stanere Form 83 Request for 0

Rev. september (983

i

;—..1 $ "
MBReview 1 .

Important

Read instructions before completing form Do not use the same §F 83
10 request both an Executive Order 1228 review and approval unger
the Faperwork Reguction Act

Answer all questions in Part | If this request is for review under £ O
12291 complete Part |l and sign the regulatory certification. It this
request s for approval under the Paperwork Reduction Act ana 5 CFR
1320, skip Part (| compiete Part ([l and sign the paperwork certification

Send three copies of this form. the material to be reviewed, and for

paperwork—three copies of the supporting statement, to

Otfice of Information and Regulatory Affairs
Q#ice of Management and Budget
Attention: Docket Library, Room 3201
Washington. DC 20503

PART |.—Complete This Part for All Reauests.

1. Department/agency and Bureau/ otfice originating reques:

U.S. Nuclear Regulatory Commission

T Name 0f DEIS0N WO AN DESE &6 b TLesUDNS regaroIng this reauest ki e - ety ED S Teluphane v'u_-vv:v?—?‘“ s
Stephen McGuire LIt g - g s B o SR 1301 492-3757

4, Title of informanion colectinn of rulemaking

- —————————— - ————— i -

2. Agency cooe

31 § 0

10 CFR 36, Licenses and Radiation Safety Requirements for Large Irradiators

TTTene @ Rty Tor minrmat or LoueeTion Of fuie (CIé Unitea States Code Pubiic Law, or Executive Drder S TS
42 0 2201(0) e s L . NN LR _
3, Atfectad pubiic (check ai that aooly) 5 . Federal agencies or empioyees
—d AOVIOURIS OF PDUSENOIVS Jd Lo Farms 8 . Non-profit nstitutions
& X State o* oca: goverrmants “ 5( Jusinesses or otmer 'or.promt ’ K Smalil businesses or organizations
SART ! . Jomaicte This 7ot Oaly if the Reauest (s ior OMB Review Under Executive Order 12291
! Reguiation loentitiar Numbar (R|!
—— — -—— - ‘ fie J\L l. L4
J.Tyoe of 301140 Z sheihe dad. Type of review requested R '
Classificalion Llage of deveiooment T drancard
A2 i L.} ADOSE0 O tran e Lo Se-.c‘ r“.v
2 we MONMAN 2 e Finaidr interim Hnal with DIOF PrODOSS — Lmergency
3 il Finail or intenm tnal without Dnor Hroposal 4 . Statutory or (ugical deadiine
0. Doas tnis reguiatior jkeaping requirement 3t e M8 aporovai unger the Panarwor « Reguction Act - i
g 8 CFR 13207 | Yes 1 Ne
L1 maor ruie nere & regu.at act analysis attachec? 1 L) Yes 2 LMo
fINo,  Jid UMB waive g giigns! Ll f Lo ¢ RS, 3 LJ Yes 4 L) No
Sartification 1or Xeguiatory Luomissions
In submIthing this request 1or OMB review. The authornzed reguiatory tact and the program otficial certify that the requirements ot £ O 12291 and any applicable
ONICY directives nave Deen complieg with
ﬁ'ﬂdiu‘i‘ O program arica Jate
@ratu/eora ,‘ o .
Jate
2. (OMB use oniy) \
|
vics » 2 Standard Form B3 (Key w43
SN 7 i Prascriped by OMB
01127

/ i
02 5CFR 1320and E O
ol



FAFT Il —Cemplete Thie Part Only If the Request is tor Approval of a Collection

~nstintormation Unaer the Paperwork Reduction Act and 5 CFR 1320, St

13, Apstract—Describe needs, uses and aftected public in 50 words or less "Radiation Safety Radioactive Materials”
The proposed 10 CFR 36 would adopt safety requirements for the licensing, reporting and
recordkeeping for large gammar irradiators, which are for the most part a codification
of current licensing policy and practices.

14, Tyoe of information collection (CNeCK only one)
Intormation coilactions not contained in rules
1 X Reguiar submissior 2 T Emergency submission (certification attachea)
Intormation collections contained in rules
s L8108 reRulation (10 change proposec) 6 Finai of intenm final without priot NPRIV, 7 Enter date of expected or actual f eceral
& X Notice of proposea ruiemaking (NPRM) A Regular submission Register publication at this stage of rulemaking
8 Fina:, NPRN: was previously publisties 8 Emergency submission (certitication attaches (MONth, aay. year

YOR 0F feview I@QUeLtEd (Check Only ong

i X new coilectior 4 . Reinstatement of a reviously approves collection 1or which aporove
. L mewision o1 @ cutrently approved coilectior TR DeD
_ Extencion of the exp)ration date of a cuttently aporoved collection 8 ™ Eusting collection 11 use without an OME control number
withou' ‘ny change 'n the substance ot 1n the method of collection
L0, Agency repart torm numper(s) (1 clude stanaard/optional form number(s)) 22. Purpose of intormation collection (check as many as apny

1

Application for benefits

L 4
{

i " 2 1) Program evaiuatior
L ARTIYRE rendnting or QIsCiosu’e Duroe! 3 ": G eneral purpose statistics
Jnhar o1 résbongents L 4 X Keguiatory or comphance
YUMDEr ot fespONSes per respondent 1 8 : Program planning or management
2 Total annual responses (inea | imas 1ing & 1 6 Wesearch
* MOU'S DET reSpONse 1 7 Auat
£ Tota! hours tine 3 hmes line 4 1
1d. Annua recororeening buraen 223, Frequency 0f recordkeeping of eporting (check all that appiv)
| Number of recoraxeepers ;i 1 X Recorakeeping
2 AnNus! NOUTS DO recorekeepe! 1 Reporting
3 7018l recoraKeeping Nours (ine 1 imes ine 2) 1 2 xt On occasion
___ 4 Kecordkeeping retention period | 1 years 3 weekiy
19, Total annual burder 4 [ Menthy
| Requestey (ine | 7.5 pius ine [8.3) ' Y 5 : Quarterly
2 in gurrent OMB inventory 6 1 semi-annually
3 Ditference (ine 1 less iina &) | 700 Annvaiy
Expianation of difterence 8 1 Biennially
4 Program change |9 [ Ower (cescrive)
§ Apwustment ;
2?:,}10"? tmest racent) OMB control number or commert number | 24, Responoants obligation to comply (check the strongest obligation tnat apphies

S S P } ;_; voluntary
21, nej,estec expiration gate 2 T Required 10 0btain of ratain o benefit
.._3. !'CM‘S .f!'°"“ &DPFOV&] i 3 E Mandatory

25, e the reso0N0eNts Drmanly educational agencies or INStitutions of 1S the primary purpose of the collection reiated to Federal egucation programs’ D Yes [E Ni)

26. Does the agency use sampling to se/8ct raspondents of does the agency recommend or prescribe the use of Sampling of statistical analysis -
by respenaents’ Oves X v

27, Reguiatory authonty for the information collection
10 CFR dfi. o FR or. Other (specify)

Bapearwork Cartification

in submitting this request for OMB approval, tha agency head. the seniar official or an authorized representative, certifies that the requirements of 5 CFR 1320, the
Privacy Act. statistical standards or directives, and any other applicabie information policy directives have been complied with

Signature of program official Date
" }

Signature of agency heaad. the r official or an authorized representative Date
- ,
Patricia G. "gﬂwﬁmmmm i1 .

Wogpo 1984 O - 453-77¢




OMB SUPPORTING STATEMENT FOR 10 CFR 36,
"LICENSES AND RADIATION SAFETY REQUIREMENTS
FOR LARGE IRRADIATORS'

Description of Information Collection

The reporting requirements of 10 CFR 36 would affect 25 NRC licensees. The
licensees would make the required reports available at their place of business
or send the reports to the appropriate NRC Regiona)l Office (Appendix D of 10
CFR 20). Records retained for inspection onsite include the license applica-
tion, training records, emergency procedures, film badge and TLD resuits,
records of radiation surveys, radiation survey meter calibration records,
results of leak tests, records of inspection and maintenance, a log book record
of malfunctions, operating difficulties, and operating problems, an inventory
of all sealed sources, and records of the leak tests of stainless steel pool
liners. Reports ar2 only required as occasioned by the occurrence of specific
events such as the theft or loss of radioactive material, events involiving over

exposures excessive concentrations or levels c¢f raaiation, loss of one day or

v

more of operation of the facility, property damage in excess of .2,000, leaking

sources, damaged sources, and pool water contamination. .'so tu he reported,
if not included in the afor~mentioned events, are sources stuck 1n unshielded
pesition, fire or explosion in the radiation room, damage to source racks,
abnormal water loss or leakage from the source storage pool, detection of
radiation by the product exit portal monitor, abnormail or unusual radioactive
contamination, and degradation of the pool liner or walls. Licensees must also
notify individuals of their exposure to radiation or radiocactive material.
These recordkeeping and reporting requirements are currently performed by
licensees in accordance with the requirements of 10 CFR Parts 19, 20, and 30.
The proposed Part 36 brings together in two specified sections, $36.81 and
§36.83, all of the recordkeeping and reporting requirements for licensees of
large irradiators, thus providing the licensees a convenient “check 1ist" to
make sure all required records are being kept and to ensure reports are
submitted as occasions require. These records and reports are necessary for

the NRC to fulfill its responsibility to protect the heaith and safety of the




public and to enhance safe operation of the large irradiators by analyzing
vperational occurrences and data and communicating safety-related improvements
and precautions with all licensees.

A1l reports submitted will be subject to public disclosure upon request. The
only exception is that certain proprietary information (information of commer-

cial value, "trade secrets") could be withheld 1f properly identified by the
licensee at the time of submitting the report,

A. Justification

1. Neea for the Information Collection

The information that will result from the recordkeeping and reports required by
the proposed rule should provide timely general operation performance data and
information on precursor events that may have safety significance. This infor-
mation will be used to monitor the irradiator's operation to ensure safety
significant events can be identified for proper corrective action and so that
this operational data may be shared with other irradiator faciiities to pre-
clude their repetitior Trends may also Le determined and analyzed to allow
preventive action (maintenance) thus ensuring safe operation. Recordkeeping
also provides a history of operation that can be utilized in assessing an
abnormal occurrence in order to determine the root cause. All of the record-
keeping activities are currently required by various 10 CFR Chapter 1 regula-
tions or by license conditions. The regulatory objective is to utilize opera-
tionai data to promote safe operation of the large irradiators. Licensees of
these facilities are the sole source of operational data.

The information collection requirements of the proposed 10 CFR 36 are
identified below.

§36.11. Application for a specific license, and 8§36.13. Specific Licenses

for large irradiators.

Taken together, these two sections require a licence applicant to submit an

application on Form NRC 313, The purpose of the application is to permit the

NRC to determine whether the applicant's equipment, procedures, and personnel
2



are adequate to protect public health and safety. Burden will be applied to
NRC Form 213, clearance number 3150-0120 at next clearance extension.

§36.19 Reguest for written statements,

This section requires licensees to submit, upon request, any additional
information that NRC may need to determine whether or not the license should b2
modified, suspended, or revoked. The purpose of the section is to allow the
NRC to obtain additional information if there is a question about whether
public health and safety are bei'g adequately protected.

§36.81. Records and retention periods.

The records that i licensee .ust maintain and their retention period are
specified in a siigle sec.ion. The records and their retention period are as

follows:

(a) A copy of the license application and the license authorizing the
licensee to operate the facility, until a new license is issued. The
purpose is so that the licensee has a record of the commitments that
it has made and that it must comply with.

(b) Records of individual's training, tests, and safety evaluations
provided to meet .he requirements of §36.51 (except §36.51(e)) until
3 years after th: individual terminates as an irradiator operator.
The records allow NRC inspectors to verify that irradiator operators
have received the required training.

(c) Records of the annual evaluations of the safety performance of
irradiator operators required by §36.51(e) for 3 years after the
evaluation. The records allow NRC inspectors to verify that the
licensee has been evaluating the performance of its operators.

(d) An up-to-date copy of the operating and emergency procedures required
by §36.53, and records of all revisions made within the previous 3
years. The record; allow the operators to have access to an up-to-
date set of written operating procedures so that they can operate the
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(e)

()

(g)

(h)

(1)

(3)

(k)

irradiator properly. The procedures may be disposed of immediately
upon being replaced by a new or revised procedure.

Film badge and TLD results required by §36.55, until the license is
terminated by the Commission. The records allow NRC inspectors to
verify that the licensee is complying with the NRC's radiation dose
Timits. This requirement is & reminder to licensees and {s the same
as the requirement in §20.401(a) and (¢)(1). Therefore it has the
same retention period.

Records of radiation surveys required by §36.57(a) and (b) for 3
years. The records allow NRC inspectors to verify that required
radiation surveys have been done and that radiation dose limits are
being complied with,

Records of radiation survey meter calibrations required by §36.57(c)
for 3 years from the date of each calibration. The records allow NRC
inspectors to verify that required calibrations have been performed.

Records of the results of leak tests required by §36.59, for 3 years,
The records allow NPC inspectors to verify that required leak tests
to detect radioactive contamination have been done.

Records of operational quality assurance checks required by §36.61
for 3 years. The records allow NRC inspectors to verify that the
Ticensee is making necessary safety checks to maintain the irradiator
in safe working condition.

Records of malfunctions, defects, operating difficulties or
irregularities, and operating problems for 3 years after the problem
is corrected. These records allow NRC inspectors to verify that the
irradiator is being properly maintained and repaired. The records
also allow NRC to identify generic problems that may decrease safety.

An inventory of all sealed scurces (but not check sources), until the
irradiator is decommissiored. The inventory must include for each
sealed source: date received, person from whom received, model of
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the source, serial number of the source if any, radionuclide in the
source, activity of the source in curies at the time of receipt, an
up-to-date location of the source, date source was disposed cf if
applicable, and the person to whom disposed source was sent if appli-
cable. The records allow the NRC and the licensee to account for all
radioactive sources and assure that nc radioactive sources have es-
caped effective control.

Records of the checks of quality assurance in design as required by
§36.39 and in construction as required by §39.41 until the license is
terminated. The quality assurance checks must be signed and dated.
The title or qualification of the person signing must be included.
These records allow the NRC inspector to assure that the irradiator
was properly and carefully designed and con: tructed.

Records of water added to the pool as requircd by 8§36.1(a)(14) for
three years. The records allow the NRC inspictor to assure that the
irradiator pool is not leaking and that an effective barrier is pre=
sent to prevent leakage of radioactive contamination from the

irradiator.

Records related to decommissioning of the irradiator as required by

§30.35(g). This reference is added for completeness to remind the
licensee that another part (Part 30) requires certain records, as

specified in Part 30, that are related to decommissioning.

§36.83 Reports

(a) The licensee shall notify the Commission of: (1) the theft or loss
of radioactive material as required by §20.402, and (2) events in-
volving radicactive material possessed by the licensee that may have
caused or threatens to cause radiation overexposures, excessive con-
centrations or levels of radiation, loss of one day or mere of opera-
tion of the facility, or property damage in excess of $2,000 as
required by §20.403 or §20.405. This is not a new requirement but
is merely a reminder to licensees that they must follow the reporting
requirements in §20.403 and §20.405.
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(b)

(¢)

(d)

The licensee shall notify individuals of their exposure to radiation
or radioactive materials as required by §19.13. This is also not a
new requirement but is merely a reminder to licensees that they must
meet the reporting requirements in §19 13.

The licensee shall report leaking sources, damaged sources, and pool
water contaminated in excess of the concentrations in Table 1, Column
2 of Appendix B of Part 20 in writing to the appropriate NRC Regional
Office 1isted in Appendix D of Part 20 of this chapter within 5 days
of discovering the contamination. The report must describe the source
involved if known, the extent of the leakage or contamination, the
cause of circumstances leading to the leak or contamination to the
extent that they are known, and corrective actions taken up to the
time the report is made. The NRC needs reports of leaking radiocactive
sources to be able to confirm that radicactive contamination has been
property cleaned up and to identify whether there are generic problems
with certain models of sources.

The licensee shall report within 5 days in writing to the appropriate
NRC Regional Office listed in Appendix D of Part 20 the following
events if not reported under paragraphs (a) or (¢) of this section:

(1) Sources stuck in unshielded position.

(2) Fire or explosion in radiation room.

(3) Damage to source racks.

(4) Failure of the cable used to move the source racks.

(5) Significant major breakdown in access control systems,

(6) Detection of radiation by the product exit portal monitor.
(7) Abnormal or unusual radioactive contamination.

(8) Degradation of the pool liner or walls.

(9) Abnormal water loss or leakage from the source storage pool.

The purposes of these reports are to ensure that the licensee has
properly corrected a potentially hazardous situation and to determine
if any class of irradiators might have generic safety problems that
should be corrected.



Agency Use of Informat . on
- — . a—

Analysis of operational ‘lata surroun g several safety significant occurrences
in the world=wide commun'ty of large irradiators has been utilized by the NRC
to develop the presently used safety criteria and license conditions These
requirements have precluded a repetition of these events at facilities and have
resulted in safe operation of all facilities licensed to operate in the United
States. The NRC Office of Nuclear Material Safety and Safeguards (NMSS) moni-
tors the operation of the large irradiators in conjunction with regional staff
assigned to inspect and monitor these facilities. Reports containing timely
operational data are essential in order to confirm and ensure safe operation,

If the reports indicate the possibility of a continuing hazard at the irradia-
tor, the NRC will take action In many situations an emergency inspecticon may
be carried out. Records retained by the licensee are also important and are
reviewed during routine and special inspections of these facilities to assure
safe operation. Accordingly, the proposed rule regquires reports to be submit-
ted to the appropriate NRC Regional office listed in Appendix 0 of 10 CFR Part
20,

3. Reduction of Burden Through Information Technology

There are no current information technology applications which would impact
(e.g., reduce) the burden of these information collection requirements.

However, the NRC encourages the use of any new technology

Effort to Identify Duplication

The collection of the specified informatiun is not a duplication of other

information the affected l1icensee must submit for other purposes.

The nature
of the information being requested i1s unique to NRC's activities at the
facilities,

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




5. Effort to Use Similar Information

There is no other information already available that can be used to assess the
safe operation of the irradiators or to identify trends and precursors that
must be corrected to ensure continued safe operation,

6. Effort to Reduce Small Business Burden

While a number of the licensees are considered small businesses, under the
NRC's current definitions, a1l licensees have the same responsibility for safe
operation of their irradiators. Therefore, there is no way to reduce the
burden on small businesses by less frequent or less complete records or reports
while maintaining the required level of safety.

7. Conseauences of Less Frequent Collection

The proposed 5 day reporting period represents a balance between allowing
sufficient time to collect, analyze, and write up the necessary information
and requiring that the report be submitted before memories of what happened
fade. These reporting periods will provide the regulatory analyst information
in a time frame that is necessary to analyze and react in a timely manner con-
sistent with the operation of the irradiator. The reporting period is judged
to be sufficiently short so that the licensee's corrective actions may be sup-
plemented when needed to protect the health and safety of the public and the
irradiator employees.

8. Circumstances Which Justify Variations From OMB Guidelines

Any report required in less than 30 days is a variation from OMB Guidelines.
Reports of significant safety problems are required in less than 30 days: (1)
in case emergency actions are necessary to reduce the hazard; (2) in case an
emergency NRC inspection is necessary to assure the problem is being handled
properly; and (3) in case the problem is impcrtant enough that other
licensees should be promptly informed.

Records that must be retained longer than 3 years are contained in:
§36.81(a); § 36.81(e); §36.81(k); §36.81(1); and §36.81(n). The
justifications are as follows:



536.81(02: The license must be kept for as long as it is in effect., It
would be difficult to obey the conditions of a license {f there were no

written copy.

§36.81(e): This merely restates, as a reminder, an existing Part 20
requirement,

§36.81(k): It is important in protecting public health and safety to be
able to track the receipt, possession, and disposal of all licensed
radicactive sources.

§36.81(1): As long as the facility is in operation, records of the design

and construction of its principal safety features are important in
maintaining and demonstrating the safety of the facility.

§36.81(n2: This merely restates, as a reminder, the existing requirements
in §30.35(g).

9, Consultation Outside the NRC

Telephone discussions with the Agreement States having the greatest number of
licensed large irradiators disclosed that the proposed rule would benefit the
states from the standpoint of simplifying their effort to assure compatible
recordkeeping and reporting requirements in their regulations. It should be
noted the Agreement State licensees report to their states, not directly to the
NRC, so there will be no duplication of effort,

10. Confidentiality of Information

Reports submitted generally would be subject to public disclosure 'n accordance
with 10 CFR 2.790 and 10 CFR Part 9. Section 2.790 allows the NRC to withhold
certain proprietary information (information of commercial value or “trade
secrets") if, at the time of submittal of the report, the requirements for
withholding the information are met (refer to 10 CFR 2.790{b)). Also, there
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are provisions in 10 CrR Part 9 for the NRC to withhold from public disclosure
documents such as reports of radiation exposure to individuals and other per-

sonal records,

11. Justification of Sensitive Questions

No sensitive information is requested under these regulations,

12. Estimated Annual Cost to the Federal Government

The annual burden on the NRC to review records is estimated to be 8 hours per
licensee per year, or 200 hours for all 25 licensees. The annual burden to
review reports for all licensees is estimated to be an additional 200 hours per
year, The total is 400 hours per year, At a cost of $92 per hour, the total
annual cost to NRC is $36,800 per year,

13, Estimate of Burden

The total burden is estimated to be 750 hours per licensee per year, or a total
of 18,750 hours per year for all 25 irradiator licensees. The details are

shown in the attached Tables 1 and 2.

14, Reasons for Change in Burden

A new CFR Part dealing with the large irradiators is being added.

15. Publication for Statistical Use

There is no application to statistics in the information collected. There is
no publication of this information.



Table 1. Reporting Burden of Proposed Part 3€.

No. of Annual Responses Annual hours Total burder

Section Licensees per licensee per licensee hours Comment or explanation

§36.11 25 - 0 0 Covered unde- §36.13. Burden
for §36.11 and §36.13 to be
incorporated into burden for
NRC 313, ciearance number
3150-0120.

§36.13 25 1 100 2,500

§3€.19 25 1 1 25

§36.69 25 1 1 25 Assuming 1 report/year from
the 25 licensees.

§36.83(a) 25 - 0 0 This is a reminder referring
to 20.403.

§36.83(b) 25 E 0 0 This is a reminder referring
to §19.13.

§36.83(c) 25 1 9 225

§36.83(d) 25 1 40 1,000

Total 151 3,775



Table 2. Recordkeeping Burden of Proposed Part 36.

Ne. of Annual hours Tetal burden
Section Recordkeepers per licensee hours Corment or explanation
§36.21(b) 25 2 50
§36.81(a) 25 1 25
§36.81(b) 25 20 500
§36.81(c) 25 2 50
§36.81(d) 25 40 1,000
§36.81(e) 25 20 500
§36.81(f) 25 80 2,000
§36.81(q) 25 3 150
§36.81(h) 25 20 500
§36.81(1) 25 200 5,000
§36.81(j) 25 20 500
§36.81(k) 25 20 500
§36.81(1) 25 160 4000 Averaged over 10 years
§36.81(m) 25 8 200
§36.81(n) 25 0 0 Covered under 30.35(qg)
Total 569 14,975



