l,"” Y UNITED STATES
{w NUCLEAR REGULATORY COMMISSION
\ ) WASHING FON D, C 206668

faant DEC 0 5 1990

AEMORANDUM FOR: John Hickey, Chief, Operations Rranch, Divisian of Industria)l
and Medical Nuclear Safety, NMSS

FROM: Sher Bahadur, Chief, degulation Devalopment Rranch, Giivision
of Regulatory Appi1cat1ons. RES

SUBJECT: PUBLIC COMMENTS ON AMENDMENTS TO 10 CFR PART 0,403

Attached per conversation of November 7, 1970 between Cheryl Trottier [(KMSS)
and Joe Mate (RES) 1s a revised set of public comments and responses as well
as the revised comparative text of the final rule. These two packages include
comments from NRR, AEOD, OGC, OF, (partial), NMSS and State Programs.

We intend to delete comments 9, 33, 43, 56, and 75 from the general comments
material provided, Comment #76 sti11 cequires input from NMSS.

As agreed, we are awaiting your input for the statement of cons‘derations
which will be incorporated into the Federal Register notice. Ilease review
the attached material and provide your Tina) comments ana the text for the
statement of considerations., In order to meevr our schedule, we ne¢. your
cou;tg;; by December 12th, If you have any questions, plzase call Joe Mate
at 23795,

~ » >“~ ’ (
5‘\‘\9‘(‘{‘ /"'m\&' z h; lf‘-‘ ;
Sher Bahadur, Chief
Reyulations Development Branch
Division of Regulatory Applications
Office ot Nuclear Regulatory Research

Enclosures:
1. Public Comments
2. FRN (comparative text)

cc: Mike Finkelstein, OGC
Kevin Ramsey, IMOB/NMSS
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Dctober %, 1900
Genera) Comments

Lomment Commenter
1. Rule contains reporting requirements for extremely common M, 1
events, It will lead to confusion and excessive reporting, The 015. 0{3.

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, 438
\ov?ly roquiring not'ficsti n 1ike thogo currently in 20,403 #40

(a)(1) and (a)(2) and (b)(1) and (h)(2),

Response: We agree that there 1s & need to make the criteria in
the propou.ed rule more specific. The revisfons to the fina)
rule reflect this 'ntent to make the rule more specific relative
tn the criteria,

2. Modify the criteria in 20,493 to add specific notification 4, 37
criteria for fires, explosions, and off site medical treatment 438
provided that these can be clearly separated from the

insign‘ficant events, Do not modify Parts 30, 40, and 70,

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

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

3, Just’fication for rule is weak; writing new rules does not #5, 114
mean prople will comply with them, Proposed rule provides no 026, #33
assurance of better reporting by licensees,

Response: The staff agrees that writing new rules in itself
rovides no assurance that licensees with comply with them,

n developing the nroposed criteria, there was broad staff
.onsensus that better criteria was needed to reduce confusion and
disagreements over what types of events should be promptly reported
to NeC, Although a few specific cases inftiated the rulemaking
effort, 1t 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 licensce judgment, #5

Response: The staff does not feel that the revised rule 1s too
prescriptive. NRC must consider and review events from all



types of licensees, Material licensees do not all consistently
view events 1n the tame manner &3 the staff, Mence, there is

a need for a rule that 1s somewhat prescriptive yet leaves room
for judgment on the part of the licensee.

6. Establish activity thresholds for each radionuc)ide #5, 47
that would roquire NRC notif (cation such as Part 20, #16, #18
Appendix C, Define significant cccurrences 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 idea of providing specific |ct1v1t{ thresholds, MHowever, the
staff felt that such thresholds would be cumbersome and difficult
to develop and use, Many licensed operations use mixtures of
isotopes in different chemical forms that pose various safety
hazards, The staff believes that the safety hazards posed by
contamination incidents sre best evaluated on a case-by-case
dasis, rather than using & generic set of contamination
thresholds. Mowever, the staff agrees that a set of activity
thresholds would be apgropriltc for determining what fires and
explosions are reportable, The final rule has been revised to
require NRC notification only for fires and explosion involving
1icensed matarial in quantities greater than the quantities
specified 1n Appendix C «f Part 20,

6. The deletions of paragraphs (a)(3),(a)(4),(b)(3), and #10, #13,
(b)(4) of 10 CFR 20,403 are appropriate. :;2 '3§i
Response: Most of the commenters agreed or voiced no disagreement 035: #37
that these criteria did not necessarily define events affecting #38
p:b!ic health and safety and that it was appropriste to delete

them,

7. Place specific reporting requirements in individual licenses, #10, #2320
Those with emergency plans already have sufficient reporting
requirements,

Response: If the NRC were to place individua) rotorting

requirements in the individua) licenses, this task would take &

tremendous amount of time and eff ort to complete. There are more
than 9,000 material licensees that fall under the purview of NRC,
It wou‘d be difficult to maintain consistency with the reporting
criteria specified in so ¢ locations, The staff does not
consider this to be a prac. “nlution.

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



Response: The staff does not agree that the rule s counter
productive to strong licensee programs because the staff does
not agree with the view that notification requirements are
“penalties” that must “e paid by licensees, By improving
notification requirements, NRC 1s in a hetter 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 communication with inspectors or other NRC staff, 2?2
General information calls no lunger taken in the afternoons,
Enables misunderstandings and questions to become problems.

Response: Comment 9 should be deleted. Region 111 has
determincd that the commenter called once (4 years ago),
got a recording, and never called back, This appears to be
2 one-time cccurrence that does warrant a response, Comment
should be deleted,

10, NRC did not consider other alternatives - such as fssuing ¥21, #33

notices to licensees, developing/»mending regulatory guides,
issuing license cond‘tions. e’c.

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
r:}ouok:?g actionis the only appropriate process to accomplish
this action,

11. A parallel to er reactor licensees is not proper., Most f14, #20

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

Response: The staff did not intend to draw a parellel to  ower
reactor licensees when Part 50 regulations were cited in the
discussion. The staff was merely trying to point out where
similar reporting requirements already existed in Part 5C in
order to 1llustrate 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 1s less from material licensees, a
potential hazard nevertheless exists,

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



Response: The NRC is very interested in incidents at
medical facilities because uf the proximity of the general
ublic to areas where 1icensed material 1s used and stored.
fres, spills, or other incidents involving significant
quantities of radiopharmaceuticals (e.g., therapy docos)
or invelving sealed sources with signi fcant radiatinn
levels pose potentia! health and safety hazards that
wirrant the prompt notification of the NRC,

13, The revised rule should be reviewed by NRC's Advisory flb
Comnittee on Medica! Uses of Isotopes.

Response: The Advisory Committee on Medical Uses of lsotopes
(ACMUT) s normally requested to review rules that specifically
address medical cgplicctions especially rulcnakin’s 1nvolvin?
Part 35. An ACMU] review has not been requested for this rule
because the notification requirements are generic and go beyond
medical uses of isotopes.

14, What does "threatens tu cause” mean in Part 20.4037 $27

Response: The phrase “threatens to cause" refers to events that
come very close to occurring, but are narrowly averted. The NRC
requires notificatien of such “close calls" to allow

preventative measures to be implemented before an incident occurs.

15. Further clarification needs to be provided associated with :22. #36

notification requirements for commercial nuclear power reactors.
Companies holding a construction permit or operating license
should vbe expiicitly exempted for activities occurring within
the protected area.

Response: The NRC does not intend for the prvgosod criteria

to apg1y to commercial nuclear power plants., In the discussion

as well as in the the rule (Parts 30.50 (c)(3), 40.60 (c¢)(3), and
70,50 (¢)(3)), the NRC specificully stated that the provirions do
not apply to 1icensees subject to the notification requirements

in Section 50.72. 1f 2 nuclear power plant has orly 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
Elant contains provisions for receipt, possession, and use of
yproduct, source, and special nuclear material pursuant to

10 CFR Parts 30, 40, and 70, these provisions doe not constitute
requirements for reporting in accordance with the new notification
requirements in Parts 30, 40, or 70. If a nuclear power plant has

a scgarate byproduct, source, or special nuclear materials license,
no cetion 1s required under the new notification requirements in
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 interpretation #23, #33

by circulating early event reports with comments on the
appropriateness and by providing comparable early analysis of
failures to report,

Response: The staff agrees and intends to issue information
notices and other guidance as appropriate to licensees as

imp lementation issues are identified and experfence is oained
with the rule.

17. NRC should more clearly define the notification requirements 25
concerning the loss of packages of radioactive material.

Resporse: This rulemaking effort involves the notification
requirements in 20,403, The loss of packages of radioactive
material 1s covered by 20.402,.uThe loss of radioactive material

is outside the scope of this rulemaking effort, Notific: tion
requirements for the loss and theft of licensed materia) will

be revised by the major ievision to Part 20, The major revision
will specify what quantities of licensed material require immediate
and 30 day notifications,

18. PBurden 1s estimated to be about 3 days for each notification 27
required for large companies,

Response: The public ro:orting 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.

19, The subject rule and statement of considerations should meke #29, #30

it clear that the rule would apply to uranium enrichment plants
whether licensed under Part 70 or Part 76, Further, Part 50,72
and 50,73 should not apply to such facilities,

Response: The question of whether or not enrichinent plants should
fall under Part 70 or Part 50 {s 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 that will be
decided when 2 license is requested and issued to operate an
enrichmeny plant,

20, lmmediate and 24 hour notifications should be limited to #33, #38

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

Response: It is not the policy of the NRC to intervene when the
1icensee is having a problem, The problem is to be solved by
the licensee. NRC monitors the licensee's actions, makes



recommendations, and only intervenes 1f the licensee is unable or
unwilling to take the necessary action to protect public health and
'.f.ti or the environment, Whether or not the KRC 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 considered to be of » minor nature,

Response: The staff does not agrec that the proposed changes

to the notification requiremerts have any significant environmental
impact requiring an environmental review pursuant to Part 61,

The staff maintains that the proposed rule is a clarification of
existing requirements and does not change the NiC's policy that
1icensees should srolpt1 report significant events, In addition,
1t 1s clear that § 51.22(c)(3) 1ists amendments to reporting
requirements in Parts 30, 40, and 70 as categorical exclusions

not requiring an environmental 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 (raciography
licensees 10 CFR 34, medical Yicensees 10 CFR 35, etc.),

Response: The staff believes that the proposed notification
requirements describe significant events that should be reported
for source, byproduct, and special nuclear material licensees. The
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 not 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 usin) the word
“any" 1s inconsistent with the staff's intent to require NRC
notification nf significant events,

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

Response: The staff agrees that it would be appropriate to add
the proposed notification requirements of Part 72 ano intends to
initiate a separate rulemaking effort in order to allow public
comment on amending that part of the regulations,



25, No reports should be required for events that are concluded 423
before any meaningful communication with and participation by NRC
is possible.

Response: The fact that the licensee has complrted all necessary
actions before NRC is notified 15 no reason not to file a report,
Thers may stil] be some action that NRC may have to take depending
on tiie nature of the incident., (1.e. warning other licensees of
genel ic problems),

26, Provide further explanation and possibly examples of what (kL
aocurin, the material and assessing releases means, (Used in the
discussion).

Response: Securing material includes actions necessary to prevent
unauthorized movement of licensed material or unsafe conditions
resulting from licensed material, This includes shielding exposed
radiation sources, returning licensed material to storage containers,
stopping a spil) or the spreading of a spill, etc, Assessing
releases includes efforts necessary to determine how much licensed
material has escaped from the licensee's control and to determine
where released material has gone.

Comments on the Actual Rule
30,50 Notification Requirements,

30, va 1' sediate Notification.

27. *.quire one hour notification of NRC and Agreement States for  #2
inci jents with substantia) potential for injury to off site people.
Suogest 5 rem for one hour notification,

Response: Treve are already regulations that require emergency
response p° o5 'ncluding special notification requirements) for
those licei vvey nat have enough licensed material to cause
significan® 4y’ . offsite. (i.e. § 30.321, 40,315, and 70,221).

28. Use the language in the supplementary information (p. 19891-  #13, #19
column 1) in order to avoid numerous additional reporting events,
Wording would be: Immediate notification is required only if



events or conditions involving licensed material threaten an
inmediate disabling injury or threaten to prevent fmmediate
protective actions necessary to protect the public health or
the environment,

Response: The staff concurs ith the ;uggostion and 1t has been
incorporated into the final rule, See 30,50 (c)(2), 40.60 (c)(3),
and 70,50 (¢)(3).

29."Threatens to prevent” 15 sc vegue that everyday events may #14, 440
qualify for reporting.

Response: The requirement to notify the NRC of events that
threaten to prevent actions necessary to maintain control of
1icensed material has been chnn?od to a 30-day reporting
requirement. This will allow 1icensees to consult the staff
concerning what events are reportable, This chango has not

been made in § 20,403 because the staff believes that events that
threaten to cause overexposures or releases are significant enough
to warrant prompt notification of the NRC,

30, Guidance 1s needed concerning reports to be made by 116
1icensees when radiographers' pocket dosimeter is discharged
beyond its range,

Response: A 24-hour notification would not be required by this
rule if a pocket dosimeter 1s discharged beyond its range, A
pocket dosimeter does not prevent radiation exposure, It only
indicates what dose has already been received., In fact, a
discharge pocket dosimeter would tend to minimize radiation
exposure because a worker normally leaves an area immediately
upon discovering that their pocket dosimeter is offscele.

31, The time requirement may be severe and unrealistic in some #o4
cases,

Response: The staff does not agree thal the time requirements are
severe and unrealistic., Licensees should be able to perform an
initia) evaluation of an event and notify the NRC within the 4 or
24 hour time limits, 1f an event does not c10ar1z fall outside of
the notification requirements, the licensee must be conservative
and report the event,

32, Whet is meant by “immediate protective actions"? #33



Response: Jisediate protective sctions ere those actiong
necessary to matntain contrel of licensed material and to protect
workers, the public, and the environment fmmediately after ..
incident 15 discovered. These actions will vary depending on

the incident. These actfons could include stopping relesses,
sounding alarms, requesting help, etc,

33, What s meant by “an event” and "necessary"? Definitions
for these and other terms should be provided,

Response: These are general terms that do rot rcguire spe.ial
definitions beyond what can be found in & conmon dictiorary.

34, CQuestion the need to Tmeciately report events  egardiess o kb
quantity and type of licensed material invelved,

Response: The quantity and type of meterial wil) determine 1
immediate protective actions are necessary to protect the healih
and safety of the workers or the public, Events involving small
quantities of meterial (less than the limits specified in Part 20)
roquiriug no inmediate protective actions wou d not be reportable,
The auantity end type of licensed material 1. ¢ factor to be
included 1n the 1icenser's eveluation of an .vent,

35, Do toxic gas releases include gas releases (such as UF<6, 38
NOx, hydrogen fluoride, etc.) that periodically occur but are

contained and controlled by operating procedures need to be

reported?

Response: Toxic gas releases would not require NRC notification
as long as they did not prevent the licensee from taking fmmediate
protective actions necessary to maintain control of licensed
materiel. However, a notification may be required if the toxic
guses are also radiouctive and the relesses exceed the Timits
specified in § 20.403(a)(2) or § 2o.4oa(b)(25

30.50b Twenty-four hour Notification

36. Licenseus should not be penalized for failing to report 123
within 24 hours if a reasoreble estirate projects that access
would not be lost for more than 24 hours,

Response: 11 an event does not clearly meet the notification
criteria, but the licensee can not conclusively rule out the need
to report the event, a conservative approach must be taken by
notifying the NRC within 24 hours. 1f the licensee later determines
that an event was not reportable, a 30-day written report would

not be required.



30.50(6)(1) Contamination

37, N'nor sontamination (such as a contaminated collimator or & 1, 5,

spilY of short Vived radionuc)ide) 1s common in research and #8, #10,

nedical settings, Access restricted in the interest of ALARA and 01&. 721,
efficiency and to minimize dose, Spills of this nature should 22, 425,
not have to be reported, Requirement appears excessive and #33, 434,
not related to any potentia) hazard te the public or the #37, 438,
environment, #39, 040

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 exempt reporis of areas
restricted to allow 1sotopes with a half.life of less than 24
hours to decay.

38, How do you determine when an ares is "cleaned up"? 15 the #h
definition of an "area" limited to any minimum size?

Responte: This rule does not attempt to define criteria for
releasing areas from radiological controls, Mo NRC notification
would be required 1f an accidentally contaminated area can be
decontaminated within 24 tours to levels where contamination
controls for entry into the area are no more stringent than the
controls in effect prior to the contamination accident, The
gefinition of an "srca® 1s not 1imited to any minimum size. In
general, any space normally accessible to workers or the general
public qualifies as an area,

39, 'Hhat does & "contamination event that restricts access" 18
mean

Response: Contamination events that restrict access ave spills

or other types of accidents that result fn elevated levels of

loose surface contamination in areas that must be restricted by
imposing additional controls to prevent individuals from spreading
the contamination to themselves or to arcas outside the contaminated
area, Restricting access also includes additional controls to
minimize exposure to radiation levels elevated by the contamination,

40, Area 1s unduly restrictive. Makes no distinction about the "1, #26
source of contamination or efforts to remove it, For hospitals # H
either restrict the definition of contamination event, exclude

contamination from contaminated patients, or exclude temporal

extensions of restricted areac beyond what would normally be

necessary allowing a more deliberate pace of decontamination,

10



Response: The notification requirement has been clarified to
indicate that the contaminaiion must be accidental, however the
staff does not agree that the term "area" 1s too restrictive,

41, Proposed regulation places unnecessary burden on the licensee 12, 13
with restricted areas. Low action levels for contamination/whole

body exposures are low because clean-up efforts can be

sugglenontod with radiocactive decay. Hence individual and

collective radiation exposures may increase,

Response: The proposed notification requirements do not relieve
1icensees from their responsibility to maintain radiation 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 fina) rule has
been revised to require no notification 1f the licensee 15 waiting to
allow isotopes with half-lives less than 24 hours to decay. MHowever,
the benefit of waiting for several days or weeks for isotopes with
lon?cr half-1ives to decay 1s questionsble., In these cases, 8 24-hour
notification is warranted.

42, Requirement to notif{ NRC within 24 hours needs to be more 20, 925
q:ant;tat!vo. Specific levels of contamination should be #33
stated,

Response: The hazards posed b{ radioactive contamination vary
depending on the activity of the contamination, the chemical and
physical form, the normal conditions of the contaminated area,
and other factors, The need to impose additional contamination
controls 1s a better indicator of a significant event than 2
sgtcif:c contamination level which may not be significant in all
situations.

43, In the second sentence of the supplementary information under
contamination events on page 19891 (column ?2) delete the words,
“normally present” and insert words "specified in 10 CFR 20,406", #29

Response: We suggest deleting comment 43 because the discussion
for the proposed rule will not be reissued and there is no need

to address the wording of that discussion. There will be a
statement of consideration section in the rew rule, therefore, the
comment is applicable,

44, Sentence ? of ptragraph 1 in the discussion under Contamination #30
Events states that the “requirement 15 intended to cover events

that cause accidenta)l contamination in excess of radiological

conditions normally present”., This standard is markedly Tower than

the proposed standard and is inappropriate,

11



Response: The staff does not agee, Accidental contamination of

work areas sufficiently above normel conditions to warrant additional
contamination controls and entry requirements for more than 24 hours
is significant and NRC notification is annropriate,

45, Rule should allow for planned activities su~h as maintenance  #19, #34

or deconmissioning that would result in restricting ‘ccess.

Response: Agree. This criteria has been revised to clarify that
it appl.es to accidenta)l contamination only.

46, 1t 1s not clear from the rule that restriction of access #31
includes chano'ng protocols such as & oting extra protective
clothing. Need to provide more guidance,

Response: wequiring additional protective clothing or otherwise
increasing contamination controls as a result of a contamination
accident 1s sionificant. The final rule has been clarified to
indicate that imposing additiu.al contamination controls is
considered to be a form of restricting access.

47. Allow licensees to have contaninated restricted areas in #34
excess of 24 hours provided employees are not exposed to exposures

in excess of the regulatory limits and no releases are being made

to unrestricted areas or the environment,

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

48, Change the time for loss of access from more than 24 hours to  #40
to more than one working day.
Response: Disagree, 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,

30,50(b)(2) Equipment

49, Wording is not clear. Use the last paragraph on page 19891 'L
{column 3) cf the Federal Register Notice.

Response: The notification requirement has been rewritten in a
format similar to the discussion in the proposed,

12



60, Events should not be reported unless they result in exceeding #'3, #14,
some existing Vimits (spillage of a few grams of natural uranium 022, ‘2,
from crack in a pipe valve or drum), C[ither specify some 1imits 39

or drop the requirement,

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

6§1. Delete the word "needed" at the end of the first sentence of w7
30,50 (b)(2) and replace 1t with the phrase "required to be
available and operable”,

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

62, As currently written this sectios could result in large f19
numbers of reports on the malfunction of such equipment as

portable survey instruments, respirators, fire extinguishers,

or even flashlights,

Rasponse: The notification requirement has been reworded to clarify
what equipment malifunctions are reportable. Equipment that is
covered by the rule must be necessary for one of the safety
functions specified. In other words, 1t must be needed to

1) prevent unplanned releases exceeding regulatory limits,

2 grivont overexposures to radiation and radioactive materials,
or (3) mitigate the severe consequences of an accident, Severe
consequences include major property damage, widespread contamination
outside of controlled area, and fatalities or serious injuries
requiring medical treatment,

§3, JOeterminations by licensees about whether equipment failures $23
are reportable should be limited to realistic scenarios in order
to ¢void @ significant number of unnecessary reports.

Response: Agree. Licensees should be realistic when they evaluate
whether the function or the availability of the function of safety
equipment was needed when it failed,

64, The third example on page 19892 concerning radiography #25
:qgapmont conflicts with the notification requirements in
.34,

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

§ 34.30, The proposed rule would reouire a 24-hour telephone
notification in addition to the 30-day written report now required
by § 34,30, The final rule has beer clarified to indicate that

a written report submitted pursuan. '» other regulations may be

used to satisfy this rule 1f the report contains all of the required
information and apprnpricte distribution is made,

13



65, Strict interpretation of the rule indicates that every stuck #28
shutter requires 4 24 hour report. We fail to see the need to
report if the exposure limits are not exceeded.

Response: If there are problems witii the design or use of a
device contii..ing a source that could cause ¢n " erevposure and
the proSlems prevents reshielding of expose® ragration ~cure 3,
NRC ma; need to take prompt action to warn other device user.
and ir-.re the manufacturer is taking appropriate corrective
action, N.C must be aware of safety equipmer.. failures in order
to initiate preventative measures before more serfous incidents
occur,

6. Specify what is meant by the word “"needed" and what severity #33, r38

or potential event does the equipment protect against?

Response: Safety equipment is needed when a radiation hazard is
present and an incident requ1r1ng the use of the safaty equipment

is possible. Notification is only required by the proposed rule

if the safety equipment maifunctions when & radiation hazard exists,
The rule has been reworded to clarify the types of events that
safety equipment protect against,

57. What is meant by “uncontrolled ' ‘eases of radioactive #38
material®™?

Response: The staff'. intent was to require rotification of
a malfunction involving equipment necessary to prevent
urplanned accidental ralecses exceeding regulatory 1imits,

658. What is meant by the w o5 ° avent 2xposure to radiation and #38
mitigate the consequences o, & Heat"?

Response: Notification is only reguired by tne proposed rule for
the malfunction of equipment necessary to prevent exposures
exceeding regulatory 11.its for workers and tne public. Equipment
used to minimire exposurvs and not to prevent overexposures are not
covered by the proposed rule. Mitigating the consequences of an
accident refers to equipment necessary to minimize injuries and
damage atter an accident occurs. For example, sprinkler systems
are necessary to mitigate the consequences of a fire,

58, The use of the word "automatically" is confusing and should be #38
deisted. Change the last sentence to read "if redundant equipment
which performe che requir. s function is onerative",

Response: Disagree., Operative equipment only replaces inoperative
equipment if it is uscd. If the operative redundant equipment does
not go into service automaticall, the safety function will be lost
for some undetermined period of time,
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60. Equipment failures reported under 34,30 should be exempt from
this requirement since most incidents regarding radiography equip-
i

ment failure are detected and resolved by the
within 24 hours.

censee usually

Response: "The staff disagrees. NRC must determine if there are

generic design defects that require prompt warnings and corrective

actions by the equipment manufacturer."

30.50(b)(3) Medical Treatment

61. The degree of persenal injury has no bearing on the
potential of the radis' .n hazurd and may result in reporting
many incidents of nc s¥ynificance te NRC, A laceration to

a lab workers hand may require sutures where the radiation component
may be insigniticant, Current rule would require the reporting of

an event even if the medical treatment was not related to the
contamination issue,.

kespor:¢  NRC is concerned about the spread of contamination at

the r.¢ ' Jacility and the possible exposure of the general public
to © ¢ and radioactive contamination., In addition, there
is . «tys 0 possibility that radiation may complicate the

trea. v 0 the injury,

62. Mor. . cation shoule ~nly he required it contamination of the
individual or treating me 21 facility exceeds NRC regulatory
limit, license iimit, or NRC unrestricted release limit,

Response: NRC believes that exposure of tt -eneral public
(ircluding medical workers) to dispersible cc.tamination chould
be as low as re>-onably acnievable. Therefore, any detectable
amount of disp~ ible contamination iniroduced into a2 medical
facility by 2 iued person is reportable.

63. What * & - dioactivel, contaminated individual? Need a
threshold du.e or coitamination level criteria,

Response: A radioactively contamined individual is a person who
hes loosc surface contamination on their clothing or on
accessible portions nf their body that can be spread to other
individuals.

64. Change the word "rendered" in the last sentence to the word
“=equired."

Response: NRC is concerned about what was actually done
to the contaminated individual., The fact that the treatment may
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not have been required does not eliminate the radiation nazard,
This statement has been deleted from the fina) rule (see comment
#65 below).

65, MNo notification is required for the treatment cf a superfi-
¢'al injury at a licensee-maintained medical facility but ir
required for treatment of the same injury elsewhere. Why?

Response: The staff was attempting tu minimize reports of
ing’ynificant events such as a licensee technician accidently
puncturing his hand with a syringe ontaining a radiopharmaceutical,
Although many licensee facilities have provisions for controlling
the spread of contamination, the staff has reconsidered its position
and decided not to exclude license-maintained medical facilities
treating superficial wounds from this notification requirement., An
individual with a superficial would can still spread significant
amounts of contamination around the medical facility. In addition,
¢t would be unusual to have dispersible surface contamination
introduced into em2argency ronms or other receiving areas even
in licensee-maintained facilities,

66. In addition to first aid for a superficial injury, there are
other incidents of medical treatment that should not be reported
(Note contact with the commenter failed to provide examples of
what this other type of treatment might be).

Responsc: We suggest deleting comment 6€ because no specific
examples were provided.

67. We have incorporated and maintained ' propriate emergency
plans, personnel training, and decontaminat on facilities at a
local hospital to specificallv cope with medical treatment.
Wonld this be considered a licensee maintained facility?

Response: NRC has decided to require notification of any

injured persot introducing dispersible surface contamination into
redical facilities regardless of who maintains the facilicy,

NRC must be aware of such incidents in order to ensure that
appropriate contamination controls are used and to ensure that
any medical consequences caused by the contamination arc properly
addressed.

30.50(k)(4) Fire or Explosicn
68, The most common type of explcsion in medical, biomedical
research, and radiopharmaceutical operations . screwcap vials

or stoppered test tubes containing tissue samples witk only traces
of radionuclides. Do these types of explosions have to be reported?
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Response: When the proposed rule was drafted, KRC did not intend
to include small vials and stoppered test tubes as explosions, NRC
lfrccs that fire and explosions involving trace quantities of
1icensed material should not be reportable, The notification
requirement has heen revised to require no report if an explosion
or fire involves licensed material in quantities less than the
quantities specified in Appendix C of Part 20,

9. In the case of fires, the hazard of the fire may greatly #1, #5,
outweigh the hazards of release. Need quantitative threshold #20, #33,
limits for licensees. #37

Response: We agree that ths fire usually poses the greatest
hazard. However, {f radioactive material is involved, NRC
needs to insure that appropriate controls are used during
firefighting and cleanup op2rations. The notification
requirement has been revised to specify the guantities in
Appendix C of Part 20 as the reporting thresholds.

70, A report should not be required 1f there is only superficial #23
damage to licensed materiais,

Response: NRC agrees and the notification requirement has been
revised to require no report if the fire or explosion inflicts
only superficial damage. Superficial cdamage is defined as damage
that does not affect the integrity of the licensed material or its
container.

71. Paragraphs 2, 3, and 4 on page 19891, column 2, regarding #33
fires are not clear. There is normaliy some delay in responding

to an emergency. NRC should define the length of the delay that

is reportable,

Response: A normal delay in responding to an event would not be
reportable such as the time to drive to the site or the time to call
the fire dept. However, once the responders are available and able
to do the job, anv additional delay would be raportable,

72. Retain a significant dollar figure in the range of $10,000 #38
for property damage.

Response: A dollar figure regardless of amount is not necessarily
indicative of the hazard to the public health and safety., That is
only the dollar figure has been remcved from the egulation.

30.50(¢) Reporte
73. Licensee duplication of written reports prepared by NRC #13
inspectors does not appear to be justified.
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Response: There is 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 leaa to

a different conclusion than that of the licensee, Licensee

reports would be useful in determining what corrective actions may

be needed, if any, to preclude the incident from reoccurring,

74, Personne! radiation exposure data may at times be difficult to #24
obtain,
Response: NRC recognizes that there may be times when it is

difficult to obtain radiation exposure data, Only data that is
available 1s required to be reported.

40.60(b)(3) Medical Treatment.

75. Change the word “"significant" in the 6th line of the Federal 440
Register Notice (P19894) column 3 (40.60(b)(3) to “superficial.”
kesponse: We suggest deleting comment 75 because there is no need

to address typcgraphical errors in the proposed rule,

76, The following nuclear criticality safety events should be 27
included in the rule as reportable events:

a. Unintended accumulation of SNM in an unfavorable geometry
system,

b. Failure of an SNM concentration monitoring instrument or a
failure of & moisture vetection instrument,

Response: TO 3F DETERMINED
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PART 20 = STANDARDS 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.S5.C. 2073, 2093, 2095, 2111, 2133, 2134, 2201);
Secs. 201, as amended, 202, 206, 88 Stat. 1242, as awended, 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.5.C. 10155, 10161).

For the purposes of Sec., 223, 68 Stat, 958, as amended (42 U.S.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, and
20.305 are issued under Sec. 161b, 68 Stat. 948, as amended (42 U.5.C.
2201(b)); and §§ 20.102, 20.103(e), 20.40)-20,407, 20.408(b), and 20.409 are
issued under Sec. 16lo, 68 Stat, 950, as amended (42 U.S.C. 2201(0)).

§ 20,403 [Fmenced)

2. In § 20.402, the semicolon and the word “or" following paragraph
(a)(2) are removed and a period is inserted, and the semicolon and the word
“or' following paragraph (b)(2) are romoved and a period is inserted, and

paragraphs (g)(S), (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.
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PART 30 = RULE OF GERERAL APPLICABILITY YO DOMESTIC LICENSING OF
BYPRODUCT MATERIAL

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

AUTHORITY: Sec. 81, 82 161, 182, 183, 186, 68 Stat. 935, 948, 953, 954, 955,
as amended, Sec. 234, 83 Stat. 444, as amended (42 U.S.C. 2111, 2112, 2201,
2232, 2233, 2236, 2282); Secs. 201, as amended, 202, 206, 88 Stat. 1242, as
amended, 1244, 1246 (42 U.S.C. 5841, 5842, 5846).

Section 30.7 also issued under Pub. L. 95-601, Sec. 10, 92 Stat, 2951 (42
U.5.C. 5851). Section 30.34(b) also issued under Sec, 184, 68, Stat. 954, as
amended (42 U.S.C. 2234). Section 30.61 also issued under Sec. 187, 68 Stat,
955 (42 U.S.C. 2237).

Far the purposes of Sec. 223, 68 Stat. 958, as amended (42 U.5.C. 2273);
§8 30.3, 30.34(b)(c) and (*), and 30.41(a) and (c), and 30.53 are issued under
Sec. 161b, 68 Stat. 948, as amended (42 U.S5.C. 2201(b)); and §§ 30.6, 30.9,
30.36, 30.50, 30.51, 29.52, 3C.55, and 30.56(b) and (c) are issued under Sec,
1610, 66 Stat. 950, as amended (42 U.S.C. 2201(0)).

(4) 5.  Section 30.8(k) is revised tr read as follows:
§ 30.8(b) The approved information coilection requirements contained in this
part appear in §§ 30.15, 30.19, 30.20, 30.32, 30.34, 30,36, 30.37, 30.38,

30.50, 2).51, 30.55, and 30.56.

(5.) 6. A new § 30.50 under Records, Inspections, Tests, and Reports is

added to read as follows:
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§ 30.50 Notification requircments.
(a) Immediate notification, Each Yicensee shall notify the NRL as soen
as possible but not later than 4 hours after the discovery of any event

involving licensed material that prevents (or-threaten-to-prevent) immediate

protective actions necessary to (maintain-and-verify-controd) avoid an over-

exposure o1 release of licensed material (includes fires, explosions, toxic gas

relcases, etc,).

{b) Twenty-four hour notification. Each licensee shall notifv the ®RU
within 24 hours after the discovery of any of the following events invoiving
1icensed material:

(1) Any (aceiden.al) unplanned contamination event that (restricts) requires
access to the contaminated area by workers or the public to be restricted

by imposing additiunal contamination controls, or prohibiting entry into

the area for more than 24 hours. No report is required if access to the

area is restricted to allow isotopes with a half-1ife of “ess than 24 hours

to uecay prior to dscontaminaiion,

(2) Any event in which equipment (necessary-to-prevent-uncontroiied
reteases-of-radioactive-materiad;-or-to-prevent-overexposuresto-radiation,
or to-mitignte-the-consequences-of-an-accident;-ts-disabled-orfails to
function-as-designed-when-1t-4s neede ---Notificaticn-4s-not-required-when-an
individuai-component-4s-disabted-or-faiis-tofunction-4f-redundant-equipment-1s
operabie-and-avaiiabie-to-automaticaiiy-perform-the-required-function) is

disabled or fails to function as designed when:

(1) the equipment is required to prevent (uncontroiied) unplanned

releases exceeding regulatory limits, to prevent overexposures to

radiation and radioactive materiais, or to nitigate the severe

consequences of an accidant, and

(i1) (the-safety-function-ef) the equipment is required to be
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available and operable - (er-the-avadlability-ef-the-safety-funetion-

is-vequired) when the normal equipment (4s) was disabled or fails to

function, and

(i11) no redundant equipment is available and operable to automatically

perform_the required safety function,

(3) Any event that requires medical treatment (ef-a-radicactively
contaminated-dndividval) at a medical Tacility of an individua) with spreadable

radioactive contamination on their clothing or on accessible portions of their

body. (nete-the-exemption-for-superficial-injury-has-been-deleted),

(Netificatien-ds-not-required-4f-fivst-add-at-a-licensee-maintainedmedical

faeidity-for-a-supevfigial-dniury-ds-the-only-treatment-rendere],

device, container, or equipme.t containing licensed material in quantities

greater than the limits specified in Appendix C of Part 20, No report

is required for superficial damage (i.e., surface stains that do not affect

the integrity of the licensed material or its container).

(¢) Preparation and submission of reports. Reports fileC with the NRC
pursuant to this section must have the names of persons who have received
expesure to radiation stated in a separate part of the report, Reports made by
licensees in response to the requirements of this section must bhe made as
follows:

(1) Licensees shall make reports required by paragraphs (a) and (b) of
this section by telephone to the NRC Operations Center.1 To the extent 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 NRC Operations Center is

(301) 2023 951-0550,
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(i) The caller's name and call back telephone number;
{(i1) A description of the event, including date and time;
(111) 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 & report required by
paragraph (a) or (b) of this section shall submit a written follow-up report
within 30 days of the initial report. Written reports prepared pursuant to

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

contain all of the necessary information and the appropriate distribution is

made. These written reports must be sent to the U.S. Nuclear Regulatory
Commission, Document Control Desk, Washington, DC 20555, with a copy to the
appropriate NRC Regional office listed in Appendix D of 10 CFR Part 20. The
reports must include the following =~
(1) A description of the event, including the probable cause and the
manufacturer and model number (if applicable) of any equipment
that failed or malfunctioned;
{(i1) The exact ocation of the event;
(111} The isotopes, quantities, and chemical and physical form
of the licensed material invoived;
{(iv) Date and time of the event;
{(v) Corrective actions taksn or planned and the results of any
evaluations or assessments; and
{(vi) The extent of exposure of individuais to radiation or to

radioactive materials.
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(3) A written report shall be submitted withi: 30 days of the occurrence

of any event involving 1icensed material that (threatens-te) could have caused

an_immediate disabling injury or (threatens-te) could have preveited immediate

protective actions necessary to maintain control of the licensed material.

(3) (4) The provisions of § 30.50 do not apply to Licensees subject to the
notification requirements in § 50.72. They do apply to research and test
reactors possessing material licensed under Part 30,

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), 230.34(a) to (e), 30.41, 30.50 to 30.62 and Parts 19,
20, and 21...

8. Sectich 31.8(c) is revised to read as follows:

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

to the provisions of §8§ 30.14(d), 30.34(a) to (e), 30.50 to 30.63 of this

cthapter, and to the provisions of Parts 19, 20, and 21...

PART 34 ~ LICENSES FOR RADIOGRAPHY AND RADIATION SAFETY REQUIREMENTS FOR
RADIOGRAPHIC OPERATIONS

9. Section 34,30 is revised to read as follows:
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§ 34,30 In addition to the notivication and repnrting specified

in § 30.50 and other sections of this chapter...

PART 59 « LICENSES AND RADIATION SAFETY REQUIREMENTS FOR
WELL LOGGING

10, Section 39.77(b)(2) is revised to read as follows:

§ 39.77(b)(2) The Yicensee shall notify tie Commission of the theft or
loss of radioactive materials, radiation overexposures, excessive leve's and
concentratinns of radiation, and certain other accidents as reqguired by

§§ 20.402, 20.403, 20.405, and 30.50 of this chapter

PARY 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, 933,
935, 948, 953, 954, 955, as amended, Secs. 1lle(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, 209%, 2111, 2113, 2114, 2201, 2232, 2233, 2236,
2282); Sec. 274, Pub. L. 86-373, 73 Stat. 688 (42 U.S.C. 2021); Secs. 201, as
amended, 202, 206, B8 Stat. 1242, as amended, 1244, 1246 (42 U.S5.C. 5841,
5842, 5846); Sec. 375, 92 Stat. 3021, as amended by Pub. L. 97-415, 96 Stat.
2067 (42 U.S.C. 2022).
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Section 40,7 also issued under Pub, L., 95-601, Sec, 10, 92 Stat, 2951 (4?2
U,5.C. 5841) Section 40,31(g) also issued under Sec, 122, 68 Stat, 939 (42
U.S.C. 2162). Section 40.46 also issued under Sec. 184, 68 Stat. 954, as
amended (42 U.S.C. 2034), Section 40,71 also issued under Sec. 187, 68 Stat,
956 (42 U.S.C. 2237).

For the purposes of Sec. 223, €68 Stat, 958, as amended (42 U.5.C. 2273);
§6 40,3, 40.25(d)(1)-(3), 40.35{a)-(d), and (f) 40.41(h) and (c), 40.46,
40.51(a) and (c), and 40,63 are issued under Sec. 161b, 68 Stat., 948, as
amended (42 U,S.C, 2201(b)); and 6§ 40.5, 40.9, 40.25(c), (d)(3), and (4),
40.26(c)(2), 40.35(e), 40,42, 40,60, 40,61, 40,62, 40,64, and 40.65 are issued
under Sec. 1610, 68 Stat, 950, as amended (42 U.S.C. 2771(0)).

(3.) 12, Section 40.8(b) is revised to read as follows:

§40.8(b) The appreved information collection requirements contaned in
this part appear in §§ 40,25, 40,26, 40,31, 40.35, 40.42, 40,60, 40.F1, 40,64,
40,65, and Appendix A,

13, Sectiun 40.26(c)(1) is revised to read as follows:

§40.26(c)(1) The provisions of Part 19, 20, 21, and

e

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 ie
added to read as follows:

§ 40.60 Notification requirements.
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(a) Immediate notification. Each licensea shall notify the NRC as soon
as possible but not later than 4 hours after discovery of any event involving
licensed material that prevents (or-threaten-to-prevent) immediate protective

actions necessary to (maintatn-and-verify-controd) avoid an overexpoture or

release of licensed material (includes fires, explosions, toxic gas releases,
etc.).

(b) Twenty-four hour notification. Each licensee shall notify the NRC
within 24 hours after the diseniry of any of the fellowing events involving
licensed material:

(1) Any (accédentead) unplanned contamination event that (restriets)
requires access to the contaminated area by workers or the public to be

restricted by imposing additional contamination controls or by prohibiting

gntry into the area for more than 24 hours.

(Z) Any event in which equipment (necessary-to-prevent-uncontroiied
refeases-of-radioactive-materind;-or-to-prevent-overexposuresto-radiation,
or to-mitigate-the-consequences-of-an-accigent;-4fs-disabied-orfatis-to
functinn-as-designed-when-1t-4s needed:--Notification-ts-not-required-when-an
individuai-component-ts-disabied-or-faiis-tofunction-4¥-redundant-equipment-1s
operabie-and-avatiabie-to-automaticaiiy-perform-the-required-function) is

disabled or fails to function as designed when:

(i) the equipment is required to prevent (uncoitroiied) unplanned

releases exceodingrregp\atory limits, to prevent overexposures to

radiation and radioactive materials, or to mitigate the severe

consequences of an accident, and

(11) (the-safety-function-of) the equipment is required to be available

and_operable (--or-the-avatiabiiity-of-the-safety-function---is-required)

when the normal equipment (4¢) was disabled or fails to function, and
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£111) no redundant equipment is available and operable to automatically

perform the required safety function,

(3) Any event that requires medical treatment (ef-a-radicactivedly

contaminated-individual) at a medical facility of an individual with spreadable

radioactive contamiiation on their clothing or on accessible portions of their

body. (note-the-exemption-for-superficiai-injury-has-been-deieted).

trotification-is-not-required-4f-first-add-at-a-itcensee-maintainecmedical
faciiity-for-u-superfictat-injury-fs-the-oniy-trratment-rendered.
(4) Any aczidental fire or explosion damaging any licensed material or

any device, cuntainer, or equipment containing )icensed material in quantities

greater than the limits specified in Appendix L of Part 20. No report is

required for superficial damage (i.e., surface stains that do not affect the

integrity of the licensed material or its container).

(c) Preparation and submission of reports. Reports filed with the wRC
pursuant to this section must have the names of persons who have received
exposure to radiation stated in a separate part of the report. Reports made by
licensees in response to the requiremeants of this section must be made as
follows:

(1) Licensees shall make reports reguired by paragraphs (a) &nd (b) of
this section by telephone to tiie NRC Operations Centeu.z To the extent that
the information is available at the time of notification, the i1nformation
provided in these reports must include:

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

(i1) A description of the event, including date and time;

5=

The commercial telephone number for the NRC Operations Center is
(301) €e62y 951-0550.
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(1i1) The exact location of the event;

(iv)

(v)

The isotopes, gquantities, and chemical and physical form
of the licensed material involved; and

Aty personnel radiation exposure data available.

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

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

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

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

contuin all of the necessary information and the appropriate distribution is

made. These written reports must be sent to the U.S5. Nuclear Regulatory

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

appropriate NRC regional office 1isted in Appendix D of 10 CFR Part 20. The

reports must include the following -~

(1)

(11)

(111)

(iv)
(v)

(vi)

A descripticn of the event, including the probable cause and the
manufacturer and model number (if applicable) of any equipment
that failed or malfunctioned,

The exa~t location of the eve -

The isotopes, quantities, and chemical and physical form

of the licensed material involved;

Date and time of the event;

Corrective actions taken or planned and the results of any
evaluations or assessments, and

The extent of exposure of individuals to radiation or to

radioactive materials.

(3) A written report shall be submitted within 30 days of the occurrence

of _any event involving licensed material that (threaters-to) could have caused
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an immediate disabling injury or (threavens-te) could have prevented immediate

protective actions necessary to maintain control of the licensed material.

(3) (4) The provisions of § 40.60 do not apply to licensees subject to the
notification requirements in § 50.72. They do apply to research and test

reactors possessing material under Parti 40.

PART 70 - DOMESTIC LICENSING OF SPECIAL NUCLEAR MATERIAL

15. The autherity citation for Part 70 is revised to read as follows:
AUTHORITY: Secs. 51, 53, 16i, 182, 183, 68 Stat. 929, 930, 948, 953, 954, as
amended, Sec. 234, 83 Stat. 444, as amended (42 U.S5.C. 2071, 2073, 2201, 2232,
2233, 2282); Secs. 201, as amended, 202, 204, 206, 88 Stat., 1242, as amended,
1244, 1245, 1246, (42 U.S.C. 5841, 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.S.C. 10155, 10161). Section 70.7 also issued
under Pub. L. 95-601, sec. 10, 92 Stat. 2951 (42 U.S.C, 5851). Section
70.21(g) also issued under Sec. 122, 68 Stat. 939 (42 U.§.C. 21%2). Section
70.31 also issued under Sec. 57d, Pub. L. 93-377, 88 Stat. 475 (42 U.5.C.
2077). Sections 70.36 and 70.44 also issued under Sec. 184, 68 Stat. 954, as
amended (42 U.S.C. 2234). Section 70.61 also issued under Secs. 186, 1B7, 68
Stat. 955 (42 U.S.C. 2236, 2237). Section 70.62 also issued under Sec. 108, 68
Stat. 939, as amended (42 U.S.C. 2138).

For the purposes of 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 (i), 70.36, 70.39(b) and (c), 70.41(a),
70.42(a) and (c), 70.56, 70.57(b), (c), and (d), 70.58(a)-(g)(3), and (h)-(J)
are issued under Sec. 161b, 68 Stat. 948, as amended (42 U.S5.C. 2201 (b)); §8
70.7, 70.20a‘a) and (d), 70.20b(c) and (e), 70.21(c), 70.24(b), 70.32(a}(6),

12 Enclosure
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(¢}, (d), (e), and g), 70.36, 70,61(c)-(g), 70.56, 70.67(b) and (d), and 70,58
(a)-(g) (3) and (n)-(j) are issued under Sec. 1611, 68 Stat. 949, as amended

(42 v.5.C. 2201(1)); and 6§ 70.5, 70.9, 70.20b(d) and (e), 70,38, 70.51(b) and (i)
70.50, 70.52, 70.53, 70,54, 70.%5, 70.58 (g)(4), (k), and (1), 70.59, and 70.60(b)
and (¢) are issued under Sec. 16lo, 68 Stat, 950, as amended (42 U,S.C, 2201(0)).

16. Section 70.8(b) is revised to read as 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, 70,50, 70.51, 70.52, 70,53, 70,57, 70.58, 70.59, and 70,60,

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

§ 70.19(c) The general license in paragraph (a) of this section is subject
to the provisions of §§ 70,32, 70.50, 70.81, 70.52, 70.55, 70,56, 70,61, 70.62,
and 70.71, and to the provisicns of Parts 19, 20 and 21 ot 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 § 70.5. under Special Nuciear Material Control, Records,
Reports and Inspections is added to read as follows:

§ 70.50 Notification requirements.

(a) Immediate notification. Each licensee shall no%ify the NRC as soon
as possible but not later than 4 hours after discoveiy of any event involving
licensed material that prevents (ee-threaten-te-prevent) immediate protective

actions necessary to (maintain-and-vepify-contred) avoid an .ver exposure or

release of licensed material (includes fires, explosions, toxic gas releases, etc.).

13 Enclosure
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(b) Twenty-four hour notification. Each licensee shall notify the NRC
witnin 24 hours after the discovery of any of the following events involving
licensed material:

(1) Any (sccidenta?) unplanned contanination event that (restricts) requires

access to the contaminated area by woraers or the public to be restricted by

imposing additional contamination controls, or prohibiting entry into the area

for more than 24 hours.

(2) Any event in which equipment (necessary-to-prevent-uncontroiied
retecses-of-radioactive-materiais-or-to-prevent-overexposuresto-radiution,
or to-mitigate-the-consequences-of-an-accident;-ts-arsabied-orfails Lo
function-as-designed-when-it-4s neededr--Notificatton-¢s-net-required-when-an
individuai-component-ts-disabied-or-fatis-toiunction-4f-redundant-equipment-1s
operabie-and-avaiiabie-to-automaticaiiy-perform-the-regotred-function) is

disabled or fails to function as designed when:

(i) the equipment is required to prevent (uncontroiied) unplanned

reieases exceeding regulatory limits, to prevent cverexposures to

radiation and radicactive materials, or to mitigate the severe

consequences of an accident, and

(11) (the-safety-function-of) the equipment is required to be

available and operahle - (or-the-avsiiabittty-cf-the-safetv-function-

ts-required) when the normal equipment (4s) was disabled or fails to

function, and

(i11) no redundant equipment is available and operable to

automatically perform the required safety function.

(3) Any event that requires medical treatment (of-a-radiosctiveily

contaminated-individual) at a medical facility of an individual with spreadable

radipactive contamination on their clothing or on accessible portions of their

body. (note-the-exemption-for-suparficiani-injury-has-been-deieted).

14 Enclosure
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tNotifiratian-ts-not-required-4f-first-add-at-a-iicensee-maintainedmedical
faciidty-for-a-superficisi-dnjury-ds-the-oniy-treatment-rendered.
(4) Any accidental tire or explosion damaging any licensed material or

any device, container, or equipment containing licensed material in quantities

greater than the limits specified in Appendix C of Part 20. No report is

required for superficial damage (i.e., surface stains that do not affect the

integrity of the licensed materia) or its container),

(c) Preparation and submission of reports. Reports Tiled with the KiC
pursuant to this section must have the names of persons who have rec: .ed
exposure to radiation stated in a separate part of the report. Reports made by
licensess in response to the requirements of this section must be made as
follows:

(1) Licensees shall make reports required by paragraphs (a) and (b) of
this section by telephone to the NRC Operations Center.3 To the extent that
the information is available at the time of notification, the information
provided in these reports must include:

(1) The caller's name and call back telephone number;
(i1) A description of the event, including date and time:
(111) The exact location of the event;
(iv) The isotopes, quantities, and chemical and physical form
of the licensed material involved; and
(v) Any personnel radiation exposure data available.

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

paragraph (a) or (b) of this section shall prepare a written followup report

within 30 days of the initial report. Written repcrts prepared pursuant to

The commercial telephone number for the NRC Operations Center is
(301) 2623 951-0550.
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other regulations may be submitted to fulfill this requirement if the reports

contain all of the necessary information and the appropriate distribution is

made. There written reports must be seri to the U.S. Nuclear Regulatory
Commission, Document Control Desk, Washington, DC 20555, with a copy to the
appropriate NRC regional office. listed in Appendix D of 10 CFR Part 20. The
reports must include the following -~
(1) A description of the event, including the probable cause and the
manufacturer and model number (if applicable) of any equipment
that failed or malfuncticned;
(1) The exact location of the event;
(111) The isotopes, quantities and chemical and physical form of
the licensed material involved,
(iv) Date and time of the event;
(v) Corrective actions taken or planned and the results of any
evaluations or assessments; and
(vi) The extent of exposure of individuals to radiation or to
radioactive materials.

(3) A written report shall be submitted within 30 days of the occurrence

of any event involving licensed meterial that (threatens-to) could have caused

ai_immediate disabling injury or (threstens-to) could have prevented immediate

protective actions necessary to maintain control of the licensed material.

(3)(4) The provisions of & 70.50 do not apply to licensees subject to the
notification requirements in § 50.72. They do apply to research and test

reactors possessing material licensed under Part 70.

16 Enclosure
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Dated at Rockville, Maryland this _ day of 1990,

For the Nuclear Regulatory Commission.

James M. Taylor, Executive Director
for Operations.

17 Enclosure
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UNITED STATES B \r7
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D, €. 20558

DEC 0§

MEMORANDUM FOR: John Hickey, Chief, Operations Branch, Division of Industrial
and Medical Nuclear Safety, NMSS

FROM: Sher Bahadur, Chief, Regulation Development Branch, Division
of Regulatory Applications, RES
SUBJECT: PUBLIC COMMENTS ON AMENDMENTS YO 10 CrFR PART 20,403

Attached per conversation of November 27, 1990 between Chery) Trottier (NMSS,
and Joe Mate (RES) 1s @ revised set of public comments and responses as well
as the revised comparative text of the final rule. These two packages include
comments from NRR, AEOD, OGC, OFE, (partial), NMSS and State Programs,

We intend to delete comments 9, 33, 43, 66, and 75 from the general comments
material provided. Comment #76 still requires input from NMSS,

As agreed, we are awaiting your input for the statement of considerations
which wi1i be incorporated into the Federal Register notice. Please review
the attached material and provide your final comments and the text for the
statement »f considerations. 1In order to meet our schedule, we need your
comments by December 12th., If you have any questions, please call Joe Mate

at 23795.
:EEﬁ«9<:ﬁ3}“L\:ig;éz;Lg_,‘“

Sher Bahadur, Chief

Regulations Development Branch
Division of Renulatory Applications
Office of Nuclear Regulatory Research

Enr Yasures:
1. rubtiic Comments
2. FRN (comparative text)

cc: Mike Finkelstein, L3¢ Vo
Kevin Ramsey, IMOE WMSS
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October 9, 1990

General Comnments

— . s

Comment Commenter
1. Rule contains reporting requirements fcr extremely common #1, #3,
events, It will lead to contusion and excessive reperting. The 112, #13,
rule needs to be altered to exclude insignificant radiation events #14, #15,
or significant events with insignificant radiation components. #20, 427,
Licensees need clear cut definitions th.t specify severity #33, #38
levels roqu1r1ng notification 1ike those currently in 20.403 #40
(a)(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 reflect this intent to make the rule more specific relative
to the criteria.

2. Modify the criteria in 20,403 to add specific notification f4, #37

criteria for fires, explosions, and off site medical treatment #38
provided that these can be clearly separated from the
insignificant events. Dc not modify Parts 30, 40, and 70.

Rusponse: In developing the revised criteria for the proposed
rule the staff considered the possibility of revising Part 20
rather than establishing criteriz 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 changes
were made fv 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 licensees.

Resnonse: The staff agrees that writi ew .ules in itself
provides no assurance that Yicensers omply with them,

In developing the proposed criteria, there was troad staff
consent.'s that better criteria was needed to reduce confusion and
disagreements over what types of ¢ cnts should be gromptly reported
to NRC, Although a few specific c. ‘es initiated the rulemaking
effort, it was the general consensus that motivated the staff to
redefire what types of events warranted prompt NRC notification,

4, Rule is prescriptive and eliminates need for 1icensee judgment. #5

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



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

a nee for a rule that 1s somewhat prescriotive yet leaves room
for  dgment on the part of the licensee,

§ fstablish activity thresholds for each radionuc)ide 15, #7
that would require NRC notification such as Part 70, #16, 418
Appendix €. Define significant occurrences in terms of dose #33

equiva.ents or concentration 1imits, Severity should be
equivalent to the overexposure uituations,

Response: in developing the proposed rule the staff considered
the 1cea of providing specific octMt{ thresholds, However, the
staff felt that such thresholds would be cumbersome and dif?‘cult
to develcp and use., Many licensed operations use mixtures of
{sotopes 1n different chemical forms that pose various safety
hazards, The staft belfeves that the safety hezards tosed by
contamination incidents are best evaluatea on a case<by-case
basis, rather than using 2 generic set of contamination
thresholds. However, the staff agrers that & set of activity
threcholds would be apzropruto for uwetermining what fires and
exp, sfons are reportable. The final rule has been revised to
recaire NEC notification orly for fires ¢9d explosion involving
Y1censed materia) in quantities greater than the quantities - ]
tpecified in Appendix C of Part 20.

'
‘

6. The deletions of paragraphs (8)(3),(a)(4),(b)(3), and $10, 13,
(b)14) of 10 CFR 20,403 are appropriate. :;g ‘;gi
Response: Most o the comrenters agreed or voiced no disagreement 033: #37
that these criteria did nut necessar’ y define events affecting V38

p:blic health and safety and that 1t was appropriate to delete
them,

7. Plece specific reporting requirements in individual licenses. #10, 430
Those with emergency plans already have sufficient reporting
requirements.

Response: 1f the KRC
{rements \n the indivdual Yicensus, this tas

n 9,000 erial liceéwsees that
u‘d be dNficult to

8, Froposed parts should be rewritten and reissued for a new #10, #14
comment period, Counterproductive to strong licensee programs,
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Response: NRC did consider alternutives 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 Je veplaced with better reporting criteric, A
rulemating action

11, A parallel to power reactor licensees is not proper, Most
material licensees have neither the inventory nor the stored
energy to cause @ loss 1ike power reactor licensees.

Response: The staff did not intend to draw & parallel to power
reactor licensees when Part 50 regulations were cited in the
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 Lazard is less from materfial licensees, a
potential hazard nevertheless exists,

12, In the case of nuclear medicine/ruclear pharmacy 1t is
difficult to {1dentify any events that would be significant
enough to public health and safety to notify NRC fmmediately.

f14, #20

#156

/



Response: The staff doexh:ot agree Nat the rule (s counter
prpductive ta strong licemgee programs because the Staft does
requirementy are

By fmproving
tion reqbirements, NRC\is in a betber position
: se, to fdent{fy generic problems, and.to
, p s of generic\problems, aring knowledge
and oxpcnie ce serves to strengthem licensee p

Lack of communicytion wi mpect or othex NRC taf 'Hk
Gegers1 infowmation cx11s no | gcr tak in the & “iob
Ena lcs wisanderstandings and questions tb become

Regiom J11 has

ce (4 years. ngo),
This appears. to be
response, Comment

omment 9 should be deleted.
t the commen called
, and never led back,
nce that d warrant

10, NRC did not . nifder other alternatives - such as 1ssuing #21, 133
notices to 1icensees, 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.

rulemaking action

-,.:*:;dc TRV o o Pyl

arallel to power reactor licensees is not proper, Most f14, #20
ultor1u licensees have neither the inventory nor the stored
energy to cause a loss 1ike power reactor licensees.

Response: The staff did not intend to draw a parallel to power
reactor licensees when Part 50 regulations were cited in the
discussion, The staff was merely trying to point out where
similar ragorting requirements already existed in Part 60 in
order to {1lustrate why Part 50 was not included in the
rulemaking., We agree that material licensees do not have tie
inventory or the stored energy to cause a release similar to
that which could be caused by & nuclear reactor incident,
Althounh 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 to identify any events that would be significant
enough to public health and safety to notify NRC immediately.



Response: The KRC 1s very interested in incidents &t
medical facilitie: because of the proximity of the general
Fublic to areas where licensed material 1§ used and stored.

{res, spills, or other incidents involving significant
quantitic; of radiopharmaceuticals (e.g., therapy duses)
or involving sealed sources with s1?n1 fcant radiation
levels pose potential health and safety hazards that
wirrant the prompt notification of the NRC,

13, The revised rule should be reviewed by NRC's Advisory f16
Committee on Medica) Uses of Isotopes.

Response: The Advisory Committee on Medical Uses of Isotopes
(ACMUL; 15 normally requested to review rules that specificelly
eddress medical a licutloni\espocially rulonak1n¥s fnvolvin
Part 35. An ACMUI review ha$ not been requested for this rule
because the notification requirements are generic and go beyond
medical uses of isotopes,

14, What does “threateus to cause” mean in Part 20,4037 27

Response: The phrase “threatens to cause® refers to events that
come very close to occurring, but are narrowly averted. The NRC
requires notification of sucﬂ *close calls® to ailow

preventative measures to be implemented before an incident occurs.

15. Further clarification needs to be provided associated with '
notification requirements for commerrial nuclear power reactors, 139
Companies holding a construction permit or operating license

should vbe explicitly exempted for activities occurring within

the protected ares.

Response: The NRC does not intend for the proposed criteria

to apgly to commercial nuclear power g\ants. n the discussion

as well as in the the rule (Parts 30.50 (c)(3), 40.60 (c)(3), and

70.50 (c)(3)), the NRC specifically stated that the provisions do

not apply to 1icensees subject to the notification requirements

in Section 50,72, If a nuclear power plant has only a Part 50

license, notification 1s required only under the provisions of

10 CFR 80.72. Although the Part 50 license for a nuclear power
lant contains provisions for receipt, possession, and use of
yproduct, source, and specfal nuclear materfal pursuant to

10 CFR Parts 30, 40, and 70, these provisions doe not constitute

requirements for reporting in accordance with the new notification

requirements in Parts 30, 40, or 70. If a nuclear power plant hes

i separate byproduct, source, or special nuclear materiale license,

noi'g‘caflon 1. required under the new notification requirements in

Parts 30, 40, or 70; however, these requirements apply only to the

activities 1icensed under the separate materials license and not to any

other activities,



Response: The NRC is very interested in incidents at
medical facilities becouse of the proximity of the general
ub11c to areas where licensed material 1s used and stored,
fres, spills, or other incidents involving significant
quantities of radiopharmaceuticals (e.g., therapy doses)
or involving sealed sources with significant radiation
levels pose potential health and sefety hazards that
wirrant the prompt notification of the NRC,

13, The revised rule should be r «1¢ ~1 by NRC's Advisory
Committee on Medical Uses of Isoty, .

Response: The Advisory Committee . ~-a'i§: Jses of liotopes
(ACMU1) 1s normally requested to rev.. <+ .es that specificelly
address medical nypllcltion especia’ly rulemakings involvin
Part 35. An ACMUI review has nut Leer .equested Tor this rule
because the notification requirements are generic and go beyond
medical uses of 1sctopes.

14. Whet does "threatens to cause" mean in Part 20,4037

Response: The phrase “"threatens to cause" refers to events that
come very close to occurring, but are narrowly everted, [he NRC
requires notification of such “close calls™ %o allow

preventative measures to be implemented before an incident occurs,

15, Further clarification needs to be provided associated with
notification requirements for commercia)l nuclear power reactors.
Companies holding a construction permit or operating license
should vbe explicitly exempted for activities occurring within
the protected arca,

Response: The NRC does not intend for the prvgosod criteria

to opqu 1o commercial nuclear power glants. n the discussion

as well as in the the rule (Parts 30,50 (¢)(3), 40,50 (c)(3), and

70,50 (c¢)(3)), the NRC specifically stated that the provisions do

not apgly to iicensecs subject to the notification requirements

in Section 50,72, If a nuclear power plant has only & Part 50
license, notification is required only under the provisions of

10 CFR 50.72. Although the Part 50 license for a nuclear power
lant contains provisions for receipt, possession, and use of
yproduct, source, and specia) nuclear materis) pursvant to

10 CFR Parts 30, 50. end 70, these provisions doe not constilute

requirements for reporting in accordance with the new notification

requirements in Parts 30, 40, or 70. If a nuclear power plant has

a separate byproduct, source, or special nuclear materfals license,

no cation s roqu‘red under the new notification requirements in

Parts 30, 40, or 70; however, these requirements apply only to the

f27

$22, 936
139

activities licensed under the separate materials license and not to any

other activities.



16, NKC should provide clear guidance on their interpretation #23, 433
by circulating early event reports with comments on the

appropriateness and by providing comparable early analysis of

failures to report,

Response: The utaff agrees and intends to issue information
notices and other guidance as appropriate to licensees as
fmplementation Jssues ave identified and experience 1s gained
with the rule,

17. NRC should more clearly define the notification requirements g2t
concerning the loss of packeges of radioactive material,

Response: This rulemaking effort involves the notification
requirements in 20.403. The loss of packsges of radioactive
material is covered by 20.402.UThe loss of radioactive material

15 outside the scope of this rulemaking effort, Notification
requirements for the loss end theft of licensed material will

be revised by the major revisfon to Pert 20, The major revision
will specify what quantities of licensed material require immediate
and 30 diy notifications,

18. Burden is estimated to be about 3 days for each notification  #27
required for large companies,

Response: The public ro:ort!ng burden in the :roposod rule was
estimated at about four hours per response., This is an average
cons . during both smell and lar‘o 1icensees, We agree that a very
large organizetion with several management levels could take a few
days o complete and process such a report,

19, The subject rule and statement of considerations should make 129, #30
it clear that the rule would apply to uranium enrichment plants

whether licensed under Part 70 or Part 76, Further, Part 60,72

and 50.73 should not apply to such facilities,

Response: The question of whether or not enrichment plants should
fall under Part 70 or Part 50 1s not within the scope of this rule,
Currently there are no licensed enrichment plants, The regulations
that should govern these plants 1s a licensing 1ssue that will be
decided when a license 1s requested and issued to operate an
enrichment plant,

20. Immediate and 24 hour notifications should be limited to #33, 438
potentially serious events where it is necessary for NRC to
intervene to mitigate the effects,

Response: It is not the policy of the NRC to intervene when the
1{censee is having a problem, The problem is to be solved by
the Yicensee. NRC monitors the licensee's actions, makes



reconmendations, and only intervenes if the licentee is unable or
unwilling to take the necessary action to protect public health and
slfot{ or the environment, Whether or not the NRC intervenes, 1t
must be aware of significant events to ensure that appropriate
actions are taken,

21. We do not agree that the categoricel exclusions have been #33
met, The proposed raz:latiun as written has & large impact and
cannot ¢ considered be v! 8 minor nature,

Respoiss. The staff does not sgree thet the proposed changes

to the notification requirements have any significant environmental
fmpact requiring an environmental review pursuant to Part 61,

The staff maintains that the proposed rule 1s & clarification of
existing requirements and does not change the NRC's policy that
1icensees should rouptlf rz rt significant events, 1In additior,
it 1s clear that § 51.22(c)(3) 1Msts amendments to reporting
requirements in Parts 30, 40, and 70 as cetegorical exclusions

not requiring an environmental review,

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

establish separate criteria for each ty;o of licensee (radiography
14zensees 10 CFR 34, medical licensees 10 CFR 35, etc.).

Response: The staff believes that the proposed notification
requirements describe significant events that should be reported
for source, byproduct, and special nucl=ar material licensees. The
staff does not sgree that developing more specialized requirements
and amending more Parts of the regulations would improve the rule.

23, Frequent use of the word “any" is not 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" 1s inconsistent with the staff's intent to require NRC
notification of significant events.

24, Proposed rule should sake 1t clear that it applies to 129
Independent Spent fuel storage facilitie

Response: The staff agrees that it would be upgropriate to add
the proposed notification requirements Part 72 and intends to
initiate a separate rulemaking effort in order to allow public
comment on amending that part of the regulations.



2%, No reports should be required for events that are concluded
goforo :b meaningful communication with and participation by NRC
s possible,

Response: The fact that the licensee has completed all necessary
actions before NRC 1s notified 1s no reason not to file a report,
There may sti11] be some action that NRC may have to take depending
on the nature of the incident, (1.e, warning other licensees of
generic problems),

26, Provide further explanation and possibly examples of what
::ouri t?n material and assessing releases means, (Used in the
scussion),

Response: Securing materia)l includes actions necessary to prevent
unauthorized movement of licensed material or unsafe conditions
resulting from 1icensed material, This includes shielding exposed
radietion sources, returning 1icensed material to storage containers,
stopping a spill or the spreading of a spill, etc. Assessing
releases includes efforts necessary to determine how much licensed
material has escaped from the licensee's control and to determineg
where released material has gone,

Comments on the Actual Rule

30,50 Notification Regquirements.

30 508 Immediate Notificatien,

27. Ruquire one hour notification of NRC and Agreement States for
incidents with substantial potential for injury to off site people,
Suggest & rem for one hour notification.

Response: There wre already regulations thet require emergency
response plans (including special notification requirements) for
those licensees that have enough licenseu material to cause
significant doses offsite. (i.e. § 30,321, 40.31j, and 70,221).

28, Use the language in the supplementary information (p. 19891-
column 1) in order to avoid numerous additional reporting events,
Wording would be: Immediate notification is required only if

#23

f38
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30.50(b)(1) Contamination

37. Minor contamination (such as a contaminated collimator or @ /1, 95,

spi1l of short 1ived radionuciide] 1s common in research and 8, 010,
medical settings. Access restricted in the interest of ALARA and #1868, #21,
efficiency and to minimize dose. Spills of this nature should #22, 925,
not have to be reported. Requirement appesrs excessive and #13, 934,
not related to any potential hazard to the public or the vy 7, 438,
environment, 39, 440

Response: The staff agrees that restricting access to allow
short-1ived isotopes to decay should not be & reportable event,
The regulation has been revised to exempt reports of areas
restricted to allow isotopes with a half-1ife of less than 24
hours to decay.

36, How do you determine when an area is "cleaned up"? Is the "
definition of an “area" limited to any minimum size?

Respunse: This rule does not attempt to define criteria for
releasing areas from radiological controls. No NRC notification
would be required 1f an sccidentally contaminated area can be
decontaminated within 24 hours to levels where contamination
controls for entry into the area are no more stringent than the
controls in effect prior to the contamination accident, The
definition of an "area” 1s not limited to any minimum size, In
general, any space normally accessible to workers or the general
public qualifies as an area.

39, What does & “"contamination event that restricts access” 8
mean?

Response: Contamination events that restrict access are spills

or other types of accidents that result in elevated levels of

loose surface 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 contaminated
area. Restricting access also includes additional controls to
minimize exposure to radiation levels elevated by the contamination,

40, Area 1s unduly restrictive. Makes no distinction about the #11, #26
source of contamination or efforts to remove 1t, For 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



Response: The notification requirement has been clarified to
indicate that the contamination must be accidental, however the
staff does not agree that the term "area" 1s too restrictive,

41, Proposed regulation places unnecessary burden on the Ticensee 112, N3
with restricted areas., Low action levels for contamination/whole

body exposures are low berause clean-up efforts can be

suggIemonted with radioactive decay. Hence individual and

collective radiation exposures msy increase,

Response: The proposed notification requirements do not relieve
1icensees from their responsib111t¥ to maintain radiation exposures

as low as reasonably achievable, The staff agrees that waiting

longer than 24 hours for isotopes to decay is acceptable if a
significant reduction in activity will result, The final rule has
been revised to require no notification 1f the licensee 1s waiting to
allow isotopes with half-1ives less than 24 hours to decay. However,
the benefit of waiting for several days or weeks for {sotopes with
longer half-lives to decay is questionable, In these cases, a 24-hour
notification is warranted,

4?2, Requirement to notify NRC within 24 hours needs to be more 920, 925
qna::;tnt1vc. Specific levels of contamination should be #33
stated,

Response: The hazards posed by radfoactive contamination vary
depending on the activity of the contamination, the chemical and
physical form, the normal conditicns of the contaminated ares,
and other factors, The need to impose additional contamination
controls 1s a better indicator of a significant event than a
sgocif:c contamination level which may not be significant in all
situations,

43, 1n the ‘gecond sentence of the supg\onentary nformation under
ntaminatiomevents on page 19881 (column 2) delete the words,
"specified in 18 CFR 20,405%, “PRL

Respogse: We suggest deleting ¢
proposed rhle will not be re
to addriss the wordWg of that discussion,
tion section in the new rule, therefore, the

comment is applicable,

44, Sentence 2 of paragraph 1 in the discussion under Contamination #30
£ onts 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 is inappropriate.

1l
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Response: The staff does not agree, Accidental contamination of
work areas sufficiently above normal conditions to warrant additional
contamination controls and entry requirements for more than 24 hours
is significant and NRC notification is appropriste,

45, Rule should allow (ur glannod sctivities such as maintenance v19, #34
or decommissioning that would result in restricting access,

Response: Fgree. This criteris has been revised to clarify that
it applies to accidental contamination only,

46, 1t 1s not clear from the rule that restriction of access #33
includes changin:oprotocols such as adopting extra protective
clothing., NKeed provide more guidance,

Response: Requiring additional protective clothing or otherwise
1ntrontin‘ contamination controls as & result o* a contamination
accident 1s significant. The final rule has been clarified to
indicate that imposing additional contamination controls is
considered to be a form of restricting access,

47, Allow licensees to have contamineted restricted areas in $34
excess of 24 hours provided employees are not exposed to exposures

in excess of the regulatory limits and no releases are being made

to unrestricted areas or the environment,

Response: Licensees have been and stil) are allowed to have
contaminated areas in excess of 24 hours 1f the contamination fs
controlled and any delay in removing the contamination is 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.
Response: Disagree. A definitive time period 1s necessary, This

time period should be the same for every day of the week regardless
of the length of the work week,

30.50(b)(2) Equipment

49, MWording 1s not clear., Use the last prragraph on page 19891 #a
[ 9lumn 3) of the Federa) Register Notice,

Response: The notification requirement has been rewritten in a \’///

format similar to the discussion in the proposed "

12



60, Lvents should not be reported unless they result in exceeding #13, #14,
some existing 1imits (spillage of a few grams of natural uranium g22, 432,
from crack in & pipe valve or drum). Either specify some Vimits 139

or drop the requirement,

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

51, Delete the word "needed" at the end of the first sentence of 17
30.50 (b)(2) and replace it with the p' rase “required to be
available and operable”,

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

62, As currently written this section could result in large 19
numbers of reports on the malfunction of such equipment as

portable survey instruments, respirators, fire extinguishers,

or even flashlights,

Response: The notification requirement has been reworded to clarify
uhc:v::u1pnnnt ma Ifunctions are reportable., Equipment that is

cov by the rule must be necessary for one of the safety
functions specified. In other words, 1t must be needed to

1) prevent unplanned releases exceeding regulatory limits,

2 grevont overexposures to radietion and radioactive materials,
or (3) mitigate the severe consequences of an accident, Severe
consequences include major property damage, widespread contamination
outside of controlled area, and fatalities or serious injuries
requiring medical treatment,

63, Determinations by licensees about whether equipment failures #23
are reportable should be limited to realistic scenarios in order
to avoid & significant number of unnecessary reports,

Response: A?rte. Licensees should be realistic when they evaluate
whether the function or the availability of the function of safety
equipment was needed when 1t failed,

64, The third example on page 19892 concerning radiography #25
equipment conflicts with the notification requirements in
§ 30,34,

Response: The staff does not agree that there is a conflict with

§ 34,30, The proposed rule would require a 24-hour telephone
notification in addition to the 30-day written report now 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 1f the report containg all of the required
information and appropriate distribution is made,

13



65, Strict interpretation of the ryle indicetes that every stuck ¢o8
shutter requires a 24 hour report, We fail to see the need to
report {f the exposure 1imits are not exceeded,

Response: 1f there are problems with the cvesign or use of a
device containing & source that could ceuse an overexposure and
the problems prevents reshielding of exposed radiation sources,
NRC may need to take promot action to warn other device users
and insure the manufacturer 1s taking appropriate corrective
action, NRC must be awere of safety equipment failures in order
to inftiate preventative measures before more serfous incidents
oceur,

56, Spccif{ what is meant by the word "needed" and what severity #33, 138
or potential event does the equipment protect against?

Response: Safety ipment 1s needed when & radiation hazard is
present and an incident roquiring the use of the safety equipment

is possible. Notificetion is only required by the proﬂosod rule

if the safety equipment melfunctions when & radiation hazard exists,
The rule has been reworded to clarify the types of events that
safety equipment protect against,

67. What is meant by “"uncontrolled releases of radioactive f38
material"?

Response: The staff's intent was to require notification of
a malfunction involving equipment necessary to prevent
unplanned accidental releases exceeding regulatory limits,

68, What 1s meant by the words “prevent exposure to ;adiation and #38
mitigate the consequences of an accident"?

Response: Notification is only required by the proposed rule for
the malfunction of equipment necessary to prevent exposures
exceeding regulatory limits for workers and the public, Equipment
used to minimize exposures and not to prevent overexposures are not
covered by the proposed rule., Mitigating the consequences of an
accident refers to equipment necessary to minimize tn{urtos ar”
damage after an accident occurs., For example, sprinkler systems
are necessary to mitigate the consequences of a fire,

§9, The use of the word “automatically" 1s confusing and should be ¢#38
deleted. Change the last sentence to read “"if redundant equipment
which performs the required function is operative".

Response: Disagree, Operative equipment only replaces inoperative
equipment 1f it is used. If the operative redundant equipment does
not go inte service automatically, the safety function will he Tost
for some undetermined period of time,

14



60, Equipment failures reported under 34,30 should he exempt from #40

this requirement since most incidents regard‘ng radiography equip-

ment fatlure are detected and resolved by the licensee usually 4
within 24 hours.

aosponso;“‘tht stoff disagrees, NRC must determine if there are
generic design defects that require prompt warnings and corrective
sctions by the equipment manufacturer,™

30,50(b)(3) Medical Treatment

61. The ree of personal injury has no bearing on the 1, 116
potential of the radiation hazerd and may result in reporting $27, 43
many incidents of no significance to NRC, A laceration to

& lab workers hand may require suturés whe.e the radiation component

may be insignificant., Current rule would require the reporting of

an event even {7 the medical treatment was not related to the

contamination {ssue.

Response: NRC {s concern/d about the spread of contamination at

the medical facility and he possible exposure of the general public
to radiation and radioact ve contamination, In addition, there

is always the R:ssibﬂl!ty that radiation may complicate the
treatment of the injury.

62. Notification should ¢nly be required if contamination of the f13
individual or treating medical facility exceeds NRC regulatory
1imit, Yicense Vimit, or NRC unrestricted release limit,

Response: NRC believes that exposure of the genera) public
(including medical workers) to dispersible contamination should
be as low 2s reasonably achievable., Therefore, any detectable
amount of dispersible contamination introduced into a medical
facility by an injured person is reportable,

63, What 1s a radicactively contaminated individual? Need a f1a, 927,
threshold dose or contamination level criteria, #33

Response: A radioactively contamined individual is a person who
has loose surface contamination on their clothing or on
accessible portions of their body that can be spread to other
individuals,

64. Change the word "rendered" in the last sentence to the word 120
“required."

kesponse: NRC 1§ concerned about what was actually done
to the contaminated individual, The fact that the treatment may

15
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Response: When the proposed rule was drafted, NRC did not intend
to include small vials and stoppered test tubes as explosions. NRC
agrees that fire and explosions involving trace quantities of
1icensed materia) should not be reportable. The notification
requirement hat been revised to require no report 1f an explosion
or fire involves licensed material in quantities less than the
quantities spacificd in Appendix C of Part 20,

69, In the case of fires, the hazard of the fire may greatly #1, 115,
outweigh the hazerds of release, Need quantitative threshold 120, 433,
limits for licensees, #37

Response: We agree that the fire usually poses the greatest
hazard, However, if radioactive material is involved, NRC
needs to insure that appropriate controls are used during
fivefighting and cleanup operatio s. The notification
requirement has been revised to specify the quantities in
Appendix C of Part 20 as the reporting thresholds,

70, A report should not be required if there is only superficial #23
damage to licensed materials,

Response: NRC agrees and the notification requirement has been
revised to fre no report if the fire or explosion inflicts
only sonerficial damage. Superficial damage is defined as damage
that ?uos not affect the integrity of the licensed material or its
container,

71, Paragraphs 2, 3, and 4 on page 19891, column 2, regarding #33
fires are not clear, There is normally some delay in responding

to an emergency. NRC should define the length of the delay that

is reportable.

Response: A normal delay in responding to an event would not be
reportable such as the time to drive to the site or the time to call
the fire dept. However, once the responders are available and able
to do the job, any additiona. delay would be reportable,

72. Reain e significant dollar figure in the range of $10,000 138
for property Jamage,

Response: A dollar figure regardless of amount is not necessarily \v/’/

ind ive of the hazard to the public health and safety, “Phebels
e dollar figure has been removed from the reguiation,

30.50(c) Reports
73, Licensee duplication of written reports prepared by NRC #13
inspectors does not appear to be justified,

17
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[7590-01)

PART 20 =« STANDARDS 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, 936, 936,
937, 948, as amended (42 U.S5.C. 2073, 2093, 2095, 2111, 2133, 2134, 2201);
Secs, 201, as amended, 202, 206, 86 Stat. 1242, as amended, 1244, 1246 (42
U.S5.C. 5841, 5642, 5846).

Section 20,408 also issued under Secs. 135, 141, Pub, L. 97-426, 96 Stat,
2232, "241 (42 U.5.C. 10155, 10161).

For the purposes of Sec. 223, 68 Stat. 95€, as amended (42 U.S5.C. 2273);
§§ 20.101, 20.102, 20.103(a), (b), and (1), 20.104(a) and (b), 20.106(b),
20.106(a), 20,201, 20.202(a), 20.205, 20.207, 20.301, 20.303, 20.304, and

20,305 are issued under Sec. 161b, 68 Stat. 948, as amended (42 U.S5.C.
,2201(b)); and §§ 20.102, 20.103(e), 20,401-20.407, 20.408(h), and 20.409 are
{ssued under Sec. 16lo, 68 Stat. 950, as amended (42 U.5.C. 2201(0)).

§ 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 abd the word
“or" following paragraph (b)(2) are removed and & period is inserted, and
paragraphs (Q)(S). (a)(4), (b)(3), and (b)(4) are removed.

3. Sectfon 20.403(d)(2) 1s amended Ly revising the area code for the

footnote from area code 202 to area code 301,

1 Enclosure
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PART 30 = RULE OF GENERML APPLICABILITY TO DOMESTIC LICENSING Of
UYPRODUCT MATERIAL

(8.) 4.  The suthority citation for Part 30 is revised to re. " as
follows:

AUTHORITY: Sec. 8), 82 161, 162, 183, 186, 68 Stat. 935, 948, 953, 954, 955,
as amended, Sec. 234, B3 Stat. 444, as amended (42 U.5.C. 2111, 2112, 2201,
2232, 223%, 2236, 2282); Secs. 201, as amended, 202, 206, 88 Stat, 1242, as
amended, 1244, 1246 (42 U.S.C. 5841, 5842, 5846).

Section 30.7 also issued under Pub. L. 95-601, Sec. 10, 92 Stat, 2851 (42
U.S5.C. 5851). Section 30.34(b) aisc issued under Sec. 184, 68, Stat. 954, as
nmended (42 U.S.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 amenc~d (42 U.5.C. 2273);
§§ 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 L.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 {ssued under Sec.
1610, 68 "tat. 950, as awmended (42 L.5.C. 2201(0)).

(4) 5.  Section 30.8(b) 1s revised to read as follows:
§ 30.8(b) The approved information coliection requirements contained in this
part appear in §§ 30.15, 30.19, 30.20, 30.32, 30.34, 30.36, 30.37, 30.38,

30.50, 30.51, 30.55, and 30.56.

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

2 Enclosure



workers, the public, and the environment fmmediately .fter an
incident 1s discovered,

s

(j’ necessary to maintatn control of licensed meterial and to protect

Sy

§ 30.50 Notification requirements.

(a) Immediate notification. €ach Vicensee shall notify the NRC as soon
as possible but not later than 4 hours after the discovery of any event
fnvolving 1icensed materia) that prevents (or-threaten-to-prevent) immediate
protective actions necessary Lo (matntain-and-verify-controd) avoid an over-
exposure or release of 1icensed material (includes fires, explosions, toxic gas
releases, ote.). 3,.,,,.__.,&»}.\ tw’\u},ﬂt ij ok Pt o.}\;w.., el

(b) Twenty-four hour notification, Each Vicensee shall notify the NRC

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

(1) Any (sceddentad) unplanned contamination event that (restricts) requires
access to the conmtaminated area by workers or the public Lo be restricted
by_impr ing additional con
the area for mor than 24 hours. No report {s required 1f access to the
area 1s restricted %o allow fsotopes with a half~1ife of less than 24 hours

to_decay prior_to decontamination,
(2% Any evert in which equipment (necessery-to-prevent-uncontroiied

retenses-of-  ‘Yomctive-materdgds-or-to-prevent-overexposuresto-radintion,

or to-mitigate-the-consequences-of-an-aceident-{s-disabled-orfail. to
function-as-designed-when-4t-4s needed:-~Notification-4s-not-require.-when-an
individuat-component-ts-disabied-or-fatis-tofunction{f-redundant -equinpment-1s
operabie-and-avaiiadie-to-automaticaiiy-perform-the-required-function) is

disabled or fails to function as designed when:
(1) _the equipment 1s required to prevent (uncontroiied) unplanned
releases exceeding regulatory limits, to prevent overexposures 1o

radietion and radicactive materials, or to mitigate the severe

consequences of an accident, and

(11) (the-safety-function-of) the equipment s required to be

3 Enclosure
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available and operable - (er-the-avaddabiiity-of-the-satety-funetion.

.

function, and

(111) no redundant equipment is availeble and operable to automatically

perform the req.Jired safety function,

(2) Any event that requires medical treatment (ef-a-radisacti aly

contaminated-inddvidusd) at a medical factlity of an individual with spreacable

redioactive contamination on their clothing or on accessible portions of their
body. (wete-the-exemptien-for-superfictad-injury-has-been-deleted).
(Netdfdeation-is-rot-requived-4f fivst-pdd-at-a-dieensee-madntainodmediceld

faedddty-for-n-superficiad-dndury-ds-the-eniy-treatment -rendered.
(4) Any accidenta) fire or explosion damaging any 1icensed material or any
device, container, or equipment containing licensed material in quantities

greater than the 1imits specified in Appendix C of Part 20, No report

is required for superficia) damage (1.e,, surface stains that do not affect
the integrity of the licensec material or its contafner),

(¢) Preparation and submission of reports. Reports filed with the NRC
pursuant to this section must have the names of persons who have received
e.posure to radiation stated in a separate part of the report, Reports made by
licensees in response to the requirements of this section must be made as
follows:

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

provided in these reports must include:

-t 4

The commercial telephone number for the NRC Operations Center is
(301) ¢2023 9510850,

4 Enclosure
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(1Y The caller's name and cal) back telephone nimber;
(11) A description of the event, including date and time;
(111) The exact location of th. event;
(1v) The 1sotopes, quantities, and chemical and physical form
of the 1icensed material involved; and
(v) Any personne) radiation exposure data available,
(2) Written report. Each 1icensee who makes a report required by
paragraph (a) or (b) of this section shall submit & written follow-up report

within 30 days of the initial report. Written reports prepared pursuant to_
other regulations may be submitted to fulfi)] this requirement 1f the reports

contain al) of the necessary information and the appropriate distribution is
made. These written reports must be sent to the U.5. Nuclear Regulatory

Commission, Document Control Desk, Washington, DC 20555, with a copy to the
appropriste NRC Regiona) office 11sted in Appendix 0 of 10 CFR Part 20, The
reports must include the following =~

(1) A description of the event, including the probable cause and the
manufacturer and model number (11 applicable) of any equipment
that failed or malfunctioned;

(11) The exact locatinn of the event;

(141) The 1sotopes, quantities, and chemica) and physical ferm
of the Vicensed material involved;

(iv) Date and time of the event;

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

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

radioactive materials.

$ Enclaosure
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(3) A written report shall be submitted within 30 days of the occurrence

of any event involving licensed material that (threatens-te) could have caused
an_imme~iate disst)ing injury or (threstens-te) could have prevented immediate

protective actions necessary to meintain control of the 1icen risl.
(3) (4) The provisions of § 30.50 do not arnly to Licensees subject to the

notification requirements in § 50.72. They do apply to research and test
reactors possessing material licensed under Part 30,

PART 31 =~ GENERAL DOMESTIC LICENSES FOR BYPRODUCT MATERIAL

7. Section 31.2 (a) is revised to read as follows:

§31.2 (a) The genera) licenses provided in this part are subject to the

provision of §§ 30.14(d), 30.34(a) to (e), 30.41, 30,50 to 30.63 and Parts 19,
20, and 21...

8. Section 31.8(c) is revised to read as follows:

§31.8 (c) The general licenses in paragraph (a) of this section is subject
to the provisions ot §8§ 30.14(d), 30.34(a) to (e), 30.50 to 30.63 of this
chapter, and to the provisions of Parts 19, 20, &nd 21...

PART 34 ~ LICENSES FOR RADIOGRAPHY AND RADIATION SAFETY REQUIREMENTS FOR
RADIOGRAPHIC OPERATIONS

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

3 Enzlosure
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§ 34.30 In addition Lo the notification and reporting specified

in § 30.50 and other sections of this chapter...

PART 39 = LICENSES AND RACIATION SAFETY REQUIREMENTS FOR
WELL LOGGING

10. Section 39.77(b)(2) 1s revised to read as follows:

§ 39.77(b)(2) The Yicensee shall notify the Commiscion of the theft or
loss of rui‘actin materials, radiation overexposures, excessive levels v )
concentrations of radiation, and certain other accidents as reguired by
§§ 20,402, 20,403, 20.405, and 30.50 of this chapter,

PART 40 = DOMESTIC LICENSING OF ~OURCE 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, 933,
955, 948, 953, 954, 955, as amended, Secs. lie(2), 83, 84, Pub. L. 95-604, 92
Stat. 3033, as amended, 3039, sec. 234, 83 Stat. 444, as amended (42 U.5.C.
2014 (e)(2), 2092, 2093, 2094, 2096, 2111, 2113, 2114, 2201, 2232, 2233, 2236,
2282); Sec. 274, Pub. L. 86-373, 73 Stat. 688 (42 U.5.C. 2021); Secs. 207, as
amended, 202, 206, 88 Stat. 1242, as amended, 1244, 1246 (42 U.5.C. 5841,
6842, 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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Sectinrs 40,7 also issued under Pub, L, 95-601, Sec, 10, 92 Stat, 2981 (42
0.5.C. 5841) Section 40.31(g) a'so issued under Sec. 122, 68 Stat, 939 (42
U,8.C, 2152). Section 40.46 also issued under Sec, 184, 68 Stat, 954, as
amended (42 U.°.C. 2234). Section 40,71 also issued under Sec. 187, 68 Stat,
955 (42 v.5.L. 0237),

F-. the purposes of Sec. 223, 68 Stat, 958, as amended (42 U.S.C. 2273);
§ 10,3, 20,25(d)(1)-(3), 40.35(a)-(d), and (f) 40.41(b) and (c), 40.46,
40.51(a) and (c), and 40,63 are issued under Sec, 161b, 68 Stat, 948, as
amended (42 4,5.C, 2201(b)); and §§ 40.5, 40.9, 40.25(c), (4)(3), and (4),
40.26(c)(2), 4n.35(e), 40,42, 40,60, 40,61, 40.62, 40,64, and 40,65 are issved
under Sec. 1610, 68 Stat. 950, as amended (42 U.5.C, 2201(r)).

(3.) 12, Section 40.8(b) is revised to read as follows:
§40.8(b) The approved information collection requirements contained in
this part appear in §§ 40.25, 40,26, 4C.31, 40.35, 40.42, 40.60, 40.61, 40,64,
40.65, and Appendix A.
13. Section 40.26{c)(1) is revised *o read as follows:
§40.26(c)(1) Ti- provisions of Part 19, 20, 21, and
4§ 40.1, 40,2, 40.2a, 40.3, 40.4, 40.5, 4).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 clapter; and
(8,) 14, A new § 40.60 under Records, Inspections, Tests and Reports is

gdded to read as follows:

& 40.60 Notification requirements.

8 Enclcsure
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(111, no redundant equipment i¢ available and operable to automatically

verform the required safety function

(3) Any event that requires medical treatment (of-a-radioactivedy

contaminated-individuat) at a medical facility of an individual with spreadable

radioactive contamination on their clothing or on accessible portions of their

body. (note-the-exemption-for-superficisi-injury-has-been-deieted).

tNottfication-ts-not-required-4f-rirst-atd-at-a-iicensee-maintainedmedical
fasiiity-for-a-superficini-injury-ts-the-oniy-treatment-rendered.
(4) Any accidents] fire or explosion damaging any licensed material or

any device, cuntainer, or equipment containing licensed waterial in guantities

greater than the limits specified in Appendix € of Part 20. No report is

reyuired for superficial damage (1.e., surface stains that do not affect the

integrity of the licensed material or its container).

{¢) Preparation and submission of reports. Reports filed with the NRC
pursuant to this section must have the names of persons who have received
exposure to radiation stated in a separate part of the report. Reports made by
1icensees i' response to the requirements of this section must be made as
follows:

(1) Licensees shall make reports required by paragraphs (a) and (b) of
this section by telephone to the NRC Operations CQnter.z To the extent that
the information i1s available at the time of notification, the information
provided ‘n these reports must include:

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

{i1) A description of the event, including date and time;

i The commercial telephone number for the NRC Operations Center fis
(301) €eee3 951-0550.

10 Enclosure



(7590~01)

(i111) The exact location of the event;
(iv) The isotopes, quantities, and chemical and physical form
of the 1icensed material involved; and
(v) Any personnel radiation exposure data available.
(2) Written report. Each licensee who makes a report required by
paragraph (a) or (b) of this section shall submit a written follow-up report
within 30 days of the initial report. Written reports prepared pursuwant to

other regulations may be submitted to fulfill thi~ requirement if the reports

contain all of the necessary information and the appropriate distribution is

made. These written reports must be sent to the U.S5. Nuclear Regulatory
Commission, Document Control Desk, Washington, DC 20585, with a copy to the
appropriate NRC regional oifice listed in Appendix D of 10 CFR Pert 20. The
reports must include the following -~
(i) A description of the event, including the probable cause and the
manufacturer and mode) nuaber (if applicable) of any equipment
that failed or malfunctioned;
(i1) The exact location of the event;
(111) The isotopes, guantities, and chemical and physical form
of the licensed material involved;
(iv) Date and time of the event;
(v) Correc.ive actions taken o~ planned and the results of any
evaluations or assessments; and
(vi) The extent of exposure of individuals to radiation or to
radioactive materials.

(3) A written report shall be submitted within 30 days of the ocrurrence

of any event involving licensed materia) that (threatens-to) could have caused

11 Enclosure
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p
an _immediate disabling injury or (threatens-to) gould have prevented immediato
M

protective actions necessary to maintain control of the licensed material.

(3) (4) The previsions of § 40.60 do not apply to licensees subject to the
notification requirements in § 50.72. They do apply to research and test

reactors possessing material under Part 40.

PART 70 ~ DOMESTIC LICENSING OF SPECIAL NUCLEAR MATERIAL

15. The authority citation for Part 70 is revised to read as follows:
AUTHORITY: Secs. 51, 53, 161, 182, 183, 68 Stat. 929, 930, 948, 953, 954, as
amended, Sec. 234, 83 Stat, 444, as amended (42 U.S.C. 2071, 2073, 2201, 2232,
2233, 2282); Secs. 201, as amended, 202, 204, 206, 88 Stat. 1242, as amended,
1244, 1245, 1246, (42 U.S.C. 5841, 5842, 5845, 5846).

Sections 70.1(c) and 70.20a(b) also issued under Secs. 135, 81, Pub. L.
97-425, 96 Stat. 2232, 2241 (42 U.S.C. 10155, 10161). Section 70.7 also issued
under Pub. L. 95-601, sec. 10, 92 Stat. 2951 (42 U.S.C. 5851). Section
70.21(g) also issued under Sec. 122, 68 Stat. $39 (42 U.S.C. 2182). Section
/0 31 also issued under Sec. S7d, Pub. L. 93-377, 88 Stat. 475 (42 U.S.C.
2077). Sections 70.36 and 70.44 aiso issued under Sec. 184, 68 Stat. 954, as
amended (42 U.S.C. 2234). Section 70.61 also issued under Secs. 186, 187, 68
Stat. 955 (42 U.S.C. 2236, 2237). Section 70.62 also issued under Sec. 108, 68
Stat. 939, as amended (42 U.$.C. 2138).

For the purposes of Sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);
§§ 70.3, 70.19(c), 70.21(c), 70.22(a), (b), (d)~(k), 70.24(a) and (b),
70.32(2)(3), (5), (6), (d), and (i), 70.36, 70.39(b) and (c), 70.41(a),
70.42(a) and (c), 70.56, 70.57(b), (c), and (d), 70.58(a)-(g)(3), and (h)-(J)
are issued under Sec. 161b, 68 Stat. 948, as amended (42 U.S.C. 2201 (b)); 8§
70.7, 70.20a(a) ani (d), 70.20b(c) and (e), 70.21(c), 70.24(b), 70.32(a)(6),

12 Enclosre
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(c), (d), (e), and (g), 70.36, 70,51(c)-(g), 70.56, 70.57(b) and (d), and 70,58
(a)-(g) (3) and (h)-(3) are issued under Sec. 1611, 68 Stat. 949, as amended

(42 v.5.C. 2201(1)); and §§ 70.5, 70.9, 70.20b(d) and (e), 70.38, 70.51(b) and (1)
70.50, 70.52, 70.53, 70.54, 70.55, 70.58 (g)(4), (k), and (1), 70.69, and 70.60(b)
and (c) are issued under Sec. 1610, 68 Stat, 950, as amended (42 U.s.C. 2201(0)).

16, Section 70.8(b) is revised to read as 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,
70.58, 70.39, 70.50, 70.51, 70.52, 70.%3, 70.87, 70.58, 70.59, and 70.60,

17. Sectiun 70.19(c) is revised to read as follows:

§ 70.19(c) The general license in paragraph (a) of this section is subject
to the provisions of §§ 70,32, 70,50, 70.51, 70,52, 70.585, 70.56, 70.61, 70,62,
and 70.71, and to the provisions of Parts 19, 20 and 21 of this chapter. 1In
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 Inspections is added to read as follows:

§ 70.50 Notification requirements.

(a) Immediate rotification, Each licensee shall notify the NRC as soon
as possible but not later than 4 hours after discoveiry of any event involving
licensed material that prevents (or-threaten-te-prevent) immediate protective

actions necessary to (maintain-anrd-verify-eentred) avoid an over exposure o

release of licensed material (includes fires, explosions, toxic gas releases, etc.).

$'\\

ﬂumwdiate.protectivc actions are theose actions
necessary to maintain control of licensed material and to protect

workers, the public, and the environment immediately after an
dnrddant 4e Aiernunmesd B = B I T SN ST o
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(b) Twenty-four hour notification. Each licensee shall notify the NRC
within 24 hours after the discovery of any of the following events involving
licensed material:

(1) Any (accidentei) unplanned contamination event that (restricts) requires

access to the contaminated area by workers or the public to be restricted by

imposing additional contamination controls, or prohibiting entry into the area

for more than 24 hours.

(2) Any event in which equipment (necessary-to-prevent-uncontroiied
reteases-of-radioactive-matertiaij-or-to-prevent-overexposuresto-radiation,
or to-mitigate-the-consequences-of-an-accident;-is-disabied-orfails to
function-as-designed-when-1t-is needed:--Notification-ts-not-required-when-en
individuai-component-is-disabied-or-fatis-tofunction-4f-redundant-equipment-is
operabie-and-avaiiabie-to-automaticatiy-perform-the-required-function) is
disabled cr fails to function as designed when:

(i} the equipment is required to prevent (uncentreiied) unplanned

releases exceeding regulatory limits, to prevent overexposures to

radiation and radicactive materials, or to mitigate the severe

consequences of an accident, and

(11) (the-safety-function-of) the equipment is required to pe

available and operable - (or-the-avatiabiiity-of-the-safety-function-
fs-required) when the higigg;eguipnent (4s) was disabled or fails to \aflr

function, and

(i11) no redundant equipment is available and vperable to

automatically perform the required safety function.

(3) Any event that requires medical treatment (of-a-radicactively

contam nated-individusi) at a medical facility of an individual with spreadable

radioactive contamination on their clothing or on acc-.sible portions of their

body. (note-the-exemption-for-superficisi-injury-has-been-deieted).
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fNotification-de-not-required-4f-first-atd-at-a-iicensee-maintainedmedicnl
faciiity-for-a-superficini-4njury-4s-the-oniy-treatment-rendered.
(4) Any accidental fire or explasion damaging any licensed material or

any device, container, or equipment containing licensed material in quantities

greater than the 1imits specified in Appendix C of Part 20. No report is

required for superficial damage (i.e. , surface stains_that do not affect the

integrity of the licensed material or its container).

(¢) Preparation and submission of reports. Reports filed with the KRC
pursuant to this section must have the names of persons whe hav. received
exposure to radiation stated in a separate part of the report. Reports made by
licensees in response to the reyuirements of this section must be made as
follows:

(1) Llicensees shall make reports required by paragraphs (a) and (b) of
this section by telephone to the NRC Operations Center.3 To the extent that
the information is available at the time of notification, the information
provided in these reports must include:

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

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

paragraph (a) or (b) of this section shall prepare a written followup report

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

The commercia)l telephone number for the NRC Operations Center is
(301) €2623) 951-0550.
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other regulations may be submitted to fulfill this requirement if the reports

contain all of the necessary information and the appropriate distribulion is

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

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

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

reports must include the following ==

(1)

(1)

(i1i1)

(1v)
(v)

(vi)

A description of the event, including the probable cause and the
manufacturer and model number (if applicable) of any equipment
that failed or malfunctioned;

The exact location of the event;

The isotopes, quantities and chemical and physical form of

the licensed material involved;

Date and time of the event;

Corrective actions taken or planned and the results of any
evaluations or assessments; and

The extent of exposure of individuals to radiation or to

radioactive materials.

(3) A written report shall be submitted within 30 days of the occurrence

of any event involving licensed material that (threatens-to) could have caused

an immediate disabling injury or (threatens-te) could have prevented immediate

protective actions necessary to maintain control of the licensed material.

(8)(4)

The provisions of § 70.50 do not apply to licensees subject to the

notification requirements in § 50.72. They do apply to research and test

veactors possessing materia)l licensed under Part 70.
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