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MEMORANDUM FOR: Eric S. Beckjord, Director
Office of Nuclear Regulatory Research

FROM: Robert M. Bernero, Director
Office of. Nuclear Material Safety

anri Safeguards

SUBJECT: CONCURRENCE ON FINAL RULE - NOTIFICATION OF INCIDENTS

o

We have reviewed the final rule on notification of incidents that you
transmitted to us on May 6, 1991, and we have two comments:

1. The phrase "or threatens to cause" should be deleted from b20.403(a)
and (b) as previously agreed in neetings between OE, RES, and NMSS
staff.

2. A statement should be added to the transmittal letter explaining why
Part 72 is not included in the final rule. As discussed among the
staff, amending Part 72 now would delay the final rule, and basic
reporting requirements would continue to apply to Part 72 licensees
after this rule is issued. The RES staff intends to initiate a
separate, expedited rulemaking to add new reporting requirements to
Part 72.

Subject to incorporation of these comments, we conci!r on the final rule.
Additional editorial comments are enclosed for your use.

0
,/ , **"")

' ~Mf- s t
*

_

obert M. Bernero, Director
Office of Nuclear Material Safety

and Safeguards

Enclosure: As stated

cc: J. Lieberman
T. Murley
H. Denton
W. Parler
P. Norry
T. Martin
S. Ebneter
A. Davis
R. Martin
J. Martin
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MEMORANDUM FOR: Eric S. Beckjord, Director
Office of Nuclear Regulatory Research

FROM: Robert M. Bernero, Director
Office of Nuclear Material Safety

and Safeguards

SUBJECT: CONCURRENCE ON FINAL RULE - NOTIFICATION OF INCIDENTS

We have reviewed the final rule on notification of incidents that you
transmitted to us on May 6,1991, and we have two comments:

1. The phrase "or threatens to cause" should be deleted from 620.403(a)
and (b) as previously agreed in meetings between OE, RES, and NM55
staff.

2. A statement should be added to the transmittal letter explaining why
Part 72 is not included in the final rule. As discussed among the
staff, amending Part 72 now would delay tha final rule, and basic
reporting requirements would continue to apply to Part 72 licenter.
after this rule is issued. The RES staf f intends to initiate a
separate, t.xpedited rulemaking to add new reporting requirements to
Part 72.

Subject to incorporation of these comments, we coacur on the final rule.
Additional editorial comments are enclosed for your use.

,/ , , _ ' fW .
/4 ~~^

~

obert M. Bernero, Director
Office of Nuclear Material Safety

and Safeguards

Enc!asure: As stated

cc: J. Lieberman
T. Murley
H. Denton
W. Parler
P. Norry
T. Martin
S. Ebneter
A. Davis
R. Martin
J. Martin
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NL, LEAR hEGULATORY COMMISSION

'10 CFR Parts 20, 30, 40, and 70

RIN:3150 - AC 91

i

Notifications of Incidents

AGENCY: Nuclear Regulatory Commission.s

ACTION: Final rule.

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

regulstior.s to revise material licensee reporting requirements for _

byproduct, source, and special nuclear material regarding the incidents

related to radiation safety. This action is needed to ensure that
iw;fs

significant occurrences at material licensee facilities are promptly

reportedtoNRCpothattheCommissioncanevaluatewhetherthelicensee

has takeN h b4r ctiorktoprotectthepublichealthandsafetyand
w cu

whether generdc safety 4eneerns-are.. identified-that--mayhequke' prompt

NRC action [ '*"*"d 3 "#' '' '[ ""
'

" ' "" "

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

g Federal Register.]

ENCLOSURE
y

. . .
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criteria which more c'learly define significant events which need to be
}$|-6

repofted,e..reseveces-of- mantass-een-be-used =^re efficiently-by Mretting' \, T, -

those-resourcennly--to_1hnca avetnts for whic.h rep @ are-warranteg A ' (I'
purpose of this rulemaking is to assure'that all significant events are

,

reported, and that the NRC and industry have knowledge of'and feedback

from operating experience.
<

4. The rule is prescriptive and eliminates the need for licensee judgment.

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

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

reported (as discussed ingi-tedf3 above). It is recognized that the reporting

of some events will involve judgment on the part of the licensee. Agadef2-

the objecth is to estur: th'.t the ".C has-i cdiate know' edge of-sign 4f-icant - 'd

avents effecting publio-hee 4th end safety, a d N!y report 4ntrof-events 4

which -ey i=che trport:nt 1,Sson3%f-expertenceg // wever Oc rE.
<bsgreem#wli, <"d (vn/** "pd ec.nlam enewi enlena 4 mm m, ee

Mrep k.wQ eye,A uccyec

5. Establish activity thresholds for each radionuclide that would

require NRC notification, such as Part 20, Appendix C. Define

significant occurrences in terms.of dose equivalents or concentration

limits. Severity should be related.to the overexposure situations.

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

providing specific activity thresholds. However, the NRC felt that 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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13._ Further clarification needs to be provided regarding notification

requirements for commercial nuclear power reactors. Companies holding a

construction permit or operating license should be explicitly exempted

for activities' occurring within the proter.ted area.

mJ V
Response: The NRC does not intend for the proposeFcriteria to apply tog

commercial nuclear power plants, in the discussion as well as in the t

rule (Parts-30.50(c)(3),40.60(c)(3),and70.50(c)(3)),theNRC

specifically stated _that the provisions do not apply tn 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 only 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 material 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 byproduct, source, or

special nuclear materials license, notification is required under the new

notification requirements in Parts 30,- 0, or 70; however, these

requirements apply only to the activities licensed under the separate

materials license and not to any other activities.

14.-- The NRC should provide clear guidance on its interpretation of the

rule by circulating early event-reports with comments on the

appropriateness of the report and by providing examples of failures to

report.

9
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Respor.se:' The NRC agrees and intends to issue information notices and

other guidance as appropriate to licensees as implementation issues are

identified and experience is gained with the rule.

15. The NRC should more clearly define the notification requirements
4

concerning the loss of packages of radioactive material.

Response: This rulemaking effort involves the not'ification 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 \t

W WF ja. theft of licensed material.are revised by the major revision to Part 20- < tg *h\^7
which was published in the Federal Register i May 1991. The major- gf p#

(n t~( <G
'

revision specifies what quantities of licensed material require immediate
*and 30 day notifications [*'

.g.

eY
1

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

required for.large companies.

Response: The public reporting burden in the proposed rule was

estimated at about four hours per response. This is an average

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

._ organization with-several management levels could take a few days to-

complete and process such a report.
__

10
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21., frequent use of the word "any" is not consistent with the stated

intent of "significant occurrences".- -

1

-Response:- The text of each notification requirement defines the event to

be reported. The EC egreet-that using the-wor 4 2any" could be A ;

inccasisrtent-with theJRCisHntent-to-rcquire4RC-ant 4(4 cat 4cn-of# i

'4

s4;nificent : vents. .The tnt ef- the-rule-has-beenMitted-accordingly?
kus, - beu, delef10 [rrm 4ke -|wd ok becmc. W~zLs wrh % 4

s sh neu 'b debe O* Mdb*h j-

.!
22. Proposed rule should make it clear that it applies to independent

spent fuel storage facilities.

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

requirements to independent spent fuel storage facilities and, if

appropriate, will initiate a separate _rulemaking effort to amend Part 72 :

in order to allow public comment en that action.

,

23. No reports should be required for events that are' concluded beforc

-any meaningful _ communication with and participation by the NRC is

possible.-,
,

Response: The fact that.;the licensee-has completed all nr.cessary 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
i-

nature of the incident. .For example, the incident may have generic;

|

|

||
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other aspect of this collection of information, including suggestions for

reducing this burden, to the Information and Records Management Branch

(MNBB-7714), U.S. Nuclear Regulatory Commission, Washington, DC 20555;

and to the Paperwork Reduction Project (.3150-0014, 3150-0017, 3150-0020,

and3150-0009), Office of Management and Budget, Washington, DC 20503.

'

Regulatory Analysis

The Commission fla! prepared a draft regulatory analysts on this gy ,

p o # regulation. The analysis examines the costs and benefits of the
,

'

alternatives considered by the Commission. The Commission requested

public comments on the draft regulatory analysis, but no comments were

received. No changes to the draft reguiatory ar,alysis are considered

necessary, so a new regulatory analysis has not been prepared for the

final rule. The draft analysis it, available for inspection in the

NRC Public Document Room, 1220 L Street, NW (lower level),

Washington, DC.

Regulatory Flexibility Certification

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

Commission certifies that this rule will not have a significant economic

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

3co,
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 issued in

order to reduce misunderstandings by material licensees and to clarify

45
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Fires and Explosions

The final rule requires licensees to report within 24 hours of

nyunplannedfireor.An[explosiondamaginglicensedmaterial,"discover

or any device, centainer, or equipment containing licensed material in

quantities greater than five times the lowest annual limit on intake
%.h ani -;.t.Mc4

specified in Appendix B of Par 4-20 for the material. This information is -

4
necessary to assure the Commission that appropriate actions have been

taken to detect and control any releases that may have occurred, Prompt

action may be required to verify survey rewits and establish

radiological controls for recovery efforts. This requirement was revised

to specify unplanned fires and explosions so as to clarify that planned

applicctions 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 comenter 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 hatards or other conditions from performing immediate

protective actions that they would normally be able-to perform (see

discussion above on Control of Licensed Material). However, if no

42
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personal Injury Events

The final rule requires licensees to report within 24 hours of

disecy 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. This infcrmation is

necessary to assure the Commission that appropriate actions have beer

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

necessary decontamination. prompt action may also be required to

investigate the cause of the injury and to prevent additional

contamination prob! ems.

This requirement has been rewritten to clarify that only spreadable

contamination is covered by the rule and that planned medical treatments

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

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

superficial injury was deleted because the flRC agreed with commenters

that a significant contamination event could still occur even if the

injury was only superficial and the medical facility was licensed to

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

exemption will result in numerous reports of insignificant events such as

a medical technician accidentally puncturing his hand with a syringe

containing a radiopharmaceutical because no report would be required if on -

spreadable contamination was removed before first aid was rendered.

41
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Saf,ety Equipment failure

The final rule requires licensees to report within 24 hours of

discover a'ny event in whicn equipment is disabled or f ails to function

as designed if: (1) the equipment is required by regulation or license
er Pcondition to prevent releases and exposures exceeding regulatory limits,g

or to mitigate the consequences of an accident, ar$d (2) the equipment is

required to be available and operable when it is disabled or fails, and

(3)no-redundantequipmer: is availabic and operable to perform the

required safety function when the failure occurs. This reporting

requirement includes equipment failure, equipment damage, and procedural

errors which cause equipment to 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
f

is covered by the rule. iurthermore, 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

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

week.

Reports of unplanned contamination events that exceed the activity,

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

Commission that contaminated areas are being decontaminated in a safe and

timely manner. In addition, prompt action may be necessary M orrect
i,

conditions that may lead to additional contamination problems. Examples

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

a fine powder that requires workers to use additional respiratory

protection for more than 24 hours; a leaking shipping container that

requires a normally unrestricted shipping facility to be locked up for

more than 24 hour:;; and contamination from a leaking sealed source that

requires workers an the area to wear additional protective clothing for

more than 24 hours. However, if a spill involved a short-lived isotope

such as technetium-99m (6 hour half-life) and entry into the area was

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

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

Jcc y-
contained only 50Vmicrocuries of cobalt-60, no report would be requiredg

(cv 9t A50e y

because five times the annual limit on intake of cobalt-60 is h000'g g

microcuries h f d e lu m ee k' * ' M N b n'( ""

4e cablU U *b 4 'C " ' ' " " ' " ' '^"

4 L L e.- wal |=d en mM" W ~ # I""" d' bdI ~ d "'13 y6shdd.
gg kk rew.e $ (T "4"f

k y- (ta 95 *NC"O
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Contamination Events

The final rule requires lice. As to-notify the NRC w?. thin 24 hours

of discovering any unplanned contamination event that requires access to

the contaminated area, by workers or the public, to be restricted for

more than 24 hours by imposing additional radiological controls or
i

prohibiting entry into the area. If a lic~ensee discovers that an area

has unexpectedly been contaminated with licensed material, the Commission '

expects the licensee to impose appropriate controls to keep exposures and

releases as icw as reasonably achievable (ALARA) until the area can be

decontaminated. If controls beyond those regaired 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 of material or material with a short half-life, the

final rule has been revised / modified to exempt certain contamination events
c>nf2 o,

from the new reporting requirement. A report isgh w' required if the access -

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

quantity of material involved is greater than five times the lowest annual
f t X.scol ~ 20. M ol

limit on intake in Apradix B of the-r+v44epart-fftimed-May _,1991M -g
-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 tFa annual limit on intake was chosen because the NRC believes

it is unlikely that any individual exposed to contamination would inhale

or ingest more the 20. percent of the material dispersed. The half-life

threshold of 24 hours was chosen because a significant amount of decay

would occur.each day and it is ')
s

37

_



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

4, ,

'-
.

g }Discussion

!The NRC is ainending the reporting requirements in 0 00.403 and in

- the new $ 20.2202 which was published irr the Federal Register in May 1991.

The amendments will ensuro that events having significant implications

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

compatibility for Agreement Stater . a 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) of 6 20.403 and

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

deleted because tha NRC believes these criteria do not adequately define

events with significant implications for public hoalth and safety. F(,r

example, the periodic loss of operation of a facility may not be related

to any potential hazard to the public or the environment. The same is
i

.

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

unrelated to any potential hazard from licensed material. The deletedi

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 role also contains

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

These changes specify that general licensees who were previously required

I to report incidents pursuaut 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 5 50.72. Part 50 licensees subject

33
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Respunse:- The NRC believes that separate reports serve a useful function.

The licensee' is directly responsible for the safety operations of the facility

and is most knowledgeable about the event, its causes, consequences and

_ appropriate _ corrective actions. The licensee reports contain useful information

oniheeventanditsimplications. NRC inspections focus on selected events,

and on the status and completeness of corrective action. Thus, NRC reports

generally have a different objective than licensee event reports.

65. Personnel radiation exposure data may at times be difficult to obtain.

Response: The NRC recor'nizes that there may b Hmes when it is

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

to-the licensee is required to be reported.

(d)CriticalitysafetyinG70.50(a)(2)

66. ThefollowingnuclearcriticalitOysftyev0e$sshouldbeincludedu u,ar. ;nkle. 9..m A?$ m..
intheruleasreportableeventh?y[y

( .t mesumm
#

ailure of a special nuclear material

concentration monitoring instrument >r t failure of a moisture detection

instrument..

Response: 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

addititmal requirements were added for monitoring equipment because the

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

32
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(b)(4) Fjres and_ 3 plosions

60. The most common type of explosions in medical, biomedical research,
;

and radiopharmaceutical operations involve screwcap vials or stoppered

test tubes containing tissue samples with oo'y traces of radionuclides.

Do these types of explosions have to be reported?
.

Responser When the proposed rule was drafted, NRC did not intend to

include small vir,Is and stoppered test tubes as explosicas. 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 B of Sa A20f fjh .2, /ce/ .X,.2Vol. "

,

61. In the case of fires, the haiard of the fire mc greatly outweigh >

the hatards of the release. There should be cuantitative threshold

limits for licensees. ,

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

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

involved, the NRC needs to ensure that appropriate cohtrols 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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56. Notification should on'y be required if contamination of the

individual or treating medical facility exceeds NRC regulatory limits,

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

radioactively contaminated individual?
|

|

Response A radioactively contaminated individual is a person who has ;

s e.urvn M c. . w 1

4oose' surf ace contamination, that can be detected'by standard methods, on ;

N 3|>. A
ot~ ,

N)J Q
their clothing or on accessible portions of their body that can be spread |-

t- t .

4)[ to other individuals. No threshold or contamination level related to
u

N$o
.

regulatory limits has been provided because NRC is concerned abuut.44Fcsn3e

Y & Lu.h who a emu 4*rpnisc.d UNR l contamination # e,and net jus 4. eentaminat4cn-4bde.us ru m cee-a-<ertain-levelv ~

w AA, b n., ,,y.t eme n.

57. Change the word " rendered" in the last sentence to the word

" requ i red. "

Response: Although the stetement has been deleted from the rule, NRC is

concerned about what was actually done to the contaminated individual.

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

the radiation hazard,

58. The proposed rule requf ~ed 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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51. What is meant by " uncontrolled releases of radioactive material"?

L

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

releases of radioactive n.aterial" was to refer to unplanned acc%e'-1

releases exceeding regulatory itnits. This has been clarified in the

final rule.
F *

L

E
'
,

E 52. What is meant by the words " prevent overexposure $ to radiation, and
I to mitigate the consequences of an accident"?
p

Response: To prevent overexposurt.-s means to prevent exposures exceeding"

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

to clorify 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.

53. The use of the word " automatically" is confusing and should be
_

deleted. Change the last sentence to read "if redundant equipment which

performs the required function is operative".

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

The term * redundant" is used to describe independent trains of equipment
I

which perform the same functior with the same level of effectiveness and

~

26
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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 that if the amount of licensed material involved is not likely
E'to result in exceeding regulatory limits, no report should be required.

en

ftheamountoflicensed];The final rule has been changed to require a reportg ,

,,,
matecial involved is greater than five times the lowest annual limit on a- 1

v' ),, , ,, ;' ''''^y.

intake spet.ified in Appendix B of il 20.1001 20.2401 of Part 20 for the '

material.

:

37. Sentence 2 of paragraph 1 in the discussion under Contamination
:

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

cause accide Mal contamination in excess of the radiological conditions

nonna11y present". This standard is markedly more restrictive ...an the

proposed standard end is inappropriate.

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

and has been deleted from the discussion. /h"* * ' "I & 5 " ' " " ' ND

fw unda mnl (mbwdwn in excen <[ b ; d e (giud CcwE8 1"" 5 M

n'>ed $ $ C'YA **"'"I'' W'' l"*kNY "'I'#* "'l '<j h'"qv,r

b& rd rde.
38. _The rule should allow for planned activities such as maintenance or

decommissioning that would result in restricting access.

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

that it applies to unplanned contamination only.

20
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stringent than the controls in effect prior to the contamination

accident. The definition of an " area" is not limited to any minimum

size, in general, any space normally accessible to workers or the

general public qualifies as an area. <

,

4

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

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

other types of accidents involving radioactive material that result in
9'

elevated levels of radiation-fm' spreadable contamination and (2) occur -

in areas that must be restricted by imposing additional controls to
#prevent individuals from spreading the contamination to themselves or to

Restrictingak.cessalsoincludes(e.ch c%:kd h Nj't
areas outside the contaminated area.

q- h icdu n

additional controls to minimize r-a44at4erf exposureg+om tte-

contamination.

34. The contamination araa is unduly restrictive, it makes no

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

For hospitals either restrict the definition of a 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.

18
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Response: The NRC agrees with the commenter that it is difficult to i

provide a clear, generjc. definit'on for these words. As a result, the

f4(nei-rtrie-hat-beerrrevised-ceeord4nglyr *)-rn.d o ..le ,% w it.. > /.er., . h t'e h.| /r.m yht
j

|

(b)(1) Contaminatjon Events
.

31. Minor contamination ir e n ,we,minated collimator or a spill of

short lived radionuclides) 4- (_ p r. !n research and medical settings.

Access is restricted in the inte'est of Al. ARA and efficie..cy and to

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

requirement appears excessive and not related to any potential hazard to

the public or the environment.

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

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

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

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

32. How do you determine when an area is " cleaned up"? Is the

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

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

HL.-
areas from radiological controls. No report would be required if a W -

a$cde"n'$ y 'dYntaNa O $4 taminated within 24 hours to-#'c

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

17
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28. Do toxic gas releases include gas releases (such as UF 6, NOx, ;

hydrogen fluoride, etc.) that periodically occur but are contained and
icontrolled by operating procedures need to be reported?

i

;

P,esponti: Toxic gas releases would not require an immediate report

provided they did not prevent the licensee from taking inanediate !

protective actions necessary to avoid exposures and releases exceeding

regu',atory limits. However, even if no innediate protective actions were

prevented, a report may be required if the toxic gases are also

radioactive and the releases exceed the limits specified in

i 20.403(a)(2) or 6 20.403(b)(2).
!

;

(b) Twenty-four hour Notification

!
'

29. Licensees should not be penalized for failing to report within 24

hours, if a. reasonable estimate projects that access would not be lost
i

for more than 24 hours.

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

the licensee can not conclusiv 1 rule out the need to report the event,
y h lu.. u - a,.mL ad cow w \ d ara '

a conssr-vrtive-appr-oach-would-be-tdy' notify the NRC within 24 hours. If

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

written repott would not be required.

'30. The phrase " threatens to prevent" is so vague that many everyday >

events may qualify for reporting. ,

16
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incidents with substantial potential for injury to off site people.

Suggest 5 rcm for one hour notifiestion.

Response A requirement for an additional notification is not needed.

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

specialnotificationrequirementstostatesandotherauthorities)that

ipply to those Iwenzees who have quantities of licensed material sufficient

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

(i.e.$630.321,40.31j,and70.221). Those plans include cri aria for
>

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

26. The time requirement for notification of the NRC may be severe and

unrealistic in some cases.
,

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

and unrealistic, t.icensees shon1d be able to perform an initial

evaluation of an event and notify the NRC within the 4 or 24 hour time

7 [oO o e 'O t reped. J ~"h'jlimits. 3f' M c c"e d "* C ye

uya.nAs, se hww kJA & ansc~Aeb; 4 repd
4 e. e v e d .

27. We question the need to imediately report events regardless of

. quantity and type-of licensed material involved,

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

required in all cases. Events involving very small quantities of

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

possible, would not be reportable.

15
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PART 20 - STANDARDS FOR PROTELT!0N AGAINST RADIATION
;

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

!

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

935, 936, 937, 948, asamended(42U.S.C.2073,2093,2095,2111,2133, |
I2134,2201): Secs. 201, as amended, 202, 206, 88 Stat. 1242, as amended,

1244,1246 (42 U.S.C. 5841, 5842, 5846). Section 20.408 also issued under

Secs.135,141. Pub. L. 97-425, 96 Stat. 2232, 2241 (42 U.S.C.10155, _10161). .

?

For the purposes of Sec. 223, 68 Stat. 958, as amended (42 U.S.C. j

2273) il20.101,20.102,20.103(a),(b),and(f),20.104(a)and(b),

20.105(b), 20.106(a), 20.201, 20.202(a), 20.205, 20,207, 20.301, 20.303, ;

20.304, and 20.305 are issued under Sec. 161b, 68 Stat. 948, as amended I

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

and 20.409 are issued under Sec. 1610, 68 Stat. 950, as amended (42 U.S.C. ,y [

2201(o)). Sk
a s

N'| , J %
,

\
i 20.403 [ Amended] |., ' wg,,q > bh a*$ Od Mc.h u n 'O N| ' "'hq,y Sc.qG p ;

& p, %,. * u %. J <.u le c w e '/. ,

2. In i 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"followingparagraph(b)(2)areremovedandaperiodisinserted, I

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

!

3. la i 20.403, paragraph (d)(2) is amended by revising the area- -r

-code for the footnote from area cWe 202 to area code 301. j

s

48
o <

r

, , . -- - .- -

_ . - . _
.

.-



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

.. ..

'

..
:.,

640.8(Amended) i

1

1
16. In i 40.8, paragraph (b) is revised to read as follows: |

)

-6 40.8 Information collection requirements: OMB approval. |

'
. . . . .

(b) The approved information collection requirements contained in
:

this part appear in il 40.25, 40.26, 40.31, 40.35, 40.42, 40.60, 40.61,

40.64,40.65, and Appendix A. |

[ ? _ _,,* . ___ i . - 6 40.* * *

'

[ Amended)
i

17.- In 6 40.26, paragraph (c)(1) is revised to read as follows:

6 40.26 General license for possession and storage of byproduct material

as defined in this part.

. . . . .

(1) The provisions of Part 19, 20, 21, and 66 40.1, 40.2a, 40.3, 40_4,.

-40.5, 40.6, 40.41, 40.46, 40.60, 40.61, 40.62, 40-63, 40.65, 40.71, and

40.81 of Part 40 of this chapter; and

. . . . .

18. A'new i 40.60 under " Records, Reports, and Inspections" is added-

to. read as follows:

.

1

58-
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chapter, in addition, persons who receive title to, own, acquire, deliver,

receive, possess use or transfer one or more calibration or reference sources j
!

pursuant to this general license

s i s s s

22. A new i 70.50 under "Special Nuclear Material control, Records,
.

Reports and Inspections" is added to read as follows:

i

l 70.50 Reporting requirements.

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

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

that:

(1) prevents immediate protective actions necessary to avoid exporures

to radiation or radioactive materials that could exceed regulatoty limits

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

may include fires, explosions, toxic gas releases, etc.), or

(2) places special nuclear material in a geometry unfavorable to

criticality safety.

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

within 24 hours af ter the 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-public,

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

controls or.by prohibiting entry into the area, and

,
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DRAFT pVDl.1C ANN 00fiCEMENT

bmmissionisamendingthereportingrequirementsinThe Nuclear Regulatory i

e)toensurethateventshavingsignificant10 CFR 20.403 (new $20
^

implications for publi dicalth and safety are properly reported,

paragraphs (a)(3), (a)(4), (b)(3), and (b)(4) of l?0.403 dealing with loss of
operation and cost of damage are being deleted because the staff believes these
criteria do not adequately define events with significant implications for
public health and safety. The deleted sections are being replaced with new
criteria in parts 30, 40, and 70. The staff believes the new critt 'a will
inore accurately define potentially significant events affecting the nealth and
safety of the public and the environment. The final rule contains administrative
changes to requirements for general licenses. These changes specify that
general licensees who were previously required to report incidents pursuant to
the deleted reouirements, 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 650.72. part 50 licensees subject to the requirements in
650.72 are specifically exempted from this rule to avoid conflicting regulations.
However, certain part 50 licenses (e.g., research and test reactors) are not
currently subject to the reporting requirements in 150.72. If they possess
ma'erini licensed under parts 30, 40, or 70, they will be subject to the new
reporting requirements.

The intent of these amendments to is require prompt reports to the NRC of safety
related events that may require prompt or immediate action to insure the health
and cafety 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, activete the NRC incident response center, or issue
warnings of generic hazards to other licensees.

!
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; UNITED STATES
$ NUCLEAR REGULATORY COMMISSIONE "-

'o A,h ! W ASHINGToN, D C. 205%

e..,*
bhy 23, 1991

:

HEf;0RAllDUM FOR: Eric S. Leckjord Director 1

Office of tiuclear Regulatory Research

Itch: Thomas E. Iturlcy , Director
Office of tiuclear Reactor R y u k tion

SUBJECT: final Rulemaking - f;ctification of Incidents
10 CFR Parts 20, 30, 40 and 70

We concur in the 1',nai rulemaking package that was transmitted with your
memorandum on this subject ci I:cy l,1991.

In addition, we offer the following comment for your consideration. In the
"Suitpary and Anblysis of public Comments" (page 12) it is stated that *The f;RC
maintains that the propu:;ed rule is a clarification of existing requirements..."
(emphasisadded), furthermore, in the'hegulatory flexibility Certification"
(page 46) it is stated that "Since the revised reportitig requirements are
essentially the same as the current reporting requirements, the impact on
licenstes should be minimal" (crophasis added). In our opinion, the revised
reporting requirements are significant1) diff erent f rom the current requirements.

0A <

Officeofflucle[arReactorRegulationThomas fiur e irector
I
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