UNITED ETATES
AR REGULATORY COMMISSION

WASHINGTON | 20y




|
.,
:
f
;

NOTIFICATION INCIDENTS

Notification of Inciderts

Summary: The Nuclear Pegulatory Commission (NRC) is amending its regulations
to revise reporting requirements for source, bynroduct, and special nuclear
material licensees regarding incidents related to radiation safety. This
action is necessary to clarify what incidents at materials licensees are
significant enough to be promptly reported to NRC. This informatio: is needed
to assure the Commission that the licensee has taken appropriate actions to
protect public health and safety. The information is also necessary for the
Commission to evaluate significant safety issues which may require prompt NRC
action.

Effective Date: (30 days after published)

Sggglggggtarx Information:

Background: On May 14, 1990, the Commission published a Notice of Proposed
Rulemaking (55 FR 19890). The proposed amendments involved deleting repurting
requirements based on loss of use of facilities for a specific duration and
¢image n excess of & specified dollar amount, and replacing them with less
ambiguous reporting requirements more related to health and safety issues,
The proposed requirements covered inability to contro! licensed material,
unplanned contamination events, failure of safety equipment, personal injury
events, and fires and explosions. The comment period expired on July 30,
1990, Public comments received on the proposed rule were docketed and may be
examined at the Commission's Public Document Roum located at 2120 L Street,
N.W., Washington, DC.
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activate the NRC incident response center, or issue warnings of generic hazards

to other licensees. The final emendments for Parts 30, 40, and 70 are almost identical,
Therefore, the discussion that follows is organized by the type of requirement

ratner than by where it is found in the regulations,

;g!!diagg Notifigg&ign:

A period of 4 hours will be the maximum time allowed for “"immediate
notification" by material licensees., It is intended that licensees will
notify the NRC of incidents as soon as possible, but in no case later than 4
hours after discovery. This is consistent with some of the immediate
reporting requirements specified in §50.72 for power reactors., Four hours was
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

s - ller than the hazard posed by reactor events,

antrgl of Licensed Mgterig]:

The final rule requires licenses to notify the NRC as soon as possible but not
later than four hours after the discovery of any event involving licensed
material that prevents immediate protective actions necessary to avoid

exposures to radiation or radicactive materials exceeding regulatory limits, or
releases exceeding regulatory limits. The pruposed rule was changed to define
immediate acticns in terms of overexposures and releases rather than actions
necessary to maintain and verify control of licensed material. This was done to
¢larify what types of actions warrant &n immediate report to the NRC.

The NRC expects iicensees 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. As fmmediate protective action is an
initial action taken afler a hazardous situetion 1s identified to

minimize exposures to radiation or radicactive materials, or to minimize
releases of radiocactive materials, Immediate actions would normally be taken
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within fifteen minutes of identifying the hazard, Although the NR(C does not
expect immediate reports of normal delays associated with sounding alarms and
responding to the site of the emergency, if alarms cannot be sounded or
personnei cannot respond, an immediate report would be required.

Examples of cases where an inmediate report would be required include: a toxic gas
leak near a radiography operation that prevents the radiographer from immediately
reshielding the source to reduce a high radiation field around the leak;

a fire that prevents workers from immediately securing a ventilation system to stop
a release of airborne radicactive material exceeding regulatory limits; and &
collapsed ceiling from an explosion that prevents workers from immediataly closing
o valve to stop a release of radioactive material exceeding regulatory limits,

Section 20,403 stil] requires reports of overexposures and releases exceeding
specified 1imits. This new requirement addresses emergency situations where
immediate actions normally possible to contrul radiation or radicactive material are
hindered or completely prevented even if the limits in Part 20 are not exceeded,
This information is necessary t5 assure the (Comw’<ssion that adequate substitute
actions are taken,

Because it is difficult to establish a clear, generic definition of a "threat," the
final rule does not require reports of events that threaten to prevent immediate
protective actions. The staff agreed with severa! commentors that it would be
better to impose reporting requirements for threatening events such &s the

bulging of a filled uranium hexa’luoride container by license condition or

other methods where clear definitions of specific threats can be provided.
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Examples of reportable events include: a spill of licensed material in the form of
a fine powder that requires workers to use additional respiratory protection for
more than 24 hours; a leaking shipping container that requires a normelly
unrestricted shipping facility to be locked up for more than 24 hours; and
contamination from a leaking sealed source that requires workers in the area to
wear additional protective clothing for more than 24 hours, However, if a spill
involved a short-lived isotope such as technetium-99m (6 hour half-life) ~d entry
into the area was prohibited for two days to allow the material to aecay, no
report would be required. In additfon, 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 cobalt-60 is 1,000 microcuries.

§!f=§z Equipment Failure:

Tre final rule requires licensees to report within 24 hours of discovering any
equipment that was disabled or failed t~ function as designed if: (1) the
equipment was required by regulation or licenss condition to prevent releases

r exposures exceeding regulatory limits, or to mitigate the severe

consequences of an accident, (2) the equipment was required to be available

and operable when it was disabled or failed, and (3) no redundant equipment

was avoilable and operable to automatically perform the required safety

function when the failure occurred. This reporting requirement includes
equipment failure, equipment damage, and procedural errors which cause equipment
to fail or be disabled,

The final requirement has been rewritten and clarified in several ways. Only
equipment that is required by regulation or license condition is covered by
the rule. Only equipment requirved to prevent releases or exposures exceeding
regulatory limits is covered by the rule, Overexposures include exposures to
radioactive materials as well as exposures to radiation. The accident
consequences mitigated by the equipment must be severe consequences., Severe
consequences include major property damage, widespread contamination of
uncontrolled areas, and fatalities or serious injuries requiring medical
treatment,
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October 9, 1990
General Comments

Comment Commenter
1. Rule contains reporting requirements for extremely common 1, #3,
esents. It will lead to confusion and excessive reporting. The 12, 13,
rule needs to be altered to exclude insignificant radiation events #14, #15,
or significant events with insignificant radiation components. #20, #27,
Licensees need clear cut definitions that specify severity #33, #38
Tevels requiring notification 1ike those currently in 20,403 v40
(2)(1) and (a)(2) and (b)(1) and (b)(2).

Response: We agree that there is a need to make the criteria in
the proposed rule more specific. The revisions to the final
rule refilect this intent to make the rule more specific relative
to the criteria,

2. Modify the criteria in 20.403 to add specific notification #4, #37
criteria for fires, explosions, and off site medical treatment #38
provided that these can be clearly separated from the

insignificant events. Do not modify Parts 30, 40, and 70.

Response: In devoloping the revised criteria for the proposed
rule the staff considered the possibility of revising Part 20
rather than establishing criterta in Parts 30, 40, and 70.

To make such changes, however, would conflict with well
established reporting requirements in Part 50 and would require
the revision of these requirements. Therefore, the chanyes
were made in Parts 30, 40, and 70.

3. Justification for rule is weak; writing new rules does not #5, #14
mean people will comply with them. Proposed rule provides no #20, #33
assurance of better reporting by 11cen§p£s.

y &L
Response: The staff agrees that nritikg new rules in itself
provides no assurance that licensees:- comply with them.

In developing the proposed criteria, there was broad staff
consensus that better criteria was needed to reduce confusion and
disagreements over what types of events should be promptly reported
to NRC. Although a few specific cases initiated the rulemaking
effort, it was the general consensus that motivated the staff to
redefine what types of events warranted prompt NRC notification.

4, Rule is prescriptive and eliminates need for licensee judgment, #5

Response: The staff does not feel that the revised rule is too
prescriptive. NRC must consider and review events from all



types of licensees. Material licensees do not all consistently
view events in the same manner as the staff. Hence, there is

a need for & rule that is somewhat prescriptive yet leaves room
for judgment on the part of the licensee,

6, Establish activity thresholds for each radionuclide 5, #7
that would require NRC notificetion such as Part 20, #16, #18
Appendix C, Define significant occurrences in terms of dose #33

equivalents or concentration limits. Severity should be
equivalent to the overexposure situations,

Response: In developing the proposed rule the staff considered
the 1dea of providing specific activity thresholds. However, the
staff felt that such thresholds would be cumbersome and difficult
to develop and use, Many licensed operations use mixtures of
{sotopes in different chemical forms that pose various safety
hazards. The staff belfeves 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 staff agrees that a set of activity
threshoids would be appropriate for determining what fires and
explosions are reportable., The final rule h&s been revised to
require NRC notification only for fires and explosion involving
1icensed material in quantities greater than the quantities ‘
specified in Appendix C of Part 20.

6. The deletions of paragraphs (a)(3),(a)(4),(b)(3), and #10, 913,
(b){(4) of 10 CFR 20,403 are appropriate, :;2 '3§i
Response: Most of the commenters agreed or voiced no disagreement  #33, #37
that these criteria did not necessarily define events affecting #38
public health and safety and that it was appropriate to delete
them.
7. Place specific reporting requirements in individual licenses. #10, #30 | J
Those with emerjency plans already have sufficient reporting iﬁ.br'
requirements, e~ 4 e wité ks
P "," » V\I-L‘ &
Response: If the NRC were to place individual reporting » ('_;Ai‘-b ‘dLu
requirements in the individual licenses, this task would take 2 " odee M Gles
tremendous amount of time and eff ort to Complete. There are more Wt
than 9,000 material licensees thet fall under the purview of NRC. oo
It would be difficult to-maintain consistency with the reporting o™

eriteria specified in so many locaticns. The staff does not
consider-this to be a practical solution.

8. Proposed parts should be rewritten and reissued for a new #10, #14
comment period. Counterproductive tn strong licensee programs,

"~



Response: The staff does not agree that the rule is counter
productive to strong licensee programs becsuse the staff does
not agroc with the view that notification requirements ave
“penalties” that must be paid by licensees. By improving
notification requirements, NRC is in a better position to
assure proper response, to identify generic problems, and to
notify other licensees of generic problems. Sharing knowledge
and experience serves to strengthen licensee programs.

-

9. Lack of comunication with inspectors or other NRC staff. fl¢
Genera) information calls no longer taken in the afternoons.
Enables misunderstandings and questions to become problems.

Response: Comment 9 should b deteted. Region 111 has
determined that the v called once (4 years ago),

got a recording ver called back. This appears to be
a one-time rrence that does warrant » response. Comment

10. NRC did not consider other alternatives - such as issuing #21, 433

notices to licensees, developing/amending regulatory guides,
issuing license conditions, etc.

Response: NRC did consider alternatives such as those mentioned

by the commenters However there was general agreement among

the staff that certain sections in the regulation 20,403

needed to be replaced with better reporting criteria. A

rulemaking actionfis the jate process to —

this ow.m i X 73""“&”"* o 'MM!,.;}W;{%

11. A parallel to power reactor licensees is not proper. Most #14, #20

material licensees have neither the inventory nor the stored
energy to cause a loss l1ike power reactor licensees.

Response: The staff did not intend to draw a parallel to power
reactor licensees when Part 50 regulations were cited in Lie
discussion. The staff was merely trying to point out where
similar reporting requirements already existed in Part 50 in
order to 11lustrate 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,

12. In the case of nuclear medicine/nuclear pharmacy it is #15
difficult tc identify any events that would be significant
enough to public health and safety to notify NRC immediately.

v
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Response: The NRC is very interested in incideris at
medical facilities because of the proximity of the general
ublic to areas where licensed material s used and stored,

fres, spills, or other incidents involving significant
quantitics of radiopharmaceuticals (e.g., therapy doses)
or involving sealed sources with significant radiation
levels pose potential health and r.fety hazards that
warrant the prompt notification of the NRC.

13. The revised rule should be reviewed by ""C's Advisory f15
Committee on Medical Uses of lsotopes.

Response: The Advisory Committee on Medical Uses of Isotopes

(ACMUI) 1s normally requested to review rules that specifically \/,,/
address medical a fplications especially rulemakings 1nvolv1ng

Part 35. An ACMUI review hal not been requested for this rule

because the notification requirements are generic and go beyond

medical uses of {sotopes.

14, Wnat does “threatens to cause® mean in Part 20,4037 27 }w,, j
s P

Response: The ase "threatens. to cau refer s th.t 71:“'(3 ol =

come very tlose/t oc r ing, but are ngrrowly averte NRC jJ‘ j,,‘tﬂ '

requ!res, 0 1ftcn fon of |such cl se C s' to all jn &

prev tve to be nt, d before an 1nc1den occ»rs.

15. Further clarification needs to be provided associated with 122, 436

notifization requiremenls for commercial nuclear power reactors. 39’

Comr 1es holding a construction permit or operating license
sh . vbe explicitly exempted for activities occurring within
rotected area,

sonse: The NRC does not intend for the proposed criteria
apg1y to commercial nuclezr rower plants. In the discussion
1.as in the the rule (Parts 30.50 (c)(3), 40.60 (c)(3), and

'0.50 (c)(3)), the NRC specitically stated that the provisione do
not apply to 11censeos subject to the notification requirements
in Section 50.72. If & nuclear power plant has only a Part 50
1icense, notification is required only under the provisions of
10 CFR 50.72. Although the Part 50 license for 2 nuclear power
g\ant contains provisions rrr receipt, possession, and use of

yproduct, source, and special nuclear material pursuant reguire CEf evts wnddes
10 CFR Parts 30, 40, and 70, these provisions d 2¥not +h, rwle..
requirements -4n—acce¢danco~u1th the new notificatien
requivements-in-Parts-30,-40;-or748. [f a nuclear power plant has
@ segtrate byproduct, source, or special nuclear materi.ls license,
no cation is required under the new notification requiremencs 1n
Parts 30, 40, or 70; however, these requirements apply only to the
activities licensed under the separate materials license and not to any
other activities.



16. NRC should provide clear guidance on their interpretatior
by ¢ rculating eurly event reports with comments on the
appropriateness¥and t
failures to report,

'

y providing comparabla aarly-analvsie of
Response: Th: staff agrees and intends to 1ssue information
notices and .ther guidance as appropriate to licensees
implementat.on issues are identified and experier
with the rule

as
re 1s gained

17. NRC should more clearly define the notification requirements
concerning the loss of packages of radioactive material,

Response: Yhis rulemaking effort involves the notification
requirements in 20.403. The lpss of packages of radioactive
material 1s covered by 20.402.UFhe loss.of radicactive-materiat™

45 utetde the scope -of thés rodemaking efferts Notification

re uirements for the loss and theft of licensed material will

b revised by the major revision to Part 20. The major revision

v 111 specify what quantities of licensed material require immediate
and 30 day notifications

18. Lﬂurcvn is estimated to be about 3 days for each notification
required for large companies.
Risponse: The public reporting burden in the proposed rule was
gstimated at about four hours per responseé., This is an average
co'sidering both small and large licensees. We agree that a very
large organization with several management levels could take a few
davs to complete and process such a report,

19. The subject rule and statement of considerations should make
it clear that the ryle would apply to uranium enrichment plants
whether licensed under Part 70 or Part 76, Further, Part 50.7¢

and 50 73 should not apply to such facilities.

[
fall under Part 70 or Part 50 is not within the scope of this rule.
Currently there are no licensed enrichment plants. The regulations
that should govern these plants is a licensing issue tnat will be
decided when & l1icense 1s requested and issued to operate an
enrichment plant.

Response: The question of whether or not enrichment plants should

'

20. Immediate and 24 hour notifications
potentiallyv serious events where it 1
inter/ene to mitigate the effects

Raenonee® 1t ie no the polic nf the intervens her
esSp( - i1 . [ \; { v w
licensee is having a problem. The '

the licensee, NR(




recommendations, and only intervenes if the licensee is unable or
unwilling to take the necessar, .ction to protect sudlic health and
safety or the environment. Whether or not the NRC intervenes, it
must be aware of significant events to ensure that appropriate
actions are taken,

21. We do not agree that the categorical exclusions have been #33
met. The proposed regulation as written has a large impact and
cannot be consicered to be of a minor nature,

Response: The staff 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 staff maintains that the proposed rule is a clarification of
existing requirements and does not change the NRC's policy that
licensees should promptly report significint events. In addition,
it 1s clear that § 51.22(c)(3) 1ists amendments to reporting
requirements in Parts 30, 40, and 70 as categorical exclusions

not requiring an ervironmental review,

22. The NRC 1s trying to cover too many different types of #34
licensees with one set of criteria. It would be better to

establish separate criteria for each type of licensee (radiography
licensees 10 CFR 34, medical licensees 10 CFR 35, etc.).

Responsa: The staff believes that the proposed notification

requirements describe significant events that should be reported
e ol fer“source, byproduct, and special nuclear material licensees, The -~
ha staff does not agree that developing more specialized requirements

and amending more Parts of the regulations would improve the rule,

23. Frequent use of the word "any" is nct consistent with the #38
stated intent of "significant occurrences”.

Response: The text of each notification requirement defines the
event to be reported. The staff does not agree that using the word
"any" is inconsistent with the staff's intent to require NRC
notification of significant events.

24, Proposed rule should make it clear that it applies to #29
Independent Spent fuel storage facilities,

e Response: The staff agrees that it would be appropriate to add
v 7} the proposed5»9&4#400&4od*requ1rements$gf:£§g§u]z“gnd intends to -t
Y initiate a separate rulemcking effort Tn order to allow public
comment on amending that pirt of the regulations.



25. No reports should be required for events that are concluded #23
before any meaningful communication with and participation by NRC
is possible,

k«t. )

M. >
Response: The fact that the licenseey completed all necessary
actions before NRC 1s notified is no reason not to file a report.
There may still be some action that NRC may have to take depending
on the nature of the incidenty (i.e. warning other licensees of
generic problems).

26, Provide further explanation and possibly examples of what #38

securing the material and assessing releases means. (Used in the

d“m" on). A“‘,‘jk She dual rde My been ll.ucrlJﬂ‘j achers neessary + nucuj vau‘;’.--.uovx
‘/MJ releases will us\-uuz 3&‘&-& W Cunng P nud‘c:uu' Aol QB E NG pRira S,

Response: " Securing material includes actions accessany to prevent

unauthorized movement of licensed material or unsafe conditions

resulting frou licensed material., This includes shielding exposed

radiation sources, returning licensed material to storage containers,

stopping a spiil or the spreading of a spill, etc. Assessing

releases includes efforts necessary to determiue how much lice:sed

material has escaped from the licensee’'s control and t° determine

where released material has QONE. Ac,coment achens smuey rebule radiction swrveys,

{_W“-”\\'\“*'l"\ Swi "l’"/"", u"\d L'bm.{yﬂ.‘a o ay f lvaﬁ’r’ c!NJ ser/ Sd"lll"l’h.
Comments on the Actual Rule

JKhioﬁ/ﬁotifica? M Requirements.

(8) -

duvb0a Immediate Notification,

27. Renuire one hour notification of NRC and Agreement States for #2
incidents with substantial potential for injury tu off site people.
Suggest § rem for one hour netification,

Response: There are already regulations that require emergency
response plans (including special notification requirements) for
those 1icensees that have enough licensed material to canse
significant doses offsite. (i.e. § 30.321, 40.31J, and -.221).

"" ‘.[1- \

28. Use the language in the supplementary information (p. 19891- f13, lleksf;’Jf“‘
calumn 1) in order to avoid numerous additional reporting events. peet
Wording would be: Immediate not fication 4s required only if o ot

7
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29."Threatens to prevent” 1s ¢ veaue that evervday-gvents may Fla,. 44
e 11fy for reporting, A bes ¥
’
'?r<;.'n>e: The requirement to notify the NRC of events that
(bhreaten to prévent actions necassary to maintain control of
lrcensed materinl has been changed to & aa reporting
" recuirement. This will allow 1icensees to consult \the staff
roncerning what avents are reportable. This change hate not
veen made 1n & 20,403 becau tne staff helieves that events that
threaten 1 CAusSe overexposur or réetezses are sianificant enoug!t
to warrant prompt notificati of the NI
Guidance 13 wded concernite ret ts 1o be made by Flt f
l1censees when ri Wgitaphers pocket dosimeter 15 discharge

héevona 118 range,

Resonse A 24-hour hotitientien would not be required by thit

rule 17 a pocket dosimeter is discharged beyond it V.h"-‘, /
- pocket dosimeter does not prevent radiation exposure 1t ¢
indicates, what dose has already beer received, In fa

a
' - ’
dischargé,pocket dosimeter would tend to minimize radiation

exposure because a worker normally leavs an area fmmediatel
i upon discovering *hat theiyr rocket dosimeter 1s offscale,

. The tim reqguirement 1« Y D& SEeEvere al unrealist \I § 24
5 St

"l l".,’,"f' The tatt does not aogree that the time requirements ar¢
severe and unrealistic, Licensees should b ble to perform a
inttial evaluation of an event ar notifty the Ni within the 4 or
4 hour time 1imits. 1T an event dot not clearly fall outside of
thet pot1fient von requirements, the l1censce must he conservative
and report Li.e gvent,

meant by

immediate protect art ne' ¢
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quantity and type ¢« 1 sed materis
Response: The quantity and type of material will detecaine
immediate protective actions are neces ary to protect the !
and safety of the workers or the publ Events involving
quantities of material tless-than the limits specified n
requiring no immediate protective actions would not be
The quantity and type of licensed material 1§ & ractor to
included tn-the-licensee's evalustion of an avent

Do 1« 4 leases fnclude oas v
"1?.‘. ,:'kl' | A o '.-’Id[ l*’ 1L
contained and o 0 operating py
n;,.vt(:.j_

‘l‘{fl-f'«" 10 gés releases «uuid not reguireNRC-notitication
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protecti pCL! ecessary to-maintatn control of ! .censed
materta TroA netitication,may be required
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Oﬂvbéib)(l) Contamination

37. Minor contamination (such as a contaminated collimator or a 1, ¥

spi1) of short lived radionuciide) 1s common in research and #8, 910,
medical settings. Access restricted in the interest of ALARA and dlé. 1”1,
efficiency and to minimize dose. Spills of this nature should 122, 028,
not have to be reported. Requirement appears excessive and 133, 934,
not related to any potential hazard to the public or the #37, 438,
environment, #39, 4400

Response: The staff sgrees that restricting access to allow

short-1ived isotopes to decay should not be a reportable event,

The regulation has been revised to cxempt-reportsof areas ‘- vyt m et b an ot 5
restricted to allow isotopes with a half-11fe of less than 24

hours to decay.

38. MHow do you determine when an area is “"cleaned up"? 1Is the (1)
definition of ar "area®” limited to any minimum size?

Response: This rule does not attempt to define criteria for , .
releasing areas from radiological controls, No NRG-notification” ("’
would be required if an accidentally contaminated area can be
decontaminated within 24 hours to levels where contamination

controls for entry intc the area are no more stringent than the

controls in effect prior to the contamination accident., The

definition of an "area" is not limited to any minimum size, In

general, any space normally accessible to workers or the general

public gualifies as an area,

39, What does a “contamination event that restricts access"” e
mean?

Response: Contamination events that restrict access are spills

or other types of accidents that result in elevated levels of
?..J‘hk toose contamination in areas that must be restricted by

imposing additional controls to prevent individuals from spreading

the contamination to themselves or to areas outside the contauinated

area. Restricting access also includes additional controls to

minimize exposure to radiation levels elevated by the contamination,

40, Area 1s unduly restrictive., Makes no diestinction about the £11, 426
source of contamination or efforts to remove it, [or hospitals #31
either restrict the definition of contamination event, exclude

contamination from contaminated patients, or exclude temporal

extensions of restricted areas beyond what would normally be

necessary allowing a more deliberate pace of decontamination,

10
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Response: thxposltzLa*‘od’requ1renent has been clarified to

indicate that the contamination must beapecidense¥, however the daaned
staff does not agree that the tarm “ares” 15 too restrictive, Y

&1, Proposed regulation places unnecessary burden on the licensee 12, 013
with restricted «reas, Low action levels for contamination/whole

body exposures are low becsuse clean-up efforts can be

sugglonontod with radioactive decay. Hence individua) and

collective radiation exposures may increase,

4 !
Response: The, tion requirements do not relieve
1icensees from their responsibilitg to maintain readiation exposures
as low as reasonably achievable, The staff agrees that waiting
longer than 24 hours for isotopes to decay 1s acceptable if a
significant reduction in activity will result, The finel rule has

revised i dcation”if the licensee 1s waiting to
B p | g e -

ow isotopes less than 24 hours to decay. MHowever,
the benefit of waiting for several days or weeks for isotopes with

longer half-lives to decay s questionable, In these csses, 2 24-hour ,1(nqt
M is warranted.

42, Requirement to notify NRC within 24 hours needs to be more 120, #2%
quan::tat1vo. Specific levels of contamination should be #33
stated.

Response: The hazards posed by radicactive contamination vary
depending on the activity of the contamination, the chemicel and
physical form, the normal conditions of the contaminated area,
and other factors, The need to impose additional contamination
controls 1s a better indicator of a significant event than a
specific contamination level which may not be significant in all

"tu‘t‘on‘. *uun ’, ’4.‘ ‘,h‘f ct{:k‘. {J\;J .‘ i v aat ,J hivassdt ymatea ,,W,..,,nl iy T 1k il f‘
Cpadn ovn  avihd lonswel mrudvend Gaowes o ylicry kil A Mok rrpeet shenid ot by l"u-,l’oJ
Y{: dral rule hoas Been \""'1‘"1 * ";ﬁh‘# Y v,“u t whe @enpient o lus -u.’{ l\,\J'v..q". Y r ‘.q..(‘ i NS Wi

| fwe "
43, In the second sentence of the supvltmentnry information undcr( 4 '"y;:‘fn{,QJ.
contamihation events on page 19891 (column 2) delete the words, Yoy

AT )
"normally present" and insert words “"specified in 10 CFR 20,405%, 029é' f h ; 2 o

f\'ﬂ'ﬁ’ctm

Response: We suggest deleting comment 22 because the discussion the muterial 7hf
for the proposed rule will not be reiscued and there is no need B (g tual d?S
to address the wording of that discussion, There wil) be a the it rrments

statement of consideration section in the new rule, therefore, the

'gglllﬂt‘is applicable.

N
T L Ll ter

”‘.“ Arag TE{ERLES
44, Sentence 2 of paragraph 1 in the discur-ion under Contamination #30

Events states that the “requirement 1s intended to cover events

that cause accidental contamination in excess of radiological

conditions normally present”, This standard is markedly lower than

the proposed standard and 1s inappropriate,

11



"dvo\nvtﬂ.&

u..f-'\n rn‘w‘h‘]
Response: The staff does not agree.  hecidental™contamination of
work arees sufficiently above normal conditions to warrant additiona)

. tontrols and entry requirements for more than 24 hours
15 significant and NRC notification is appropriste,

45. Rule should allow for qlanned activities such as maintenance 19, 934
or deconmissfoning thet would result in restricting access.

Response: , Agrees. This criteria has been revised to clarify that
it applies to eeeddentat vont mination only,
t.v un"amvcl

46, It is not clear from the rule that restriction of access 733
fncludes changing protocols such as adopting extra protective
clothing, Need to provide more guidance,

\ 0 Response: Requiring additional protective clothing or otherwise
e 1"“ 'W%Wontroh a5 & result of a contamination
accident s significant, The final rule has been clarified to

indicate that imposing add‘tional oou&auﬂ«m&Aqq%Eontro1s is
considered to be a form of restricting access, “vIAu17,uaI

47. Allow licensees to have contaminated restricted areas in ‘034 ’
excess of 24 hours provided employeesy o exposures o net crecive
in excess of the regulatory limits and no releases are being made

to unrestricted areas or the environment,

Response: Licensees “ave been and still are alluied to have
contaminated areas in excess of 24 hours 1f the contamination is
controlled and any delay in removing the contamination 1s justified.
This rule would only require licensees to inform the NRC of the
contamination accident,

48, Change the time for loss of access from more than 24 hours to  #40
to more than one working day.
“The sholk
Response: ) I isagrees. 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,

‘:,/
30-56(b)(2) Equipment Fuluic.

49, Wording 1s not clear. Use the last paragraph on page 19891 fa
(column 3) of the Federal Register Notice.

Pert :
Response: Thé:‘:34£‘cot4on'requ1rem¢nt has been rewritten in a
format similar to the discussion in the proposeq,ruh;. b’é

12



60, [Lvents should not be reported unless they result in exceeding #13, #14,
some existing limits,({ tege of & few-grams of natural uesntum . 422 432,
drom craek-4n ve-or-drumie- Either specify some limits #39

or direp the requirement,

v "(a Q

Response: The requirement has been clarified to
inofcate that the equipment must be necessary to prevent releases
in excess of regulatory limits,

81, Delete the wora “needed" at the end of the first sentence of 17
30.50 (b)(2) and replace it with the phrase “required to be
available and operable".

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

62. As currently written this sectfon could result in large 119
numbers of reports on the malfunction of such equipment as

portable survey instruments, respirators, fire extinguishers,
or even flashlights,

§ bt T o

Response: The requirement has been reworded to clarify
uhotr::uipuuat malfunctions are reportable. Equipment that is

cove by the rule must be necessary for one of the safety
functions specified. In other words, it must be needed to

1) prevent releases exceeding regulatory limits, avand ”“.ljwj
2) prevent xposures to radiation and radioactive nntortal,. v o
or (3) mitigate the severe consequences of an accident, Severe'
consequences include major property damage, widespread contamination
outside of controlled aredy, and fatalities or serius injuries

requiring medical tregtment,

‘aﬂ"-k"

63, Determinations by licensees about whether 2quipment failures e
are reportable should be limited to realistic scenarios in order
to |v01§ 2 significant number of unnecessary ropurts,

Response: Agrvl. Licensees should be realistic when they evaluate
whether the function or the availability of the function of safety

equipment waqt?oodod"Hpon it failed,
'O?.-Hui

4, The third example on page 19892 concerning radiography 125
;quipnnnt conflicts with the notification requirements in
30.%4,

Response: The staff does not agree that there 1s & conflict with

§ 34,30, The propcsed rule would require a 24-hour telephone
notification in addition to the 30-day written report required
by § 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 1s made,

13



65, Strict interpretation of the rule indicates that every stuck
shutter requires a 24 hour report, We fii] to see the need to
report if the exposure 1imits are not exceeded.

Response: 1f thers are problems with the design or use of a
device containing & source *hat could cause an overexposure and
the problems prevents”reshielding of exposed radiation sources,
NRC may need to take prompt action to warn other device users
and insure the manufacturer is taking appropriate corrective
actfon, NRC must be aware of safety equipment failures in order
to reventative measures before more serious incidents
oeeur, tw-‘; \M tﬂl. deken

56, Specif { what is meart by the word "needed" and what severity  #33, #38

n"‘potcutu ovo t don the equipment protect against?
Ms V.‘?J uim ’pvuqf lo'u?l rapuduthon or /nuuu{ U'dh::‘: " "‘""I ¢
se: Safcty ‘when o radiation hazard is b Popamames
“7“"" Broson! nni an inci 0n u rlng the use of the safety equipment
A ay- Mrw ANotiLigation“1s only required by the Mo
repert satety equipment malfunctions when a radiation hazard exists,

The rule has been reworded to clarify the types of events that
safety equipment protect against,

§7. What is meant by "uncontrolled releases of radinactive 136
material"?

a Mhowe repert # Phe 4 owhen
Responsa: The staff’s intent was to mum,\mmuu& of

&-ma i funetion. invelving” equipment necessary to prevent e
unp‘amd acctdent:l releases exceeding regulatory limitst=" ©
.“\s, v been yl m e J.MJ lw“

F

58, What is meant by the words “"prevent exposure to radiation and #38
mitigate the consequences of an accident"?

A oot d whe funchen
Response: .mgc-m«uur is only required,by -the proposed rule for U
the-madfunctdon of equipment necessary to prevent exposures o lost
exceeding regulatory limits for workers and the publict” Equipment
used to minimize exposures and not to prevent ounxposnn "hot *
covered by the preposed rule, Mitigating the consequences , .
accident refers to equipment necessary to minimize¥injur n an
sevect damage after an accident occurs. For example, sprinkler systems
are necessary to mitigate thn ”i fire, .
r»-- Moge thet ol ke caucd ‘;7
69, The use of the word “"automatically" is confusing and should be #38
deleted, Change the last sentence to read "if redundant equipment
which perfor&s the required function is operative",
\“Q &
Response: ,Disagrees Operative equipment enly replaces inoperative
equipment 1f it is used. |[f the operative redundant equipment does
not go into service automatically, the safety function will be Tost

for some undetemined period of time. 3 a ve.ved manual compernint fals a
(3 2 L.“ 1Y til (o i’ i W Yt 5 audu u‘] LT ey Yhe daibape oCinvg A wlet )
e t'wi--“lw«) A BUIRARIE  IOKLY M 1 a “‘/ hows T€0eet  wvwndd el % /'yw"-i
'}
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60, Equipment failures reported under 34,30 should be exempt from #40
this requirement since most incidents r'qurdin? radiography equip-

ment feilure are detected and resolved by the licensee usually

within 24 hours.

generic dcsign defects that require prompt warnings and corrective
€

Response: “he staff ‘1‘.t A%, NRC must determine 1f there are v
actions by the equipment manufacturer’™s b/’,

30,.50(b)(3) Medica) Treatment

61, The dogroo of personal injury has no bearing on the 1, 115
potential of the radiation hazard and may result in reporting 425. 137
many incidents of no significance to NRC. A laceration to

o lab workers hand may require sutures where the radiation compunent

may be insignificant, Current rule would require the reporting of

an event even 1f the medical treatment was not related to the

sontamination issue,

Response: NRC 1s concerned about the spread of contamination at
the medical facility and the porsible expusure of the general public
to radiation and radioactive contamination, In addition, there

is always the Rons1b'llty that radiation may complicate the
treatment of the injury.

62, Notification should only be required {f contamination of the #13
individual or treating medical facility exceeds NRC regulatory
1imit, Yicense limit, or NRC unrestricted release limit,

Response: NRC believes that exposure of the general public

(including medical workers) to dispersible contamination should L

be as low #s reasonably achievable, Therefore, any dotoctatloﬂwunruhm.A inbeduihea ¢
e:p'w‘“"" amount-of-dispersible contamination W into# medical

facility by an injured person is reportable, BN EMsrpeny reom OF ePher
63. Whet is a radioactively contaminated individual? Need a $14, #27,
t* shold dose or contamination lcvollcr1tcria. #33

ald

Response: A radioactively contami individual 1s a person who
has loose surface contamination on their clothing or on
accessible portions of their body that can be spread to other
individuals.

A4, Change the word “rendered" in the last sentence to the word $20
“required."”

“i““‘uw‘- l"“"» 5"’11 "\l"d ‘“" b“" L"( i(lilc‘l (:M‘ﬁ ‘f‘t h.h

Response: » NRC 1s concerned about what was actually donc)
to the contaminated individuai, The fact that the treatment may

15



not have been reguired does not eliminate the radiation hazard,
W«Mt been deleted from-the final-ryle-(Fee comment <

"ﬂ\c po(wum" n.l( r .u:"' " H’f‘l’(‘
65.{ for the treatment of a superfi- 123, 433
cial injury at a licensee-maintained medical facility but 4&

requircddor trorl'mnt of the same injury elsewhere, Why?

a rope

Response: The staff was attempting to minimize reports of

insfgnificant events such as & licensee technician accidently

guncturinq his hand with a syringe containing a radiopharmaceutical,

1though many 1icensee facilities have provisions for controlling

the spread of contamination, the staff has reconsidered 1ts position

and decided not to exclude heonu-ninnimd medical facilities

treating superficial wounds from thi o/ uirement, An s
(s Andividual with & superficialwoudd cams spread si?ﬁﬂcut o
2N ::ounﬁ of contamination around the medica) facility, In additfon, very [ reperts ¢

,‘““.0. e

“x t""‘s“ L "

~would be unusual Lo have dispersible :
Antrodeced into emergency rooms er-other-receivieg areas even puger e wl iajucies ace

M to’»rlw"'"“'-

C ’
66, 1In addition to first aid for a superficial injury, there are #24 ‘
other incidents of medical treatment that should net be reported /
(Note contact with the commenter failed to provide examples of \/ _

what this other type of treatment might be),
—"

Response: We suggest deleting comment 66 because no specific
exemples were previdid,

-

€7. We have iacorpurated and maintained appropriate emergency f38
plans, personnel training, and decontamination facilities at a

local hospital to specifically cope with medical treatment.

Would this be considered a licensee maintained facility?

Yoot s

Response: NRC has decided to roquire,&otm«tm of any

injured person introducing dispersible surfeeescontamination into
S medical facili ardless of who maintains the fac Y.

NRC must be aware of such incidents in order to ensure that

appropriatescontamination controls are used and to ensure that

any medical consequences caused by the contamination are properly

eddressed,

.1.,.,..(.An.l€

'..\.A.T...i

30.50(b)(4) Fire or Explosion

68. he most common type of c-z(p'losios in medical, biomedical il
research, and radiopharmaceutical operations 4egscrewcap vials e v
or stoppered test tubes containing tissue samples with only traces

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

16



WS

Response: When the proposed rule was drafted, NKRC did not intend

to include small vials and stoppered test tubcs as explosions. NRC

agrees that fire and explosions ‘nvolv1ng trace quantities of

Ticensed material should not be reportable. The rotification

requirement has been revised to require no report if an explosion 4
or fire invoives licensed material in quantities less than ehes fe hime e lowest |

quantibdes’ specified fn Appendix e of Part 20, Aonial (e on IS
“B

69, In the case of fires, the hazard ¢f the fire may greatly 115

outweigh the hazards of rtloaso.,t’ quantitative threshold 6 035

1imits for icensees, & the ‘There shoud e 037

Response: We agree that the fire usually poses the greatest

hl!l"‘. "MV."' ‘f Sﬂ".‘ " ‘ﬂ!Q‘VQd NRC A b;,vw‘uﬂﬂf (uuuﬂf f‘

needs to insure that appropriate controls are used Eurlno . Iichns0dk

firefighting and cleanup operations. The notification
requirement has been revised to specify the-quantitdes 4~ . . . . | . ¢
fu € -of Part 20 -as the -reporting thresholds.” . |
A‘H o b fmw.s Whe lwst dnnual ik en ifake beoness whe she b [’”“ n s “”/'"'17
at an “V‘wlmu uvul:l mhulg ;f merve Yhan ot'h o Wi mate 'u.l Llﬁ/'vn. ‘
70. A report should not ve ° oqwircd if there is only superficial 423
damage to ;zzznsod materials,
“he -)
&osponse';-ﬂﬂ!“igrocs and the;u30‘14oo*4on requirement has been
revised to ro?u ‘re no report if the fire or explosion infldets™ «
only superficial damage . - Superficial damage 1:~db44nod«¢owdouo’o £
that does not affect the integrity of the licensed material or its

container,

\"'\t AW UBRen dtve e aedt  rele -
1. A-ﬂ:::grnph&-e;~31 ~page 1988-olumn -2, regarding 1433 \
firess not clear., There is normally some delay in respouding Vel
't0 &n emergency. NRC should define the length of the delay that ' AL
is reportable. i 13

Rasponse: A normal delay in responding to an event wuuld net be
reportable such as the time to drive to the site or the time tu call
the Tire dept. However, once the responders are available and able
to do the job, any additional delay would be reportable,

72, Retain a significant dollar figure in the range of $10,000 “38
for property damago.
“he stald Adsagrevs .
Response: , A dol\a* figure regardless of amount 1s not nacessarily
1ndiclt1ve of the hazard to the public hellth ard safpty. 1; Ax
Lod

)r“rm‘m“‘gmﬁu f r“"‘"“" e v"’m ]: N‘QJ«X \V

‘ A L“h-‘ "
-OOTGd(c) Reports
73, L1consee duplication of written reports prepared by NRC #13
inspectors does not appear to be justified,

17



Response: There 15 a need for licensees to document the results #13
of their investigation when a problem occurs. Not all

incidents are investigated by NRC, Additionally when NRC does
investigate an incident, its review of the details may lead to

a different conclusion than that of the licensee, Licensee

reports would be useful in determining what corrective actions may

be needed, 1f any, to preclude the incident from reoccurring.

z:. 'Puroennol radiation exposure data may at times be difffcult to 424
tain,

Response: NRC recognizes that there may be times when it is
difficult to obtain radiation exposure data, OUnly data that is

aniubh{s required io'bo reported,

ke N ‘

40:60(b}{(3) Medica ) Treatment: < s
76. Change the word “significant® in the 6th 1ine of the Federal 440
Register Notice (P19894) column 3 (40.60(h)(3) to “superficial.”

Response: We suggest dolggjng_counnnt“75'Eecauto there 15 no need
to ¢l érrors in the proposed rule,

70.60 @G Criheddy Snl;f

76, The following nuclear criticality safety eventy should be 427
included in the rule as reportable eventy:
i T

a. Unintended aéﬁhuulation of SKM 1n'an unfavorable geometry r
system,

I

b. Failure o7 an SNM concentration monitoring instrument or a
failure of a moisture detection instrument,

Response: TO-BE-DETERMINED -

{ g g . & o Y] 4‘4 'y ety m
whe cdald agrecs f"".uh' ftomint e l-‘ff / o

J { . /
I\u “ }‘!'!‘4'\ _.{{du‘ 4!’ tart ¢ e An\.n“/.uic' “7 /"f’"r
/‘fhxftvu." N

r

angy ¢ e LAl ffuf "'(J“ & ‘?'! TiRs i leder

/ g ! / , ' o . * « /".
= Cpedretad P SETe Fy,

e Oie t‘r./ (o v bl » i / /

a
J

g4 4 . o . |
(I{T."{”hﬂ’ lf;,.c.:§ T B 4 ¢

‘ J ] ] 3
; ' f g1 EA ’ "t 4 # 4
PE cuakit rie et &dreni /: I/x. el /t/ rTs

t /
L Ae's o o y
’) g e A,'«l;lc,j yer ’ niny /’7

t"7 ot "“"": at

& eyuipment  ailures,
¥- ¥
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[7590-01]

PART 20 = I 'ANOARDS FOR PROTECTION AGAINST RADIATION

1. The authority citation for Part 20 continues to read as follows:
AUTHORITY: Secs. 53, 63, 65, 81, 103, 104, 161, 68 Stat. 930, 933, 935, 936,
937, 948, as amended (42 U.S.C. 2073, 2093, 2095, 2111, 2133, 2134, 2201);
Secs, 201, as amended, 202, 206, 68 Stat. 1242, as amended, 1244, 1246 (42
U.S5.C. 5841, 5842, 5846).

Section 20,408 alsu 1ssued under Secs. 135, 141, Pub. L. 97-425, 96 Stat.
2232, 2241 (42 V.5.C. 10158, 10161).

For the purpuses of Sec. 223, 68 Stat. 958, ac amended (42 U.5.C. 2273);
§§ 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, end

«0.30% are {ssued under Sec. lﬁlb,Aﬁe Stat, 948, as amended (42 v.5.C.
Vztol(b));vcnd‘I! 20.102, 20.103(e), 20.401-20.407, 20.408(b), and 20.409 are
issued under Sec. 16lo, G Stat, 950, as amended (42 U.° - 2201(c)).

§ 20.403 [Amended]

2. In § 20.403, the semicolon and the word “or" following paragraph
(a)(2) are removed and a period is inserted, and the semicolon and the word
“or* fo.lowing paragraph (b)(2) are removed and a period s inserted, and

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

3. Section 20.403(d)(2) is amended by revising the area code for the

footnote from area code 202 to area code 301,

1 Erclosure




(7590-01)

PART 30 = RULE OF GENERAL APPLICABILITY TO DOMESTIC LICENSING OF
BYPRODUCT MATERIAL

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

AUTHORITY: Sec. A1, 82 161, 182, 183, 136, 68 Stat. 935, 948, 953, 954, 955,
as amended, Sec. 234, 03 Stat. 444, as amended (42 U.5.C. 2111, 2112, 2201,
2252, 2233, 2236, 2282); Secs, 201, as amended, 202, 206, 88 Stat, 1242, as
arended, 1244, 1246 (42 U.S.C. 584), 5642, 5846).

Section 3C.7 also issued under Pub. L. 95601, Sec. 10, 92 Stat. 295) (42
U.5.C. 5851). Section 30.34(b) also 1ssued under Sec. 184, 68, Stat. 954, as
amended (42 U.5.C. 2234), Section 30.61 also issued under Sec. 187, 68 Stat.
955 (42 U.5.C. 2237).

For the purposes of Sec. 223, 68 Stat., 958, as amended (42 U.S.C. 2273);
§6 30.3, 30.34(b)(c) and (f), and 30.41(a) and (c), and 30.53 are issued under
Sec. 161b, 68 Stat. 948, as amended (42 U.5.C. 2201(b)); and §§ 30.6, 30.9,
30.36, 30.50, 30.51, 30.52, 30.55, and 30.56(b) and (c) are issued under Sec.
1610, 6° Stat. 950, as amended (42 U.S5.C. 2201(0)).

{4) 5.  Section 30.8(b) 1s revised to read as follows:
§ 30.8(b) The approved information collection requirements contained in this
part appear in $§& 20.15, 30.19, 30,20, 30,32, 30.34, 30.36, 30.37, 30.38,

30.50, 30.51, 30.55, and 30.56.

(5.) 6. A new § 30.50 under Records, Inspections, Tests, and Reports is
added to read as follows:

2 Enclosure



(ar-thresten-toprevent 1nmed
maTntasr ANt veraty eroantreY )

material {Sueludes fires, exp)

el
£
(b) Twenty-four hour; nbtification Each Yicensee shall notify the NRI

%\('11!’1 Q hours &f'.‘-'? the discovery of any of ','ll‘ f(.vior\"‘p'_ events nvt iv“\L'
g ol

[1icensed material

(1) Any (sccidentat) unplanne

i contamination event that (restricts) requires

access to the contaminated area by workers or the pubiic Lo be restricted

Y

?:ﬁ1pposﬁngg,df*tﬁana)ﬁguu:ananatﬂuu_(unxrg‘«; or prohibiting entry into

the area(for more than 24 hours. No reg

ort is reqw:reﬂ41f access to the
) 2 ey A PRI 2 v
area 1¢ restricted to allow {sotopes with a/half=1ite of ‘1ess than 24 hours

r
\

decey prior to decontaminat!on

(2) Any event in which equipment (re'eszn*y‘Ym-p*'v0ht>nur;ﬂ!ro**en
reieases-of-radioactyve~materist;-or-to-prevent-overexposuresto-reaaiation,
or to~mitigate-the-conseguences-of-an-acecident;~fs-disapied-orfails to
fonction-as-designed-when-tt-4s needed--~Notification-4a-not-required-when-ar
individouai-component-de-disabied-or-fatis-totunction-1¢-rrdundant-enuipment=4s
operabie-and-avetiabie-to-antomaticatiy-perform-the-required-funciton) 16
disabled or fails to function as designed when

(1) the equipment 4&' required to prevent (uncontroiied) unplanned

releases exceading reguiatery 1imits, to prevent overexposures b
et S S o BAA » B i REAATA | - e - £

radiation and radioactive matﬁfﬁa\*; or %o mitigate the severe
: 1. A 7 :

conseqauences ¢ ane
consequences 01 é _ nL, @ 1

(ehep-anfety-Ffrurnrtsnn-né




[7580-01]

available and operable - (ev-tho-avaddabiddty-of-the-satety-funetion-
t
de-required) vhqg&tﬁo—uon-ol—09049-95391ta) was disabled or fai;gfgg
function, and
was
(111) _no_reduidant gggjgg!ggﬁéa*iva1lable and operable to sutomatically
perform the required sefety function,

uq&uma
(3) Any event that rcquirnsAmtdicnl treatment (ef-a-vadisactively
contaminated-dndividund) .:h: nod‘cﬂl facility of an individual with spreadable
\ inelovael gul 's Sy

radicactive contamination on, clothing or on-eccessible portions of their < —

body, (mete-the-exomption-for-superficiai-injury-has-been-deleted).
(Netdfieation-do-not-voquived-4f-first-add-at-a-dleensee-maintainedmedical

facdddsy-forcacsuperfiolpi-tnjury-is-the-only-treatment-rendered,
whngilinn
(¢) Anxkliggg!!gggjtiro or explosion damaging any 1icensed material or any
device, container, or equipment containing Ifcensed materfal in quantities
Live dimes the bnveat annnel badd on tabe » v e maten o
greater than, the-l4mise* specified in Appendix,”of Part 20, No report
1s required for superficial damage {4:ei;-surfece-stoins "that ﬁf'mt affect
the integrity of the licensed material or its conta\negtf

(¢) Preparation and submission of reports, Reports filed with the NRC

pursuant to this section must have the names of persons who have recefveu
exposure to raoiatiog;stfzzguqnnxl;;;;;ate part of the report., Reports made by
Yicensees in response to the recuirements of this section must be made as
follows:

(1) Licensees shall make reports required by paragraphs (a) and (b) of
this section by telephone to the NRC Operations Center.] To the extent that
the information is available at the time of notification, the information

provided in these reports must include:

1 The commercial telephone number for the NKC Operations Center is

(301) ¢202) 951-0550.,

4 Enclosure
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(11) A des Fiption of the

event, 1ncludirs ] date ar Lime:

(111) The exact location of the event

Liv) The 1sotopes . ruantities, and Chemical and physical form

of the Yicensed materia) involved: and

(V) Any personne) radiation exposure Gata available

(2) Written report. Each iicensee who nakes a report required by

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

WIthin 30 days of the 1nitia) report. Written reports prepared pursuant to_

other reglations may he submitted 1O _Tulfill this requirement 1+ the reports
———teg'liat ——ay _Je submit L ——t_egut e —— L S PO LS

contain all of the necessary info Tmation and the Appropriate distriputi on is

nade. These writt TEPOTLE must be sent to the U.S. Nuclear Regulatory

Commission, Document Control Desk, Washington, D¢ 20555, with » copy to the

appropriate NRC Regional office 1isted 1n Appendix D of 10 CFR Part 20 The

FEPOrLs must include the following ~-

(1) A descrd tion of the event, incinding the probable cause and the

manufacturer and mode! number (1f applicable) of any aquipment

that failed or mal'unctioned;
(11)  The exact location of the event:
(111) The 1sa'npes, quantities, and che and physical form

of tha 1icensed material involved:

(1v) Date and time of the event;

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

evaluations or assessments: and
(V1) The extent of exposure of hadividuals to radiatior or to

radioactive materials

Enclosure
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-
£3) A written report shall be submitted within 30 days of the occurrence
of any event involving licensed g;gg;égi:!ﬁ!}>E§thntcns~to) could have caused
n i i isabli "";;'(thrcocono-to) ule have prevented immediate
‘.‘.;‘d({’) ‘Qf' The provisions of § 30.50 do not apply to éiccnuu subject to the

'f‘(g "W wit ST [« c'-:’ e S

notification requirements in § 50.72. They do apply to,‘m-ud—uu‘-zv

¢
noc.‘ooo’;iitossinﬂ paterial licensed under Part !q,-*- are nod *«{;"' fr
%f mh«‘uuhrﬂ "'7;1H‘0'I'¢4"‘h " g S'(J "!_
PART 31 = GENERAL DOMESTIC LICENSES FOR BYPRODUCT MATERIAL
7.  Section 31.2 (a) is revised to read as follows:

§31.2 (a) The general licenses provided in this part are subject to the
provision of §§ 30.14(d), 30.34(a) t« (e), 30.41, 30,50 to 30.63 and Parts 19,
20, and 21...

8. Section 31.8(c) s revised o read as fo)llows:

§31.8 (¢) The general licenses in paragraph (a) of this section is subject

to the provisicns of §§ 30.14(d), 30.34(a) to (e), 30.50 to 30.63 of this

chapter, and to the provisfons of Parts 19, 20, and 21...

PART 34 = LICENSES FOR RADIOGRAPHY AND RADIATION SAFETY REQUIREMENTS FOR
RANTOGRAPHIC OPERATIONS

9. Section 34.30 1s revised to read as follows:

6 Enclosure
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’ s
\) s (i rveng

§ 34,30 In addition to the nebidication end reporting;specified
in § 30.50 and other sections of this chapter. ..

PART 39 ~ LICENSES AND RADIATION SAFETY REQUIREMENTS FOR
WELL LOGGING

10. Section 39.77(b)(2) s revised to read as follows:

§ 39.77(b)(2) The Ticensos shall notify the Comsission of the theft or
loss of radioactive materiai;, radiation overexposures, excessive levels and
concentrations of radistion, and certain other sccidents as required by
§§ 20,402, 20.403, 20.405, and 30.50 of this chapter,

PART 40 ~ DOMESTIC LICENSING OF SOURCE MATERIAL

(6.) 11. The authority citation for Part 40 is revised to read as follows:
AUTHORITY: Secs. 62, 63, 64, 65, 81, 161, 182, 183, 186, 68 Stat, 932, 93),
936, 948, 953, 954, 955, as amended, Secs. lle(2), 83, 84, Pub. L. 95-604, 92
Stat. 3033, as amended, 3039, sec. 234, 83 Stat. 444 as amended (42 U.S.C.
2014 (e)(2), 2092, 2093, 2094, 2095, 2111, 2113, 2114, 2201, 2232, 2233, 2236,
2282); Sec. 274, Pub. L. 86-373, 73 Stat. 688 (42 U.5.C. 2021); Secs. 201, as
amendsd, 202, 206, 88 Stat. 1242, as amended, 1244, 1246 (42 U.S.C. 5841,
5842, 5846); Sec. 375, 92 Stat. 3021, as amended by Pub. L. 97-415, 96 Stat.
2067 (42 U.5.C, 2022).
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Section 40,7 also issued under Pub, L, 95.601, Sec, 10, 92 Stat, 206) (47

U.5.C. 5841) Section 40.31(g) also fssued urder Sec, 1722, 68 Stat, 939 (42
U.5.C. 2152). Section 40.46 also issued under Sec, 184, 68 Stat, 954, as
smended (42 U.5.C. 2234). Section 40.71 also issued under Sec. 187, 68 Stat,
965 (42 Y.5.C. 2237).

For the purposes of Sec, 223, 68 Stat, 958, as smended (42 U.5.C, 2273);
§6 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 {ssued under Sec, 161b, 68 Stat, Yad, as
amended (42 U.S.C. 2201(b)); and 6§ 40,5, 40,9, 40.26(c), (d)(3), and (4),
40.26(c)(2), 40,35(e), 40.42, 40,60, 40,61, 40.62, 40,64, and 40.65 are {ssued
under Sec. 1610, 68 Stat. 950, as amended (42 U.5.C. 2201(0)).

(#.) 12, Section 40.8(b) is revised tu read as follows:

§40,8(b) The approved information collection requirements contained in
this part appear in §§ 40,25, 40,26, 40,31, 40,35, 40.42, 40.60, 40.61, 40.64,
40,65, and Appendix A,

13, Section 40.26(c)(1) 1s revised to read as follows:

§40.26(c)(1) The provisions of Part 19, 20, 21, and
§6 40,1, 40.2, 40,2a, 40.3, 40.4, 40.5, 40.6, 40,41, 40,46, 4,60,

40.61..40.62, 40.63, 40.65, 40.71, and 40,81 of Part 40 of this chapter; and

(8.) 14, A new § 40,60 under Records, Inspections, Tests and Reports is

added to ruz as follows:
orts

§ 40.6q«“:e442‘.t4eﬂ>¢equ1rements.
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Lepur!
(a) llved1lteﬁ f4cations  Lach Vicensee shall notify the NRC as soon
as possible but not later than 4 hours after discovery of any event involving
Ticensed material that prevents (er-threaten-to-prevent) immediate protective
% onduden ov wg b ctwe ovate rals 'lju'. J B :*‘)
actions necessary to (madntain-and-verify-contrel) avoid an ouo’; Xposure, or "o e

Exoverdal 1 wlifiry limts  (Covnty Wy inelaele

k release of 1icensed dctcr1|\A(4na4ulos fires, explosions, toxic gas releases,
ete. ).

L per {
(b) Twenty-four hourAJ:2444ots4onﬁ- Each 1icensee shall notify the NRC

within 24 hours after the discovery of any of the following events involving
1icensed material:

(1) Any (scetdental) unplanned contamination event that (restricts)

requires access to the contaminated ’roc y workers or the public to be
Au 1] .
restri " hibitd

s J
popos gy Mo 18l 8 tvguivedd o e seandily of AW

wa r ”" thlﬂ 2‘ mum ‘wl h'/: ’l;' '4' b i times ﬂw fou .2 “Jl\.uall i

o ——— ol oo ﬁ”ﬁ '/1 tel lie 1‘ ’ " Whe madvn ,
(2) Any event in which equipment (nueoatn%y-&o-provoél--nced%ro Qoi)@?f?“ g’

"y N -l“"'l
ro!cca.s*ov-fcdﬁouctﬁvo-nntorﬁu&--or-to-pfovoﬂt~oveftxpoalf01to-rndﬁatoon.ﬁ ' '

M
S 3

1

AI' e

or to-mitigate-the-consequences-cf-an-accident -4s-disabied-orfatis-to
functéon-as-destgned-when-4t-4s needed:--Notification-{s-not-required-when-an
tndividuai-component-ts-disabied-or-faiis-tofunction-4¢-redundant-equipment-4s
oportbko-cnd-nvnﬁ*ub!o'to-uszonntﬁeui1y-por4or-thc-rtquﬁroa-!unet4onizlg‘
disabled or myﬁw funcﬂon as_designed when:

ALl e P

the equi “ required revent (uneentre!&od) unplanned

releases exceeding regulatory 1imits, to prevent cvoo‘xposuros to

¢A(h(\ AT Lo c,-

g
radiation and radioactive mater ll’TI or 4o mitigate the severe

consequences ot an accident, and
Wil
(11) (the-safety-function-of) the oquipueng#gf‘}equ1rod to be available

and operable (-°or-tho-|v|1§|bﬁ1Qty-of-the-tnfoty-vﬂﬁctﬁen---4t°roqc§rtd)
uhoégyhonnomnul~equ4pnont'(4:) was disabled or f|1ig?to function, and
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L.’u'b
(111) no redundant equipmengAjcvavai\ab\e and operable to automatically
n

perform the required safety function,

i L AT

(3) Any event that requir 5, me medical treatment (of-a-radioactivedy
contaménated-individuat) at a medical facility of an individual with spreadable

%t ul..‘lw\-"udig'. -
radioactive contamination ¢n their clothing or on asccessib.e portions of-their

body. (note-the-exemption-for-superfécini-injury-has-been-dejeted).
Notification-4e-not-required-4¢f-first-atd-at-a-1icensee-maintainedmedical

foactidty-for-a-caperfictai-injury-4s-the-oniy-treatment-rendared,
unpla

4) Aﬂynwhu or explocion damaging any licensed material or

any device, conta1nor or equipment conta1n1ng 1icensed material in quantities
-‘;.w( *m-!\ Q‘LC ‘twl’d‘ st limd on take “ %' "““‘ 'l‘
greater

specified 1n mmwﬁ;f Part 20. Mo report is
{red for superficial damage  thaf e not_affect the
integrity of the licensed material or its container).

(c) Preparacion and submission of reports. Reports filed with the NRC
pursuant to this s.ct1oq must have the names of persons who have received
exposure to rld1at12%;;i;252';n”;';;é;ratt part of the report. Reports made by
Vicensees in response to the requirements of this section must be made as
follows:

(1) Licensees shal) make reports required by paragraphs (a) and (b) of
this section by telephone to the NRC Operations Centor.z To the extent that
the information 1s available at the time of notification, the information
provided in these reports must include:

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

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

Z The commercial telephone number for the NRC Operations Center s

(301) €eee) 951-0550.
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(1i1) 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 submit a written follow-up report

within 30 days of the initia) report. Written reportis prepared pursuant to
other regulations may be submitted to fulfill this requirement if the repots

contain a1l of t“, necessary infory “fon and the appropriate distribution is
made. These written reports mus® be sent to the U.5. Nuclear Regulatory
Commission, Document Control Desk, Washington, DC 20555, with a copy to the
appropriste NRC regional office Yisted in Appendix D of 10 CFR Part 20. The
reports must include the following -~

(1) A dessription of the event, including the probable cause and the
manufacturer and mode! number ({f applicable) of any equipment
that failed or malfunctioned;

(11) The exact location of the event;
(111) The isotopes, guantities, and chemical and physical form
of the licensed material ‘ivclved;
(fv) Date and time of the eveni;

(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 ta
radioactive materials,

{3) A written report shall be submitted within 30 days of urrence

~of-any-event fnvolving licensed material that (threstens-to) could have ceused

i1 Enclosure
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“‘:ﬁ!!!giiﬁl;illiﬁllﬂﬂ.155!!!;9! (thrastens:to, Could-have prevented immegiate
» to maintain-centrol of the-licenced-materiat=
,ﬂ— (l)g‘rﬂu provisions of § 40,60 do not apply w licensees subject to the
h ot

notification requirements in § 50.72. They do apply tohu| (.A,.ea
g ’«"‘\L,(fl
""“"betsostinq material, under Part ‘OK“" et et byt b e artrbuntien

rﬁ'...nm.nﬁ " égt.??

PART 70 = DOMESTIC LICENSING OF SPECIAL NUCLEAR MATERIAL

15. The authority citation for Part 70 16 revised to read as follows:
AUTHORITY: Secs. 51, 53, 161, 182, 183, 68 Stet. 929, 930, 946, 953, 954, as
amended, Sec. 234, 83 Stat, 444, as amended (42 U.5.C. 2071, 2073, 2201, 2232,
2233, 22682); Secs. 201, as amended, 202, 204, 206, B8 Stat. 1242, as amended,
1244, 1245, 1246, (42 U.5.C. 5841, 5842, 5845, 5846).

Sections 70.1(c) and 70,20a(b) also issued under Secs. 135, 141, Pub, L.
97-425, 96 Stat. 2232, 2241 (42 U.5.C. 10165, 10161). Section 70.7 also issued
under Pub. L. 95-601, sec. 10, 92 Stat. 2951 (42 U.5.C. S851). Section
70.21(g) also issued under Sec. 122, 68 Stat. 939 (42 U.5.C. 2152). Section
70.31 also 1ssued under Sec. 57d, Pub, L. 93-377, 88 Stat, 476 (42 U.S5.C.
2077). Sections 70,36 and 70.44 also issued under Sec. 184, 68 Stat. 954, as
anended (42 U.S.C. 2224), Section 70.61 also fssued under Secs. 186, 187, 68
Stat. 955 (42 U.S.C. 2236, 2237). Section 70.62 also {ssued under Sec. 108, 68
Stat. 939, as amended (42 U.5.C. 2138),

for the purposes of Sec. 223, 68 Stat. 958, as amended (42 U.5.C. 2273);
§§ 70.3, 70.19(c), 70.21(c), 70.22(a), (b), (d)~(k), 70.24(a) and (b),
70.32(a)(3), (5), (6), (d), and (1), 70.36, 70.39(b) and ‘c), 70.41(a),
70.42(a) and (¢), 70.56, 70.57(b), (c), and (d), 70,58(a)-(g)(3), and (h)=(J)
are issued under Sec. 161b, 68 Stat., 948, as amended (42 U.5.C. 2201 (b)); §§
70.7, 70.20a(a) and (d), 70.20b(c) and (e), 70.21(c), 70.24(b), 70.32(a)(6),
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(¢), (@), (e), and (g), 70.36, 70.51(c)-(g), 70.56, 70.67(b) and (d), and 70,68
(a)<(g) (3) and (h)~(J) are issued under Sec, 1611, 68 Stat, 949, as amended

(42 U,8,C, 2201(1)); and §§ 70,5, 70,9, 70.20b(d) and (e), 70.38, 70.51(b) and (1)
70.50, 70,82, 70,53, 70,54, 70,86, 70,58 (g)(4), (k), and (1), 70,59, and 70.60(b)
and (c) are issued under Sec. 1610, 68 Stat, 950, as amended (42 U.5.C, 2201(0}),

16, Section 70.8(b) 1s revised to read os follows:

The approved information collection requirements contained in this part
appear in §§ 70,19, 70.20a, 70.20b, 70,21, 70,22, 70,24, 70,32, 70,33, 70,34,
70.38, 70.39, 70,80, 70.81, 70,52, 70,83, 70.67, 70,68, 70.59, and 70.60,

17. Section 70.19(c) s revised to read as follows:

§ 70.19(c) The general Yicense in paragraph (a) of this section 1s subject
to the provisions of §§ 70,32, 70,50, 70.51, 70,82, 70.88, 70,56, 70.61, 70,62,
and 70.71, and to the provisions of Parts 19, 20 and 21 of this chapter. In
addition, persons who receive title to, own, acquire, deliver, receive, possess,
use or transfer one or more calibration or reference sources pursuant to this

general license:

18. A new § 70,50 under Special Nuclear Material Control, Records,
Reports and laspoctﬁons {s added to read as follows:

ortin
§ 70.50,Nob4éFeetton” requirements.

e et
(a) !unndlatnﬁp‘t4¢400&4cn; Fich Vicensee shall notify the NRC as soon

%. b e veinip wven™S

as possible but not later than 4 hours after discoveiy of anwknuoat involving

1icensed utorial"that prevents (er-threaten-to-prevent) fnmediate proto.tive
(L)‘n’ erenf & ——mmee e redubon or radachive maderdn, Caces rowmn ’
actions necnssary to (uo‘ataOa-ond-vovbty-coatval) avoid an cwod”oxposgac

ragulsry fmds (evests oy nclade

,rc!cgg e of 11cons;a r111ﬁ44a030400 fires, explosions, toxic gas releases, etc.).

(‘2) pm., (&”‘f %} ,3‘["“" '7‘ "“ nuwilear 7 /Vl' t, A Ggecme J’) (ll/&“n‘li‘s *
Luw‘uul.l-\’ sad 47. {
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nrt
(b) Twenty-four hourA‘06&4¢oot+ON¥ Lach licensee shall notify the NRC

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

1icensed material:

(1) Any (scetdentad) vaplanned contamination event that (restricts) rog!h‘c;
a;;g_ 8 _to the contaminated area by workers or the public to g rggw

PR .~

: mhigu%y 3&11 1n}! the area.,
——————— st ot N "F 5 lﬂ;*“" D‘ 'f“ 7,..;1)’ ‘, udive CESY V‘\nl ‘ ‘

Cler more than 24 hou'rT mes e st “annval Lot b e ded  fprendu B d (2 for
e M‘nw; o o aepe o whe a:‘u d resdes ‘la ﬁ oldese & s with 0
&

(2) Any event in vM&h quibineit” (necessaby-toipfeve \io\&onﬁ'&“n

refesses-of-radiocactive-materisis-or-to-prevent-overexposuresto-radiation,

or to-mitigate-the-consequences-of-an-accident;-fs-disabied-orfalls to

foncttonras-designed-whan-1t-4s needed:--~Neti‘ication-{s-not-required-when-an

individuei-component-is-disabied-or-fatis-tofunction-{f-redundant-equipment-4s
wwls

operahi o-md-cnﬂtbh-u-omﬁuﬁ!y-ponon-tm- required-function) %t i
disabled or fai ;‘_}g function as designed when:

dwihion ov e e el hon

vent (uwr ntnﬂ«) unplanned
velaases exceeding regulatory limits, to gggm\t m posures to
radiation lng;ndm!;twmgr‘fli‘#zo'r' nit gate the severe
consequences of an accident, and

(11) (the-safety-function-of) the ggyggn{:;l required to be
v!mm and gggnb}g . (or-tm-uﬂhMMty-o(-tm-nfny-funcmn-

s-required) mw_& (48) was disabled or fn_}g'to

function, and
(111) no redundant equi nf‘ available and operable to
automa’ ‘cally perform the requ m safety function,

prfey

(3) Any svent that roquin‘AnMcn treatment (of-a-radioactivety

contaminated-4ndividuad) at a medical facility of an individual with spreadable
N [

radioactive contamination on thedr clothing or on accessible portions of-their '

body. (note-the-exrmption-for-superficiai-injury-has-been-deleted).
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(Notification-ds-not-requt ed-41-firet-aid-at-a-i4censee-maintainedmedicnl

faciifty-for-a-superficial-4njury-4s-the-only-treatment-rendered.

WG nn
(4) Anxé!gg&hgg&g_ | fire or explosion damaging any licensed material or
~any mm. container, or equ ‘punt containing licensed nmm in ntities
bve dmes W luvest annaad bmid on ot * e madera

muwﬁmm_mﬂm_m&_mm_
required for superficts, danage {i.e., surface-statns’that, de’not affect the
integrity of the )icensed materia) or {ts container)’

(c) Preparation and submission of reports. Reports filed with the NRC
pursuant to this section must hnvo the names of persons who have received
exposure o m?a{%a:{‘u?&kfﬁ“ S S0pRrdte part of the fepert. Reports mede &
1icensees in response to the requirements of this section must be made as
follows:

(1) Licensees shall make reports requived by paragraphs (a) and (b) of
this esction by telephone to the NRC Operations CQnter.’ To the extent that
the int rmec®on is available at the time of notification, the information
precs Y ls these reports must include:

(1) The caller's name and ca’ 1 back telephone number;
(11) A description of the event, including date and time;
(111) The exact location of the eventi;
(1v) The {sotopes, quantities, and chemical and physical form
of the 1icensed materia)l involved; and
(v) Any personnel radiation exposure data available.

(2) Written report. Each ‘irensee who makes a report required by
paragraph (a) or (b) of this section shall prepare a written followup report
within 30 days ot the initial report, Written reports prepared pursuant to

L The commercial telephone number for the NRC Operations Center {s

(301) €268) 951-0550.
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other regulations may be submitted to fulfiil this requirement if the reports
contain all of the necessary informatfon and the anpropriate discribution is
made. These written reprris must be sent to the U.S. Nuclear «atory
Commission, Document Control Desk, Washington, DC 20558, with o copy %o the
appropriate NRC regional office. 1isted in Aopendix D of 10 CFR Part 20. The

reports must include the following =~
(1) A description of the rcent, including the probable cause and the
panufacturer and model numbet (1f applicable) of any equipment
that failed or malyunctioned;
(11) The exact location of the event;
(111) The isotopes, quantities and chemical and physical form of
the 1icensed material involved;
(iv) Date and time of the event;
(v) Corrective action taken or planned and the results of any
evaluations or assessments; and
(vi) The extent of exposure of individuais to radiation or to
radioactive materials.

C/
o
3 written rt shall submitted within 30 days of the ne

of ggy event involving 1icensed materfal that (threatens<te) could have caused
,&Q_g_!gg__gg_l_lg;g_g[ (threstens-te) could have prevented immediate

W to maiitain control of the licensed material.

.;tﬂ’(!‘)gﬂf; The provisions of § 70.50 do not apply to 1icensees subject to the

& licensue s

notification requirements in § 50.72. They do apply to.hoiocfcﬁ~and test -

aoactor:“vossoss1nn materia) 1icen:ed under Part 70, i e st sefer fe

| ‘
: , )
\fi. “.‘I..(. T T8 r.’-l't"f‘ " & 9% /.‘

{
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Dated at Rockville, Maryland this _ _ day of _ 1094,

for the Nuclear Regulatory Commission.

Janes M. Taylor, Executive Director
for Operations,

17 Enclosure



