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|mportant
Read instructions before completing form. Do not use the same SF 83 Send three cop 6es of this form, the material to be reviewed, 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.

Answer all questions in Part 1. If this request is for review under E.O. Offee of Information and Regulatory Affairs
12291, compiete Part 11 and sign the regulatory certif# cation. If this Office of Management and Budget

request is for approval under the Paperwork Reduction Act and 5 CFR Attention: Docket Library, Room 3201

1320. skip Part if, complete Part 111 and sign the paperwork certification. Washington, DC 20503

'
PART l.-Complete This Part for All Requests.

1. Department / agency ano Bureau /ottice origmating request 2. Agency code ,

:

U.S. Nuclear Regulatory Commission 3_ L .5_ ,_IL

3. Name of person who can best answer questions regarding this request Telepnone number ft

Pat Larkins !( ans )An u ano
4. litte of information conection or rulemaking j

NRC Forms 565 and 566, Event and Medical Misadministration Reports
.

5. Legal autnonty for information ccDection or rule (cite Umfed States Code. Public Law, or Executive order)

42 2201(o)usc .,

. :

6. Affected publec(check allthatapply) 5 O rederaiagenciesorempioyees

1 C Individuais or househe8ds 3 0 rarms s O Non-profitinstitutions [

2 @ state or local governrnents 4 b Busmesses or other for. profit 7 @ smallbusinessesororganizations

PART ll.-Complete This Part Only if the Request is for OMB Review Under Executive Order 12291 ,

7. Regu|ation identifier Number (RIN)
L

''~~ _ _ _ _. or, None assigned 0 -

__

8. Type of submission (check one m each category) Type etrev ew requested

Classification Stage of development 1 O standard
'

1 O Major 1 O proposedordraft 2 O eendmg

2 O Nonmajor 2 O rinaiorintenmfinai.witnanorproposat 3 O Emergency ;

3 0 rinai or intenm finai, witnout pner proposai 4 0 statutoryorjudicinideadiine ;

9. CFR section affected

frR --
+

10. Does this regulation contain reporting or recordkeeping requirements that require OMB approval under the Paperwork Reduction Act
. O ves . O Noand 5 CFR 1320? .. . ,

|

1 O ves 2 O No-* 11. If a maior rule, is there se regulatory impact analysis attached?
30ves a O No11"No," cid OMB waive the anaiysrs?

Csrtification for Regulatory Submissions
in submitting thts request for OMB re Wew, the authorized regulatory contact and the program official certify that the requirements of E.O.12291 and any applicable

pohey directives have been comphed with.
Datesig".atute of prcyam off.cial

signature of authonzed regulatory contact
Date

9401240236 940111
n2. coue use onry POR ORQ EUSOMB

PDR ,

p, > st. nears rer- sa taev 9 83re - cou,n oo - e 33 tog *e-o n ow~ sus- m acu
1 5 CFR 2320 and E o 1229

1000G3 $| o\ .

.
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PART all -Complete This Part Only if the Raqu:st is for Approvalcf a Collrction
of information Under the Paperwork Raduction Act and 5 CFR 1320.

Tal- o ee needs. uses and atteered pubhe m s0,erds or iess " Radiation Exposure, Radioactive Materials,
Radiation Safety"

Agreement State licensees, as a matter of compatibility, are required to report misadministratior I
and events involving personnel overexposures or lost, stolen, abandoned or damaged
radioactive material to their respective agreement states. NRC is requesting voluntary
.submittaLaf this data tn NRC in a uniform summary format.
14. ^ ma',on cohection (check only one)

Inr mahon collections not containedin taleso

| X b. r submission 2 O Emerse,ey submission (cert,r, cat,onattachea)
'

in ormatuon collections containedin rulesv

3. I m y regiation(nochangeproposed) 6 Fmat or interim final mthout pnor NPRM 7. Enter date of expected or actual Federal I

* ^
.s s c c' proposed rutemaking(NPRM) A O Reguiar submission Res4ter pubhcation at this stage of ruiemakmsa.

1.P4M was previousiy pubbshed B D Emergency subm$sion(certificaronattached) (month, day. year)-4

_.

15. M. a % emested(check only one)

,

4 C Reinstatement of a previously approved collection for which approval*C *I'0"
t

4 m. cr. c' a cu'rently approved collection has espired
7

3_ _ b'e tcm cf the e,piration date of a currently approved cohection 5 Existing collect on in use ethout an OMB control number
*" 1 any change in the substance or n the method of cohection

16 b;m , ews twm numbe1s)Onciude standardioptronal form number (s)) 22. Purpose of inforrnatnon cohection (check as many as apply)

NRC forms 565 and 566 10 Apphcatonforbenef:ts
1

21 Program evaluation_ _ _ _ _ y
17 An's myug c,r disclosure burden

3 0 General purpose statistics
291 %" be' cM respondents . 4 $ Regulatory or compliance

2 N nte d esponses per respondent 25 5 Program piannms or management
3 Tata av a+ responses (hne 1 times bne 2) 700 6 0 r.esearch i

4 wia &rresponse 1.54 7 O Audit
b TyS.rygime 3 tmes Ime 4) 1,000

18. An< a ewseeping burden 23. F requency of recordkeeping or reporbng (check all that apply)

, Ne oer cf reco dacepers 1 O Recorekeeping
2 A'%s Voss per recordseeper. Reporting
3 Tcw recerckeeping hours (hne 1 times ime2) 2 O onoccasion
4 Re:vcmeepig retention penod years 3 Q w,,giy

19. Tota: annuai bu denr
4 O Montniy

1 Gmestec pne 17 5 plus br e 18 3) . 1.050 s O Quarter!y
2 in ceent OMB merstory 0 e O sem annuariy
3 DMerence 6me 1 less I.ne 2) + 1.050 _ 7 @ Annuaiy
Esplanation of difference 8 O Brenniahy
4 P'06 tam change + 1.050 9 otner (descr.be)
$ Ad:vstenent

20. Csent (most receno OMB controi number or comment number 24. Respondents * obhgation to comply (check the strongest obhgation thstapplies)

1 @ voluntary
21. Repested ens.rapon date

2 O Required to obtam or retam a benefit

3_yearc frna annenval 3 O Mandatory

25. A e tte espondents prear% educational agencies or mst;tutions or is the pnmary purpose of the collection related to Federal educaten programs? O yes e No

26. Does tr!e atency use sampung to select respondents or coes the agency recommend or presenbe the use of samphng or stat $tical analyss
Dy respondeMs? , O ves O no

27. hegutatry astnor:ty for the mformaton cohection

_10 CFR 2n M: 35. and 39 ; or FR ;or other(speedy).

Paperwork CertEcation

in submitmg this reauest for oMB approva!. the agency head, the senior official or an authof aed representative. certifies that the requirements of 5 CFR 1320, the
Privacy Act. stat 4toi standards or directives, and any other apphcable inforrnation pohey directives have been comphed with.
ssgnature of program otSciai Date

-

A

s>g agency he the neor e . at or an autnoreed ,resentative Date

, Gyr 3- nY rp, SQJ.grg.Mf,eationResourcesManagement 9 ////94f
1 p N .os. a.m m me,% o%. a. m mnm.-.

_.____ _ - - - _ - _ - - - - - - - - - - - - - - - - - - - - - - - '
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SUPPORTING STATEMENT FOR
'

Proposed NRC Forms: 565, and 566
" Event and Misadministration Reports" |

(3150- )

Descriotion of the information Collection -

r

The Agreement States have been requested to voluntarily submit on proposed NRC
,

Forms 565, and 566. respectively, licensee data on the occurrence of medical i

misadministration events and other material events having safety significance,
such as, radiation overexposures, leaking sources, lost sources, etc., on an
annual basis. This information 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 basis, while others submit
these reports on an indeterminate frequency. In most cases. Agreement States
receive reports from their licensees immediately following any event or
misadministration having potential safety significance. )

A. JUSTIFICATION

|1. Need for the Collection of Information.

The Atomic Energy Act of 1954 ("the Act") Sections 274 Paragraphs D 1

and J. require the Nuclear Regulatory Commission (as successor to |
the Atomic Energy Commission) to perform evaluations of an Agreement |

States' program to ensure that the State has regulations that are- I
compatible with NRC's regulations and to ensure that the State's i

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 1

regulatory experiences. When incidents related to radiation safety !
matters have occurred at material licensees * facilities. the NRC has 1
reviewed these incidents and assessed the information against other
similar operating experiences. These assessments can 3rovide
important information to NRC, Agreement States, and otler material
licensees regarding safe operational details and procedures. |

Agreement State material licensees include about 4000 medical- -

licensees and about 11,000 other nonreactor licensees. Although NRC.
has been evaluating medical misadministrations- and other events
reported by NRC licensees, these data represent or.ly 30 to 40
percent of the data available nationwide. Agreement State
misadministration and event report data will significantly aid in
understanding material events and the actions necessary to prevent
them.

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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2. 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 identify any safety concerns which have the potential to
seriously im)act the health and safety of the public. These
assessments ay NRC would also identify generic implications which ,

i

indicate a need for NRC to assess any changes needed in the conduct -

:
of its Agreement State Program.

,

3. Reduction of Burden Throuch Information Technolcay
.

The NRC has no objection to the use of information technologies 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.

4. Efforts to Identify Duplication

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

5. 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.

6. 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.

7. Consecuences of Less Frecuent Collections '

,

Collecting information on less than an annual frequency could
greatly reduce the usefulness of the needed Agreement State
assessments.

8. Circumstances Which Justify Variation from OMB Guidelines

-None
,

9. Consultation Outside the NRC

In 1991 the NRC Agreement States were consulted and participatu -
the identification of information to be collected on these forms. -

.

- . ,
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10. Confidentiality of 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.

11. Justification for Sensitive Questions

No sensitive information is requested.
.

12. Estimated Annualized Cost to the Federal Government |

The following cost is 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-
hal f. The estimated burden is therefore 250 hours and the cost to
the NRC to process 700 event reports at $132/hr is:

,

i
'

250 hours x $132.00/ hour = $33.000.

The NRC is required by: law to fully recover the cost associated with
the regulation of nuclear power. These costs are fully recovered
through fee assessments to NRC licensees pursuant to 10 CFR Part
171. j

u

13. Estimate of Industry Burden

1The 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 I
on the event reporting form is then submitted to NRC. In this case. - I

the primary or major burden for preparing event reporting
information rests with the Agreement State. However, the burden of .i
verbal reporting by the Agreement State licensee exists absent NRC's !

request for use of the misadministration and event reporting forms. 1
The staff estimates that the States will receive from their !

licensees about 700_ material event reports and it will take about an
hour each to fill out the applicable NRC forms. 4

The estimated burden to Agreement State licensees will be:

700 event reports x approximately 1/2 hour per verbal report = 325 |
burden hours.

i

i
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The burden to the Agreement States will be as follows: '

29 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). r

14. Reason for chance in Burden i

This is a newly cleared collection. :

15. Publication for statistical Use '

This information will not be published for statistical use.

B. Collections of Information Employina Statistical Methods . ;

The collection of information does not employ statistical methods. !

;,

d

!
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tE F ORM 566 U. S. NUCLEAR REGULATORV COMMISSION QPPROVED 87 DM8: NO. U SD.
ExptREs

029b ESTIMATED BURDEN 'PER RESPONSE TO COMPLY Wm4 THIS
NFORMATON COLLECTION REQUEST stOUR$ TH15 NFORMATON'

IS NEEDED TO ASSESS MATERIALS EVENT $ AND EVALUATE ACTONS
NECESSARY TO PREVENT THElR RECURRENCE FORW ARDEVENT REPORT COMMEMTS REGARDNG BURDEN ESTIMATE TO THE NFORMATON
AND RECORDS MANAGEMENT BRANCH (MNSB 7714), U S NUCLEAR
REGULATORY COMMIS$ON. WASHINGTON, DC 2%%4001. AND TO

TWE PAPERWORK REDUCTON PROJECT (31S ), OrFICE OF
MANAGEMENT AND BUDGET WASHINGTON DC 20503

CITY AND ST ATE ORIGINAL ITEM NUMBER
LcL*n.L E

TfPE 08 LCEME (i e (wo Redwsphy seveh F+ect..e Medices. etc1 LICENSE NUMBER THis frEM NUMBER

TYPE OF ISOTOPE DATE CF EVENT
* BNC*M AL F OLLOW p gg

OCCUARENCE REPORT AE.A MATERIAL

ACCELERATOR PRODUCED DATE OF MS REPORT
]YESdS

NORMNO

AMOUNT OF R ADIOACTIVE MATERIAL lif emount of mww/ m be4= esempf esenpfy do not compem rus hym)

= 1 MtLUC 100 MILLCl < 1 O | _ 10 0 100 O UNKNOWN

* MGC1 a 100 M;LLICT 10 4100 > 100 0

EVENTS NVOLVWG OVEREXPOSURE

DOSE TO DOSE RAD REM
NUMBER OF OdREXPOSURES TVPE OF EVENT

INDIVIDUAL LOCATON WHOLE BODY

RESTRC'ED AREA LENS OF EYESOURCE OK R ADAT!ON EMPLOVEE
- -

ECERNAL MINOR EMPLOYEE UNRESTRCTED AREA EXTREtvrY

N'E RN AL EMBRYOFETUS COMTROLLED AREA SKW

FOTw PUBUC ORGAN

| LEAMNG SOL RCE

| LOST OR STOLEN MATERIAL

E VENT EVENT LOCATON PROBABLE DISPOSITION

LOST FlyID STTE WELL LOGGING RECOVERED SOURCE UNKNOWN

rOUND TEMPORARY JOB S|TE WELL LOGGWG IRRETRIEVABLE SOURCE OTHER (SpecW)

ThrFT LICENSED VEHCLE COMMERGAL W ASTE

COMMERCLA4 CARRIER NCNERATOR
-

THEFT W'TH
I OTHER (Spec @) SCR AP METAt

| AELEASE OF MATER.ALS
,

I

FORM EVEVT LOCATON
I

RESTRCTRED ARE A j
SOUD SPILL

-
i

- -

TRANSPCRTATON UNRESTRCTED AREALOOO

GAS OTHER (Spech) CONTROLLED AREA

EYENTS NVOLVING F ACILrnES

FIRE SDILi OTHER (Spec @)

DAMAGE TO DEVICE * 2OOUR DENIAL OF ACCESS

EXPLOSON DAMAGE TO SAFETY EQUIPMENT
1
'

EvtNTS INVOLVING GAUGE 3 EVENTS INVOLVING RADOGRAPHY

TYPE EVENT LOCATON EVENT

GENERAL LCENSE SHtfTTER F!XED SOURCE DISCONNECT
_

EXEMPT MOISTURE /DDASfTY G AUGE DAM AGE TEMDORARY
_

SOURCE NOT RETURNED TO FULLY SH:ELDED POSrtON
_ _

- - JOB $!TE -
-

SPEC.AL LCENSE LOSTfSTOLEN CABLE F AIL'JRE

F;XED OTHER (Spech) F ALLURE TO FOLLOW PROCEDURES

PORTABLE

EVENT WVOLVING AN tRRA(hATOR MANUF ACTUAER MODEL SERIAL NUMBER

EVENTS INVOLVIV' TELETWE R APY

AkST RACT oncwe aw cesse at tne eventin) em aconsee scrrecove ocean War be etmunvec on gne reverre see)

MC FORM fo$ O2 SJ) |

._ _ _ __
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NRC F ORM 6C6 U. S. NUCLEAR REGULATORY COMMISSION APPaovED BY OMB: No. siso-
E ES

12 93)
ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS
INFORMATION COLLECTON REQUEST. HOURS THis NrORMATON
IS NEEDED TD ASSESS MISADMMSTRATONS AND EVALUATE
ACTONS AECESSARMO PRWENT THEIR RECURRENCE FORWARDMEDICAL MISADMINISTRATION COMMENTS REGARONG BURDEN ESTIMATE TO THE H50RMATON
AND RECORDS M/.NAGEMENT BRANCH (MNBB 7714). U S NUCLEAR
REGULATORY COMMISSON WASHNGTON. DC 205554001. AND TO
THE PAPERWORK REDUCTON PROJECT (315(k ) OFFCE OF
MANAGEMENT AND BUDGET,WASHNGTON DC 20503

Lect N.% L CITY AND ST ATE ORIGINAL REM NUMBER

TYPIE OF LCENSE fe g ,8med Scope Ftwow Ascace Medmet e#c) LCENSE NUMLER THIS 4 TEM NUMBER

DATE & WEW
ABNORMAL FOLLOW UP THE PAPENT

OCCURRENCE REPORT W AS NOTIFIED

YES YE S YE$ DATE OF THl$ REPORT

NO NO NO

SCOUM IODINE . &125 OR l.131 = 30 MCROCURIES

WRONG PATIENT

WRONG R ADOPHARMACEUTiCAL
-

ADMINISTERED DOSE DIFFERS FROM PRESCRIBED DOSE BY * 20% AND DFFF" r NCE EXCEEDS 30 MCROCURIES

THE R APEUTIC RADOpHARMACEUTCAL DOSE. OTHER THAN L125 OR M31
. -

WRONG P ATIENT

WRONG RADOPHARMACEUTIC AL

WRONG ROWE OF ADMINISTRATON
~

ADMNISTERED LOSE OFFERS F ROM PRESCR6 BED DOSE BY * 20%

STEREOTACTC RADOSURGERY (GAMMAKNFE)

WRONG PATIENT

WRONG TRE ATMENT SITE
-

ADMINtSTERED DOSE DWFERS FROM PRESCRIBED DOSE BY MORE THAN 10%

TELETHi RAPY
--

WmONG PAT 1ENT

WRONG MODE OF *REATMENT
'

WRONG TREANENT STTE

ADMNS'TRED DOSE DIFFERS FROM PRESCRIBED DOSE BY MORE THAN 10% IF THERE ARE 3 OR FEWER FR ACTIONS PRESCRIGED OR WHEN WEEKLY CALCULATED
~

- ADMNSTERED DOSE EXCEEDS PRE F 'RIBED DOSE BY * 30% OR WHEN CALCULATED TOTAL ADMfNISTERED DOSE D6FFERS FROed PRESCRIBED DOSE BY > 20%

t
BRACHYTHERAPY

--

WRONG P AT:EN*

WRONG RADIOf ATOPE

WRONG TREA* VENT SITE
_

LEAKING SOURCE

ONE OR MORE SOURCES NOT REMOVED AT END OF TREATWENT
-

CALCULATED ADMNSTERED DOSE DFFERS FROM PRESCRIBED DOSE BY * 20%
'_

D6 AGNOSTIC R ADOPHARM ACEUTCAL DOSE. OmER THAN QUANMIES TH AT EXCEED K) MCROCURIES OF M25 OR L131. OR BOTH, WHEN THE PATIENT DOSE EXCEEDS 6 REW

f FFECTIVE DOSE EOutv ALENT OR SO REM ORG AN DOSE AND NVOLVES~

-

WRONG PATIENT
_

WRONG RADCfHARMACEUTICAL

WRONG ROU'E OF ADMNtSTRA"ON

ADMNSTERED DOSE DIFFERS FROM PRESCRIBED DOSAGE

ABSTR ACI (mcwe yie resue of fne messamnusteren, conreeng focays sad sce*mee grecttre menon May De conened y me sprarse see)

i

**%

NRC % AV MS (12-G3)
-
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NUCLEAR REGULATORY COMMISSION

Documents Containing Reporting or Recordkeeping Requirements: Office of ;

Management and Budget (OMB) Review

i

AGENCY: Nuclear Regulatory Commission.

:

ACTION: Notice of the OMB review of information collection.

i

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). !

,

&

l. Type of submission, new, revision or extension: New. |
:

2. The title of the information collection: Event Report:

Medical Hisadministration Report. ;

i

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

i

4. How often the collection is required: Annually.
i
.

5. Who will be required or asked to report: All 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 i

status in the future. -

.

t

e

-' .
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2 ,

6. An estimate of the number of responses: 700 per year; total

for both forms. I

i

7. An estimate of the total number of hours needed. annually to [
!complete the requirement 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. -

|
3

8. An indication of whether Section 3504(h) Pub. L. 96 511
;

applies: Not applicable.

.

'
9. 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 i

i

radioactive materials and abandoned well logging sources.

Hisadministrations 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-

-

. . , _ _
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l
potential to impact public health and safety and to evaluate '

actions necessary to prevent their occurrence.
,

;

'

3

. Comments and questions should be directed to the OHB reviewer: -

Troy Hillier 1

Office of Information and Regulatory Affairs (3150- ) ;

NE0B 3019 j
'

Office of Management and Budget

Washington, D.C. 20503

'I
F

Comments may also be communicated by telephone at (202) 395-3084. :

The NRC Clearance Officer is Brenda Jo. Shelton, (301) 492 8132.
'

>

?

Dated at Bethesda. Maryland, this // E day o 'Ru a 94.

For the Nuclear Regulatory Commission ;

,

,

,

,, J

[ '

t t <__ .' (e.,w g
, Gerald F. Crar) ford

/
*

Designated Senior Official for |
Information Resources Management

;

L

.

i
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