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Read instructions beforecompbw?fonn Do not use the same SF 83 Send three copwes of this form, the material to be mwod and for
to request both an Executive Order 12291 review and approval under paperwork—three copies of the supporting statement, to
the Paperwork Reduction Act
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PART |.—Complete This Part for All Reguests.

1. Department agency ano Bureau/otfice originating request 2. Agency code

U.5. Nuclear Regulatory Commission o W [ SO

3 Name of person who can best answer guestions regarding this request Telephone number

Pat Larkins (301 504-2300

4, Title of information coliection or rulemaking

NRC Forms 565 and 566, Event and Medical Misadministration Reports

&, Legal authority for infarmation collection or ruie (cite United States Code. Public Law, or Executive Order)

42 _use _2201(o) =
6. \flected public (check all that apply) 5 [ Federal agencies or employees
1 7] indwiduats or househo'ds 3 [ Farms ¢ Non-profit institutions
2 &I state or local governments 4 E] Businesses or other for-profit 7 [0 Smail businesses or organizations

PART 1. —Complete This Part Only if the Request is for OMB Review Under Executive Order 12291

7. Reguiation identifier Number (RIN)

T e, 01, None assigned [

& Type of submission (check one in each category) " Type of review requested
Classification Stage of deveiopment 1 [ standara
1 [ major 1 [ Proposed or gratt 2 O] pending
== ™
2 L. Nonmajor 2 L Finalorinterim final, with prior proposa! 3 D Emergency

3 [ Final or intenm finai, without pnor proposs! 4 [ statutory or judicial deadline

9. CFR section aftected

st _..;_FR e
10, Does this regulation contain reparting o recordkeeping requiremencs that require OMB approval under the Paperwork Muctm Act
ang § CFR 13207 : Dves [One
11. 1t 3 majot rule s there o regulatory inpact analys:s attached? 1 D Yes 2 D No
1 No, " gid OMB waive the analysis? : 3 Q Yes 4 D No

Certification for Regulatory Submissions

In submitting this request for OME re siew. the authorized regulatory contact and the program officisl certify that the requirements of £0 12291 and any apphcable
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SUPPORTING STATEMENT FOR
Proposed NRC Forms: 565, and 566
"Event and Misadministration Reports”
{3150- )

Description of the information Collection

The Agreement States have been requested to voluntarily submit on proposed NRC
Forms 565, and 566, respectively. licensee data on the occurrence of medical
misadministration events and other material events having safety significance,
such as, radiation overexposures, leaking sources, lost sources, etc., on an
annual basis. This informatinn is submitted to the Agreement States by their
licensees and is forwarded to the NRC. Previously, some Agreement States have
submitted this information to the NRC on an annual basic. while others submit
these reports on an indeterminate freguency. In most cases. Agreement States
receive reports from their Ticensees imm2diately following any event or
misadministration having potential safety significance.

A. JUSTIFICATION

. Need for the Collection of Information.

The Atomic Energy Act of 1954 ("the Act”) Sections 274 Paragraphs D
and J, require the Nuclear Regulatory Commission (as successor to
the Atomic Energy Commission) to perform evaiuations of an Agreement
States’ program to ensure that the State has regulations that are
compatible with NRC's regulations and to ensure that the State's
regulatory program is adequate to protect the public health and
safety. In addition to these Section D and J evaluations, Section G
of the Act requires NRC and the Agreement States to cooperate and
share information and lessons learned from State and Federal
regulating experiences. The information from misadministrations and
event reports is valuable in assessing actual Agreement State
regulatory experiences. When incidents related to radiation safety
matters have occurred at material licensees’ facilities, the NRC has
reviewed these incidents and assessed the information against other
similar operating experiences. These assessments can provide
important information to NRC, Agreement States, and other material
licensees regarding safe operational details and procedures.

Agreement State material licensees include about 4000 medical
11censees and about 11,000 other nonreactor licensees. Although NRC
has been evaluating medical misadministra‘tions and other events
reported by NRC 1icensees. these data represent only 30 to 40
percent of the data available nationwide. Agreement State
misadministration and event report data will significantly aid in
ugg;rstanding material events and the actions necessary to prevent

t

In 1991, 16 of the 28 Agreement States provided data to the NRC. In
1992, all 29 agreement States provided information on material
events. This information is being requested on forms to clearly
indicate the information required by the regulations in a standard
easily completed format.
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Agency Use of the Information

The event reports and misadministrations submitted to the NRC by the
Agreement States will be assessed both individually and collectively
to 1dent1fy any safety concerns which have the potential to
seriousiy 1mgact the health and safety of the public. These
assessments by NRC would also identify generic implications which
indicate a need for NRC to assess any changes needed in the conduct
of its Agreement State Program.

R ion of Bur I h Inf

The NRC has no objection to the use of information technolo?ies that
would reduce the burden associated with this information collection.
Discussions are currently underway with the Agreement States to
determine the most efficient and cost effective method for providing
the necessary information.

{for ntif ication

The Information Requirements Control Automated System (IRCAS) was
searched and no duplication was found.

Efforts to Use Similar Information

There is no similar information available to the NRC. The
information provided on the subject forms is not available from any
other source other than Agreement States.

Effort to Reduce Small Business Burden

The majority of licensees who use byproduct materials are small
businesses. Since the health and safety consequences of the
improper handling or use of radioactive byproduct materials are the
same for large and small entities, it is not possible to reduce the
burden on small businesses by less frequent or less complete
reporting.

n nces of Less Fr n 1 ion
Collecting information on less than an annual freguency could

greatly reduce the usefulness of the needed Agreement State
assessments.

ir n hich Justify Variation fr ideld
None
nsultation

In 1991 the NRC Agreement States were consulted and participate.
the identification of information to be collected on these forms.
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nfi iali f Information

Proprietary information is only generated in a small percentage of
Agreement State collections. However, this information will be
handled in accordance with NRC regulations at 10 CFR 2.790
regarding the handling of proprietary information.

Justification for Sensitive Questions
No sensitive information is requested.
imate 11 Federal

The following cost 15 estimated to be incurred by the government in
processing. coding and information storage activities related to
these events and misadministrations:

The staff estimates that it would take an average of about 250 hours
to review an estimated 700 events and misadministrations forwarded
annually by the Agreement States to NRC. This is approximately 1/3
hour per form. However, the use of the forms will expedite the
review and reduce the evaluation time for the submitted data by
half. The estimated burden is therefore 250 hours and the cost to
the NRC to process 700 event reports at $132/hr is:

250 hours x $132.00/hour = $33,000.

The NRC is required by law to fully recover the cost associated with
the regulation of nuciear power. These costs are fully recovered
t;rough fee assessments to NRC licensees pursuant to 10 CFR Part
171.

Estimate of Industry Burden
The requested information is collected in the following way:

Agreement State licensees report information to the States and the
States in turn will use the forms to summarize event information
received from their licensees. The summarized information contained
on the event reporting form is then submitted to NRC. In this case,
the primary or major burden for preparing event reporting
information rests with the Agreement State. However, the burden of
verbal reporting by the Agreement State licensee exists absent NRC's
request for use of the misadministration and event reporting forms.
The staff estimates that the States will receive from their
Jicensees about 700 material event reports and it will take about an
hour each to fill out the applicable NRC forms.

The estimated burden to Agreement State licensees will be:

700 event reports x approximately 1/2 hour per verbal report = 325
burden hours.
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The burden to the Agreement States will be as follows:
79 States x 25 reports/State x 1 hour = 725 burden hours.

The total burden for Agreement State licensees and Agreement States
is 1050 burden hours (325 + 725 hours).

14. Reason for change in Burden

This 15 a newly cleared collection.
15. Publication for statistical Use
This information will not be published for statistical use.

Collections of Information Empioying Statistical Methods

The collection of infermation does not employ statistical methods.
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[7590-01]
NUCLEAR REGULATORY COMMISSION

Documents Containing Reporting or Recordkeeping Requirements: Office of

Management and Budget (OMB) Review

AGENCY : Nuclear kegulatory Commission.

ACTION: Notice of the OMB review of information collection.

SUMMARY : The Nuclear Regulatory Commission has recently submitted to the

Office of Management and Budget (OMB) for review the following

proposal for collection of information under the provisions of the

Paperwork Reduction Act (44 U.S.C. Chapter 35).

% Type of submission, new, revision or extension: New.

The title of the information collection: Event Report;
Medical Misadministration Report.

The form number if applicable: NRC Forms 565 and 566.

How often the coliection is required: Annually.

Who will be required or asked to report: A1l Agreement

States. There are currently 29 Agreement States who have
signed Section 274(b) agreements with the NRC. This would
also be applicable to any State receiving Agreement State

status in the future.
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An estimate of the number of responses: 700 per year total
for both forms.

An estimate of the total number of hours needed annually to
complete the reguirement or request: 1050 hours (1.5 hours
per response) for existing Agreement States which assumes that
all of the Agreement States report each year; any new
Agreement State would add approximately 25 reports per year or
38 burden hours.

An indication of whether Section 3504(h) Pub. L. 96-511
applies: Not applicable.

Abstract: NRC licensees are required to report events such as
those involving a personnel overexposure, a leaking or
contaminated sealed source, release of excessive
contaminations of radioactive material, lost or stolen
radioactive materials and abandoned well logging sources.
Misadministrations are required to be reported in accordance
with 10 CFR 35.33. Agreement State licensees as a matter of
compatibility are also required to report these events and
misadministrations to their individual Agreement States where
radioactive material is used. NRC is requesting voluntary
submittal of summary event and misadministration data from the
Agreement States in a uniform format to assess materials

events to identify any safety concerns that could have the



potential to impact public health and safety and to evaluate

actions necessary to prevent their occurrence.
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Comments and questions should be directed to the OMB reviewer:

Troy Hillier

Office of Information and Regulatory Affairs (3150- )
NEOB-3019

Office of Management and Budget

Washington, D.C. 20503

Comments may also be communicated by telephone at (202) 395-3084.
The NRC Clearance Officer is Brenda Jo. Shelton, (301) 492-8132.

Datea at Bethesda. Maryland, this // o day o*-““ﬂ ?—71494.
| 2

For the Nuclear Regulatory Commission

(1 WSl O

Gerald F. Cranford
Designated Senior 0ff1c1a1/;or \\\\\
Information Resources Management




