

spreadable contamination was removed before first aid was rendered.

41
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fires and Explosionsj,
;(

? .

The final rule requires licensees to report within 24 hours of

discovery any unplanned fire or any 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 f
'

specified in Appendix B 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 Se required to verify survey results and establish

radiological controls for *ecovery 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 affects 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 ,

L
,

42
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imediate protective actions were prevented, but the licensed material or

- its container sustained damage that affected the integrity of the J

licensed material or its container, a 24-hour report would be required.

ff within 24 hours of discovering the fire or explosion, the licensee has4

not verified whether any reportable damage occurred, the licensee must

act conservatively and report the ever,6.
.

Criticality Safety Events ,s
v-

w.#

I

In response to a suggestion by one connenter, an additional

teporting requirement has bsen added to the final rule that requires Part

70 licensees to report as soon as possible after discovery any. event that
,

places special nuclear material in a geometry unfavorable to criticality

safety. The NRC believes that this additional requirement clearly is

appropriate and that requesting additional public conrnent is not

necessary. This information is needed to assure the Consnission that

appropriate action is.taken to place the naterial in a safe geometry.

Prompt action may be required to correct unsafe conditions that could

,.

result in a criticality accident,

t

43



_ _ - ____ _ .

.

.

_

orical Exclusion

.. determined that this final rule is the type of action

.s cribed in categorical exclusion 10 CFR 51.22(c)(3). Therefore,

neither an environmental impact statement nor an environmatal assessment
'

has been prepared for this regulation,
(,

Paperwork Reduction Act Statement

4

.

This final rule amends information collection requirements that are
'

subject to the Paperwork Reduction Act of 1980 (44 b.5.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 ;

'

estimateo to average 4' hours per response, including the time for
,

reviewing instructions, searching existing data sources, oathering and

maintaining the data needed, and completing and reviewing the collection

of information. Send connents regarding this burden estimate or any

44
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gitten Report (;;)
1

1- ;

lE The requirement for a written report in the final rule is identical

id\' proposed rule except for a minor clarification that a report prepared

pursuant to other regulatiuis may be submitted to fulfill this

requirement if the substituted report contains all of the necessary

information and the appropriate distribution is made,
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,rittenPeportgW '

[_,
_

..

! ',nThe requirement for a written report in the final rule is identical

to\' proposed rule except for a minor clarification that a report prepared

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.

g n: ffT %
'Environmental Impact: Categorical ixclusion

,

t

t

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
V' E' I x v Ir ,3has been prepared for this +egulattom l h t

(2

Paperwork Reduction Act Statement

' This final rule amends information collection requirements that are
,

subject to the Paperwork Reduction Act of 1980 (4411.S.C. 3501 et seq.).o

These requirements were approved by the Office of Management and Judget

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

Public reporting burden for this collection of information is
%u

estimned to average ,4" hours per response, including the time for

reviewing instructions, searching existing data sources, gathering and

maintaining the data needed, and completing and reviewing the collection

'of information. Send comments regarding this burden estimate or any'

i

n
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.

Other aspect of this coller. tion of information, including suggestions for

reducing this burden, to the Information and Records Management Branch

(ItNBD-7714), U.S. Nuclecr Regulatory Commission, Washington, DC 20555;
R(svto t 9 j M R,i % .

and to the Paperwort-Heductkonf f d s' o f IN Y M h M < 4 Nnn +[fkeR o Wh
Project-fS150-0014731 W-001+,-3H O-0020 j

p r o - * t , a i,M n t ) *) I t M - b o % /i

and31500009), Office of Hanagement and Budget, Washington, DC 20503. [
~

9 e 0 8 - J e 19
'

Regulatory Analysis

hv
The Cocunission has prepared a draft'yregulatory analysis on- thisn

him.
proposed regulation. The analysis examines the costs and benefits of the

.

g

alternatit,*s considered by the Commission. The Commission requested

public comments on the draf t regulatory analysis, but no comments were
we < L

received. No changes to the draf t regulatory analysis are considered

necessary, so-a-new regulatory analysis /haLnobbeen-prep /t 5 l W %|M*n/'[$coillM!< dm!l s 6 d S v' ? t /
ared for_thL

C, .inal,1 u thd c|mnThe draft < analysis is available for inspection in the
AAsfy r

f ru1e.
~

Grswuwg g
NRC Public Document Room, .1220 L Street, NW (dower level),p

b
Washington, DC.

Regulatory flexibility Certification

As required by the Regulatory flexibility Act,[5 U.S.C. C05(b)), they e

Commission 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, 40,

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

institutions, and industrial entities. The final rule is being 1ssued in

order to reduce misunderstandings by material licensees and to clarify

45
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.

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 reporting requirements are essentially the same as the

current reporting requirements, 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
g ha

required because the amendments do not contain any provisions which would

imposebackfitsonlicenseesasdefinedini50.10((a)(1).

<

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

-10 CFR PART 20

Onadon\ punt
Byproduct material,VLicensed material, Nuclear materials, Nuclear

power plants and reactors Occupational safety and health, Packaging and

containerg Radiation protection, Reporting and recordkeeping
. - - . .

,4 ,' requirements, Special. nuclear material, Source materi.al, Waste treatment-

and disposal. ,

a
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10 CFR PART 30 j

n\e m Bas .

, se t v a ;

Byproduct material,# vernment contracts, Intergovernmento! |00
s

relations, Isotopes, Nuclear materials, kenalty) Radiation proaction.
1

,.. .

Reporting and recordkeeping requirements. \o ,

o \\ O !.

Fi9 10 CFR PART 40

g#. & ,

[ Government: contracts.Hazardousmaterials-transpo'ation, Nuclear
t

materials,h..enaltylReporting and recordkeeping requirerrents, Source

g toh e'3material Uranium.- '

, .S ,

.n
-Aq'isd

x[o.d'p.h ' 6'4 L 10 CFR PART 70
ca p

y $D

[lazardous inaterials-transportation,'Nuc'iTar materials, packaging and

containers, N b y, Radiation prote: tion, Reporting and reccrdkeeping
- L

: requirements, Scientific equipment, Security measures, Special nucleir.

material.

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, 40, and 70.
i

4

^
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PART 20 - STAliDARDS FOR PROTECT 10ft AGAlliST 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, ,

,134,2201);jecs.201,asamended, 202, 206, 88 Stat. 1242, as amended,
'

'

-1244,1246(42U.S.C.5841,5842,$846).Nection20.408alsoissuedunderS

ecs. 135, 141, Pub. L. 97-425, 96 Stat. 2232, 2241-(42 U.S.C. 10155, 10161),

for the purposes of p'ec. 223, 68 Stat. 958, as amended (42 U.S.C.

2273); il 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 S'ec. 161b, 68 Stat. 948, as amended
f

(42 U.S.C. 2201(b)); and il 20.102,20.103(e),20.401-20.407,20.408(b), j

and20.409areissuedunder[ec. 1610, 68 Stat. 950, as amended (42 U.S.C.

2201(o)).
'

,

,

b20.403[ Amended]

2. In 6 20.403,4the semicolon and the word "or" following paragraph

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

word"or"followingparagraph(b)(2)areremovedandaperiodisinserted,
.

,

andparagraphs(a)(3),(a)(4),(b)(3),and(b)(4)areremoved.
.

43'i} ;J. Ini20.40,, paragraph (d)('2 isamendedb/revisingthearea
"

-C . . - - - -

)f1.fe~MW,jg.
g

,

^

_
-/g(codefor-thefootnoefromareacode20210areacoe-301,

,

t

e$gsif % _' ' -

-k}'
^ ~

--

t
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520.2202[ Amended]

3 /. In i 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" f ollowing paragraph (b)(2) are removed and a period is inserted,

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

PART 30 - RULE OF GEt4ERAL APPLICABILITY 10 DOMESTIC LICEtiSlf4G OF

BYPRODUCT MATERIAL

'h 5'. The author".y citation for Part 30 is revised to read as follows:
f

S
'I

Authority: Sec$81,8?,161,182,183,186,68 Stat.935,948,953,

954, 955, asamended,[ec.234,83, Stat.444,asamended(42U.S.C.P111,

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).

Section 30.7 also issued undei Pub. L. 95-601, [ec.10, 92 Stat. 2951
_

(42 U.S.C. 5851). Section30.34(b)alsoissuedunderSec.184,6Q:: Stat.
g

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 c. 223, 68 Stat. 958, as amended (.'2 U.S.C.

2273); $5 30.3, 30.34(b),(c) and (f), and 30.41(a) and (c), and 30.53 are
, y

issuedunderfec.161b,'68 Stat.948,asamended(42U.S.C.2201(b));and
4

55 30.6, 30.9, 30.06, 30.50, 30.51, 30.52, 30.55, and 30.56(b) and (c)

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

49
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L 30.8 [ Amended)

fh ,jd. In 6 30.8, paragraph (b) is revised to read as follows:

b 30.8 Information collection requirements: OMB approval.

.

. . . . .

(b) The approved information collection requirements contained in
''

this part appear in Lj30.15, 30.19, 30.20, 30.32, 30.34, 30.36, 30.37,

30.36, 30.50, 30.51, 30.55, and 30.56.

. . . . .

(-

(a ,I. A new i 30.50 under !'Re:ords, inspections. Tests, and Reports"

is added to read as follows:

6 30.50 Reporting requirements.

(a) Immediate report. Each licensee shall notify the NRC as soon
(,a

as possible but not later than 4' hours after the discovery of any event

that prevents immediate protective actions necessary to avoid expossres

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) Tuenty-four hour report. Each licenste shall notify the NRC

within 24 hours af ter tne discovery of any of the following events involving

licensed material:
,

(1) Any unplanned contamination event that:

(i) requires access to the contaminated area, by workers or the
p

50
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public, to be restricted for more than 24 hours by imposing additional

radiological controls or by prohibiting intry .to the area [ and t

(11).igvulvesaquantityofmaterialgreaterthanfivetimesthe
lowest annual limit on intake specified in Appendix B of 66 20.1001-20.2401

of10CFRpart20forthematerialiand ,e

(iii) fjas 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) Any event in which equipment is disabled or fails to function

as designed when:

(i) ,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

consequencesofanaccidentfand- &'

(11) jhe equipent is required to be available and operable when it

is disabled or fails to function,*,and|

| (iii) no redundant equipme is available and operable to perform
|

*

i the required safety function.

(3) Any 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) Any unplanned fire or' explosion damaging any licensed material

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

(1) jhe quantity of matettal involved is greater than five times the
lowest annual limit on intake specified in Appendix B of $6 20.1001-20.2401

of 10 CFR part 20 for the w! trial,' and
-
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(ii) the damage affects the integrity of the licensed material or its

container.

(c) Preparation and submission of reports. Reports mode 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.1 To the i

extent that the information is available at the ti'ne of notification, the

information provided in these reports must include:

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

(11) 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 available.

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

paragraph (a)-or(b)ofthissectionshall-submitawrittenfollow-upreport >

within 3G 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 D of 10

CFR Part 20. The reports must include the.following --

I The c mmerical telephone number for the NRC Operations Center is .

(301)951-0550.
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(i)-Adescriptionoftheevent,includingtheprobablecauseand i
l

the manufacturer and model number (if applicable) of any equipment that
I

failed or malfunctioned; )
(ii) The exact location of the event;

i

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

the licensed material involved;
,

!(iv) Date and time of the eventt

(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 5 30.50 do not apply to licenseet subject to

the notification requirements in i 50.72. They do apply to those Part 50 q

licensees possessin9 material licensed under Part 30, who are not subject ;

to the notification requirements in l-50.72.

.

PART 31 - GENERAL DOMESTIC LICENSES FOR BYPRODUCT MATERIAL

,

4[.TheauthoritycitationforPart31continuestoreadasfollows:

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

(42U.S.C.2111,2201,2233); secs.201,asamended,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).,

Forthe-purposesofsec.223,68 Stat.958,asamended(42U.S.C.

. L 2273);66310c)(1)-(3)oo(s)-(9).318(c).31io(b).eno3221<8).
,

r

| (c),and.(d)areissuedundersec.161b,68 Stat.948,asamended(42U.S.C.

53

_ . _ . . . ____.___ _ . . _ . _ . _ _ . . _ . _ . _ . . _,. _ _ _ . _ _ . , . _ , _ _



_ _ _ _ _ - - - _ _ _ - - - . -_ .

d

..

.

s ,
'p

2201(b); and il 31.5 (c)(4), (5),\ (8), and 31.11(b) and (e) are issued I

under sec. 1610, 08 Stat. 950, as amended (42 U.S.C. 2201(o)). ,

.)'"631.2[ Amended) g 4 9 q /pi,3 y n 3 " 4 O''d/,,
i.; ou 'd ge gy,,gn fi o n 4 thm @M3
W h o s e nd o 3 0,50 '|

t p , in i 31.?, paragraph (a) i h revised to-read es-follows:

/
5 31.2 Terms and condJltions. ~ ~-

| / s'
/ (a) Thu geneyd'l licenses provided in this part are,sutiject to the

provisionsof)J30.14(d),30.34(/a) to (e), 30.4}, 30.50 to 30.63 and Parts .1
<

/ -

,

i.( - 19 , . . . . . . ..
_ _ .

-'

|
t

i31.8[ Amended) it,

30.6b''%
UN'/o}O

,

e h00CYOi ym
# hb

I}D. In i 31.8, paragraph (c) is$ev4ced-to+ead.as.foilows

,
- - . ,

-

- . - - - . . . ~ . . .-,.

(' l 31.8 Americium-241 in the form of calibration or reference sour b
i

* * * *
,

(c) The ge oral 1icense in para raph (a) of thi section is subject

i to the provisi ns of il 30.14(d). 0.34(a) to (e), and 30.50 to 30.63 of
~

- \

\ this chapter, and ...
\

# * * * *~
%. - ..

_

Q

s

!

!
|

|
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PART 34 - LICENSES FOR RAD 10GRANiY AND RAblATION SAFETY REQUIREMENTS FOR !

RADIOGRAPHIC OPERATIONS

i
,

@, ) p ') d The authority citatica
for Part 34 continues to read as follows:

i

u-

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

Q amended. (42 U.S.C. 2111, 2201, 2232, 2233); sec. 20), 88 Stat.1242, as *

~[ amended (42U.S.C.5841).
q

I Section 34.32 also issued under sec. 206, 88 Stat. 1246, (42 U.S.C.4;/
h1 5846). _,

!

i[. for the purposes of sec. 223, 68 Stat. 950, as amended (42 U.S.C. f

6934.22, 34.23, 34.24, 34.25 (a), (b), and (d[. 34.28, 34.29, 34.31 p t |N
cwb CD) +

o- ,(a),(c),< .(d}g34.41,34.42,34.43(a),(b),,
(a)and(b),34.32,34.

.
.

,

and (c), and 34.44 are issued under sec. 161b, 68 Stat. 948, as amendedc-
t

$<_ (42U.S.C.2201(b));andll34.11(d),34.2Oc)and(d), 34.26,34.27,34.28(b), i

fg 34.29g34.31(c), 34.3((b) and (e), and 34.43(d) are issued under sec.
V 1610,68 Stat.950,asamended.(42U.S.C.2201(o)).

_

_ ,

gehf 960- '>N ' * i

cS k j o.e .

,

i34.30[ Amended] e
e n '' .

m ep\ e

w je

$5 In 5 34.30, paragraph (a) s-rev4 sad 40-read-as fonowsy.

, - ~ ~ - .
_

"'~~P-~
'f34.30 Reporting r quirements. - - . . ~ . _

report ng requireme is specified in 5 30. 3>
50;

-

(a)Inadditinto' tnt ;

a'hdynder other sections of; this hapter.. _..
~ ~N+,

_ _ _ _ _ ,__ _. _
; , fe s * s

.

,

-
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PART 39 - LICENSES AND RADIATION SAFETY REQUIREMENTS

FOR WELL LOGGING

k
13. The authority citation for part 39 continues to read as follows:

7

.

Authority: Secs. 53, 57, 62, 63, 65, 69, 81, 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); fees.201,asamended.

202, 206, 88 Stat. 1242, as amended, 1244,1246(42 U.S.C. 5841, 5842,

5846).

Forthepurposesof[ec.223,68 Stat.958,asamended(42U.S.C.

2273);Il39.15,L551i7)39.31-39.51,39.61-39.77 are issued under sec.

6 161b, 68 Stat. 948, as amended (42 U.S.C. 2201(b); and 66 39.15, 39.33 -

39.43, 39.61 - 39.67, 39.73 - 39.77 are issued under sec. 1610, 68 Stat.

950 as amended (42 U.S.C. 2201 (o))- j ,r b
h\ b\)N is 3 0

q pg, eb pi39.77[ Amended) a@4 $. g#3 go6% g hod
t(7 o.y 0 D ydoie as

"i h 1/. .., 6 39.77, paragraph (b)dCrevi edereadds3fo41owsy<
'

jp- , ,
--- __ ,,

j $ 39.77 Notificati n of incidents and lost sources, abandonment proceduPess

/ } \
/ 'for irretrievable ources. 1

'

I ,/ .. . . . ,
1

.'M i.e licensee shall notif the Commission'of the theft or loss of\- .

N
}radicastivematerials,radiationoverexposures,excessivelevelsand

/ - _
-- , - _,

x. . . .

.. . - . . ..
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* .
;

|..

. - . . - - - . . -

;
- -

..-
_ ,

.

,
,

(concentrationsof-radia on, and ce ainotheraccidjitsasrequiredby.
il20.402,20.403,20.I405, and 30.5 ofthischaptdr. ;

* . . . .-
'~~~'

;. . . _ - -

'

PART 40 - r0MESTIC LICENSING OF SOURCE MATERIAL
i

|Y) . The authoHty citation for Part 40 is revised to read as follows:
|

I*

)15.

,

Authority: Sees. 62, 63, 64, 65, 81, 161, 182, 183, 186, 66 Stat.

932, 933, 935, 948, 953, 954, 955, asamended,[ecs11e(2),83,84, Pub, i

L. 95-604, 92 Stat. 3033, as amended, 3039, sec. 234, 83 Stat. 444, as

amended (42U.S.C.2010e)(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); fees.201,asamended. 202, 206, 88 Stat. 1242, as amended,
1244,1246(42 U.S.C.5841,5842,5846);/ec.375,92 Stat.3021,asamended j

by Pub. L. 97-415,96' Stat.2067(42U.S.C.2022).
.

Section 40.7 also 1 sued under Pub. L. 95-601, fec.10, 92 Stat. 2951

40.31(g) also issued under Mc.122. V Stat. 'k
(42U.S.C.5841), c

939(42U.S.C.2152)_Section40.46alsoissuedunderfec.184,68 Stat. ,

-954,asamended(42-U.S.C,2234). Section 40.71 also-issued under Sec. |
.

187c68. Stat. 955 (42 U.S.C. 2237).

- For the purposes of [ec. E23, 68 Stat.' 958, as amended (42 U.S.C. ,

"

2273);-il 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[ec.161b, 68 Stat.

948, as amended (42 U.S.C. 2201(b)); and il 40.5,40.9,40.25(c),-(d)(3), '

I
and (4), 40.26(c)(2), 40.35(e), 40.42, 40.60, 40.61, 40.62, 40.64, and

L40.65areissuedun' der,Iec. 1610,68 Stat.950,asamended(42U.S.C.2201(o)).- i

,

I
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% , q ''5 g 40'4% 1 * I',
,

s

N'u o q0. %o
'

,

ed ;a es.go
y.4 (q 9,f ,. n'- t/'i40.8[Ar.iended) s :

pa ><d*4Me J
,

vQ We',, o,, q o ' gg$1g gn
,

d>,' )[. In i 40.8, paragraph (b) is Yrevised-to rea', asJollows:-f[ (i g
g ),,,,, " { . r'^ M t - (

w
f..-_.__.___._. 4; g

Ii46.8Informationcollectionrequirements:
:OMB approval. ~~N. ,N '

N- . * * . *

(b) The approved i ormation enllecti requhements ontained in

\this part appear in il (0.25, 40.26, 40.31 40.H . 40.42, :0.60, 40.61,

40.64, 40.65, and Appendix A. ,

%%.
- - _.--._ ~.-.- .. _ . _

g 40.26 , .'
-

. . . .

f4o).c[Amendedl ' Ton e nd < A #% ,r. m m,3 ,

u y 9,)u s ,

'. 40 d 41A ui c) i t tjpg y -'

\[t f W 1' ( Y g l'L/ p p h 6 H tg t; d it s''p ' U h +

IA. In i 40.26, paragraph (c)(l', is Ev hed-to-ceed-as fo110ws N .

,-

~ ~.
.

,

* "% j

gib.26 General ~11cente for possession and storage of byproduct materialN-s. i

-/
'\

<
'

asdefinedinthisp/ 7art.
/

/ L. ., . . .

I i '

I (1) The provi ions of part 19, 2 , 21, and il 40.1, 40.2a, 40.3, 40.4,, !
( /

'

\ 40.5, 40.6, 40,41, 40.46,'40.60, 40. 1, 40.62, 40.63, 40.65, 40.71, and
4 -

1

\ 40.81 of Part 40 of this chapter; and

[#3 y S M h N . . . # . .-
-/- .

- - - ~'~ ~/ __, - -

| | . ')* ,L A-

;p,} ) . A new $ 40.60 under(" Records, Reports, and Inspections,*'is added
.

/(# .to read as follows:
.

,

f

4
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6 40,60 Reporting requirements.

(a) Immediate report. Each,1icensee shall notify the NRC as soon
y e, ,

as possible but not later than .4 hours af ter the discovery of any event ,

,

that prevents intnediate 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-f our hour report. Ecch licensee shall notify the itRC

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

licensed material:

(1) Any unplanned conte.mination event that:
,

-(1) Jequires access to the contaminated area, by workers or the public,
a

to be restricted for more than 24 hours by imposing additional radiological

controls or by prohibiting entry into the are[,'|and4 '

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

e
annual limit on intake specified in Appendix B of $$ 20.1001-20.2401 of

10 CFR Part 20 for the material,' hnd
}

(iii)-il.,as 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) Any event in which equipment is disabled or f ails to function

as designed when:

(1):-the' equipment is required by regulation or license condition to
9

prevent releases exceeding regulatory limits, to prevent exposures to radiation

and radioactive materials exceeding regulatory limits, or to mitigate the-

consequences of.an accident andg
, ,

1
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'
!

i

(ii),theequipmentisrequiredtobeavailableandoperablewhenit
? '\.

is disabled or fails to function,# !and
)

(iii) 30 redundant equipment is available and operable to perform
f

the required safety function.

(3) Any event that requires unplanned medical treatment at a medical

facility of an individual with spreadable radioactive contamination on i

the individual's clothing or body.

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

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

(1)ghequantityofmaterialinvolvedisgreaterthanfivetimes,

the lowest annual limit on intake specified in Appendix B of li 20.1001 20.2401

of 10 CFR Part 20 for %a t. .eriaI/,nd

(ii)gedamageaffectsthef[tegrityofthelicensedmaterialor
its container.

(c).preparationandsubmissionofreports. 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,I 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)- TFe exact location of the event;

.

I The commerical telephone number for the NRC-Operations Center is

| (301)951-0550.

/
'
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4

r

(iv) The isotopes, quantities, and chemical and physical form of :

the licensed material involved; and
L

(v) Any personnel radiation exposure data available.

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

. paragraph (a)or(b)ofthissectionshallsubmitawrittenfollow-upreport

within 30 days of the initial report. Written reports prepared pursuant

to other regulations may be submitted to fulfill this requirement if the
,s

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 Commissior, Document Control Desk, Washington, DC 20555, with- j
,

a copy to the appropriate NRC regional office listed in Appendix D of 10

CFR Part 20.- The 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; j

(iii);Theisotopes, quantities,andchemicalandphysicalformof ,

the licensed material involved; j

(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 5.40.60 do not apply to licensees subject to

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

licensees possessing material licensed under Part 40 who are not subjectt-
|-

| to the notification requirement' in b 50.72.
.

61
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FART 70 - DOMESTIC LICENSING OF SPECIAL NUCLEAR ttATERIAL
,

y,
197

)9. The buthority citation for Part 70 is revised to read as follows:

nuthority: Secs, 51, 53,161, IU 183, 68 Stat. 929, 930, 948, 953,

954, _as amended,[ec. 234, 83 Stat. 344, as amer.utd (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, (42 U.S.C. 5841, 584;, 5840, 5845).

Sections 70.1(c)and70.20a(b)slsoissuedunder,Iecs. 135, 141, Pub.

L. ' 97-425, 96 Stat, 2232, 2241 (42 U.S.C.10155,10161).fsection 70.7

also issued unde" Pub', L. 95-601, sec. 10, 92 Stat. 295' (42 U.S.C. 5851).-

Section70.21(g)alsoissuedunderfec.122,68 Stat.939(42U.S.C.2152).
Section 70.31 also issued under [ec. 57d, Pub. L. 93-377, 88 Stat. 475

L(42U.S.C.-2077). Sections 70.36and70.44alsoissuedunder/ec.184,

'68 Stat. 954, as amended (42 U.S.C. 2234). Section 70.61 also issued unoer

[ecs.186,17,68St;t.955(42U.S.C.2236,2237). Section 70.62 also "

issued under,sec.-108, 68 Stat. 039, as amended (42 U.S.C. 2138)..

For the purposes af 5'ec. 223,'68. Stat. 958, as amended (42 U.S.C.

.
2273); 69 70.3, 70 3(C %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),
-

70.42(a')-and_(c),70.56,70.57(b),(c),and(d),70.58(a)-(g)(3),and.(h).(j)-

are i'. sued under ec. 161b, 68 Stat. 948, as amended (42 U.S.C. 2201 (b));

-5570.7,-70.20a(r.)and(d),70.20b(c) Land (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)areissuedunder/ec. 1611, 68 Stat. 949,

as amerded (42 II.c.C. 2201(1)); and $$ 70.5, 70.9, 70.20b(d) and (e), 70.38,

62
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. 70.51(b) and (i) 70.50, 70.52, 70.53, 70.54, 70.55, 70.5((g)(4), ( k),

and (1), 70.59, and 70.60(b) and (c) are issued under fec.1610, 68 Stat.

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

in
o9o,50

670.8[ Amended] o.d W 'o
p e r.h t hd "W ' q n p@ho,gl[h

3-

g,

[. In 9 70.8, paragraph (b) is revised-to end-as-fol.lowsG

.,
~~-~~--

/670.8 Inforc,* tion collection requirements:
,. -

OMB approval.
'

* * * * -\j*

' * ,

(b) The approv,ed information collec on requireme#nts contained in

70.22,70.24,70.32,Nthis part appear n il 70.19, 70.20a, 7 .20b, 70.21

0.33, 70.34, 70 38, 70.39, 70.50, 70. 1, 70.52, 7 .53, 70.57, 70.58, 70.59, f:
, ;

id 70.60. /'

,

'

!L * * * * * n~ ~ ~ ~ ~ ~ , . . -
~ . - _ . . _ _ . . . _

, gO3'
.

-
,

| ).. g(A pgh o"
5J76.19[ Amended] ghtf3 q [O'

Y O de pa *- 0 '1 0'" '

p tg 'oG. Uos
N P,[.. In 5 70.19,Vparagraph (c) is revised to read as follows:

_ _ _ . _ - . ~ . _ . . _ _ . _ _ ,

General'11 cense for calibration or reference sources'. N\,
s
's* * * * *

N
(c) The general license in paragraph (a) of this section is subject \,

\ b
f to the provisions of.66 70.32, 70.50, 70.51, 70.52, 70.55, 70.56, 70.61,

,-

,.

' 70.62, and 70.71, and to the-provisions of Parts 19, 20 and 21 of this
| s.' NL ~-~. . , -

-;- | _ - . _ ,

m
,/

*
.

L
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be In addition, persons who receive title to, own, acquire, deliver,r. j

receive, possess use or transfer one or more calibration or reference sources /
( /
\ pursuant to this general license: /,
:g

- -s s . s s,s y
-

,

/ %
%'N~~.- '.. ,

.. ,_ , , , ,

'
P f'. A new 6 70.50 under b pecial Nuclear Miterial Control, Records,(
f u .

ReportsandInspections9isaddedtoreadasfollows:

6 70.50 Reporting _ requirements.

(a) Immediate report. Each licensee shall notify the NRC as soon

as possible but not later than [(hours af ter the discovery of any event
cut v

that:

(1) p events'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

mayincludefires, explosions,toxicgasreleases,etc.,)|jor t

(2) laces special nuclear material in a geometry Ebfavorable to

criticality safety.-

(b) Twenty-fnur hour Report. Each licensee shall notify the NRC
,

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

licensed material:

(1) Any unplanned contamination event that:

(1) requires access to the contaminated area, by workers or the public,
9

-

to be restricted for more.than 24 hours by imposing additional radiological
3

controls or by prohibiting entry into the area, andt
i

64
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_

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

y
annual limit on intake specified in Appendix B of $5 20.1001-20.2401 of

10 CFR Part 20 for the materiah, \ '
and

(iii) Jas 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) Any event in which equipment is disabled or f ails to function

as designed when:
-

(i) the equipment is required by regulation or licensee condition
=5

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,"|and_1 -

(ii) jpeequipmentisrequiredtob available and operable when it
is disabled or fails to function #, and

(iii) noredundantequipmeItisavailableandoperabletoperform
4 .

~

the required safety function.

D) Any 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) Any unplanned fire or explosion damaging any licensed material

or any device, container, or equipment containing iicrased material when ,'
x
~'

(i) ghequantityofmaterialinvolvedisgreaterthanfivetimes
the lowest annual limit on intake specified in Appendix B of $$ 20.1001 20.2401'

of10CFRPart20forthematerial;}and
_

'

(ii) the damage affects the integrity of the licensed material or

its container.

65
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(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 1 To the extent

(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 available.

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

paragraph (a) or (b) of this section shall prepare a written followup 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 D of 10 -

-. _ . _ _ . _ _ . - -- _ .

at the information is available at the time of notification, the j
s ~ --- . _ , . -

xinforta.ition provih d in these reports must include: _ FR Part 20. The
. _ . _ _ _ - _ _ - _ ._ s

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;

I The commerical telephone number for the NRC Operations Center is

(301)951-0550,
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(ii)-The exact location of the event;

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

the licensed material involved;

.(iv)Dateandtimeoftheevent;

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

ev61uations or assessments; and
.

(vi) The extent of exposure of individuals to radiation or to-

radioactive materials without identification of individuals by name,

(3) The , rovisions of 6 70.50 do not apply to licensees subject to

the notification requirements in 6 50.72. They do apply to those Part 50

licensees possessing material-licensed under Part 70 who are not subject

to the notification requirements in 6 50.72

Dated at Rockville, Maryland, this day of ,

1991.
For the Nuclear Regulatory Commission.

James M. Taylor C_
Executive. Director for Operations 4)

.
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