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SUPPORTING STATEMENT
FOR
10 CFR PAKT 35
MEDICAL USE OF BYPRODUCT MATERIAL
AND
NRC FORM 473
DIAGNGSTIC MISADMINISTRATION REPORT

Background

10 CFR Part 35, Medical Use of Byproduct Material, contains requirenents that
apply to Nuclear Reguiatory Commission (NRC) iicensees who are authorized to
administer byproduct material or its radiation to humans for medical diagnosis
and therapy. NRC Form 473 1s used by NRC medicel licensees to report
diagnostic misecninistrations of radiopharmaceuticals as required by 10 CFR
Section 35,33,

Justification

Part of HRC's function is to license and regulate the use of byproduct
materials in orcer to assure protection of the public health anc safety. The
KRC requires licensees to perform certain tasks to ensure fulfillment of their
obligations. The records required in this part are the least burdensome way
for licensees to demonstrate compliance, Occasionelly, safety matters are of
such significance that others need to be aware of information in order to
perform their jobs or work in & <cfe manner. In these cases, reports are
required.

Need for and Practice! Utility of the Information Collection

Sections 35.12 (b) and (c) of 10 CFR Part 35 require that applicants submit a
completed NRC Form 313, The form elicits ar orderly description of the appli-
cant's complete radiation safety program. Requests for emendments and license
renewals mey be submitted in letter fermat. This report is necdea to assure



NRC that the applicant has programs in piuce adequate to protect health and
minimize danger to life and property before NRC can authorize receipt of
redivactive material, NRC Form 313 has previzusly been cleared under CMB No.
3150-0120, which should be referred to for additional supporting information,
as wel) as burden and cost data.

Section 35.13 of 10 CFR Part 35 requires that licensees apply for and receive &
license amendment before using material not allowed by the license, before
adeing to or changing key individuals, before receiving more material than
2)1lowea by the license, or before chenging the locetion of use or meiling
address. The triggering events ¢ @ critical indicatore of a potential for
chenge in the licensee's ability to control rau. *ion dose vorkers and the
public, or the NRC's ability to contact the licensee or con '« an inspection
of the licensee's program. The information is needed so that vne stalf can
determine whether the licensee has individuals with adequate training anc
experience to safely use radioactive material and the fecilities and equipment
needed to assure protection c¢f public health and safcty.

Section 26.14 of 10 CFR Part 35 requires that licensees notify the NRC within
20 days if @ key worker ends his association with the licensee. This prompt
repert is needed beceuse if the Ticensee no longer has a complete staff, the
collective training and experience of the remaining staff may nc longer be
sufficient to ensure safety, This repcrt will trigger a check ¢f the
licensee's file to determine whether the licensee's remaining users are
cualified to receive and use material safely.

Section 35.20 requires licersees to have a written program to keep radiatior
duse as low as reasonably achievable. The program wust be written to provice
clear statements of euthority, responsibility, and technical requirements.

Section 35.21(b)(2) of 10 CFR Pert 35 requires that the licensee esteblish and
implement the written policy ana procedures that were submitted as part of the
application. The policy and procedures are needed so thet the staff can review
them and make & cetermination that the applicent can meet the requirements of

the Atomic Energy Act and the Commission's reguletions. The procedures must be
inplemented in order to provide for protection ¢f the public health and safety.
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The burden is included in the burden for the application, KRC Form 313, OME No.
3160-0120.

sections 35.22(a)(4) and (5) of 10 CFR Part 3% require that medical institution
licensees retain @ copy of Radiation Safety Committee meeting mirutes for the
duration of the license, and prescribe the infornation required in the minutes.
This record is needed to show continuing management oversight of the radiation
safety p:ogram,

Section 35.23(b) cf 10 CFR Part 35 requires that licensees provide a written
statement of authority, duties, responsibilities, and racdiation safety activi-
ties for the Radiation Safety Officer and Radiatiun Safety Committee, The
statement is needed so that managers and key users know their responsibilities,
The statement must be retained for the duration of the license.

Section 35.27(a) of 10 CFR Part 35 requires tnat licencees provide written per-
mission to visiting authorized users to work under the licerse. Section
35.27(c) requires licensees to retain a copy of an NRC or Agreement State
license identifying the visitor as an authorized user. This permission and
record are needed to show thet licensee management has permitted thic work, and
that a regulatory agency has reviewed and approved the visitor's training and
experience,

Section 35.29(b) of 10 CFR Part 35 requires that motile nuclear medicine ser-
vice licensces keep @ letter of permission sigred by the nenagement of each
client. This record is needed to show that client management has permitted
this work,

Section 35,31(b) of 10 CFR Part 35 requires that licensees make a record cf
minor radiation safety program changes. This record is needed to show what
raaiation safety factors were considerec before implementing the change, and
aiso provides a record of where within the licensee's fecility radicactive
materials were received, used, and stored.

section 35.33(a) of 10 CFR Part 35 requires that the licensee notify by tele-
phone the appropriate NRC regional office in case of a therapy



misadministration within 24 hours after discovering the misadministration,

This prompt notification is necessary because a therapy misadministration may
present & clear and present radietion hazard to members of the public that
night be mitigeted by NRC assistence. The Ticensee is also required to notify
the referring physician and the patient or a responsible relative (or guardian)
of the patiert unless contraindicated by factors known to the referring
physician. These repourts are needed so that adequate cere can be provided for
the pationt,

Section 35.33(b) of 10 CFR Part 35 requires that a licensee file & written
report to NRC within 15 aays efter telephoning an iritial therapy misadmini-
stratior report. This report is needed so thut NKC can determine whether there
might be generic implicetions in the incident which would require notification
of 211 licensees. The licensee is allowed 15 days t¢ submit the report so thet
it can review and analyze the event and provice NRC with a complete history of
the event. NRC requires submission ¢f the report within 15 days sc that 1t cen
promptly notify cther licensees of a generic problem,

Section 35.33(c) of 10 CFR Part 35 requires that the Pediation Safety Officer
investigate the cause of diagrostic misadministrations and make a record for
NRC review, The licensee rust also notify the referring physicien and the NRC
Regional Office in writing on NRC Form 473 within 1% days. These written
records arc neeced to determine what kinds of errors precipitate diagnostic
misacninistrations, and alsc provide an indicator of the licensee's management
control of the radiation safety progran.

Section 35.32(d) of 10 CFR Part 35 requires )icensees to retain a recerd of
each misadministration for 10 years. Misadmirnistration events occur
infrequently, and recoras nust be retained for a sufficiently long time to
evaluate the effectiveness of the licensee's corrective actions,

Section 35.50(b)(4) of 10 CFR Pert 35 requires that licensees make a recora of
a geometry depencence test for the dose calibrator. This record is needed to
demonstrate the relationship between volume configurations of the radio-
pharnaceutical ard the accuracy of the reading given by the duse calibrator.



section 35.50(e) of 10 CFR Part 35 requires thet licensees retain a record of
checks and tests of dose calibrator performance, This record is needed to show
that the dose calibretor is functioning correctly and is capable of accurately
neesuring radiopharnaceutical desages.

Section 35.51(a)(3) requires that the licensee note on a survey instrument the
apparent exposure rate from a cedicated check source at the time of instrument
calibration. This information is needed so the iicensee can check the survey
instrument for proper operation before neking measurements, The burden is
included in the burden estincte for Section 35.5)(d).

Section 35.51(d) of 10 CFR Part 25 requires that licensees retain a record of
survey instrunent calibrations. This record 1s needed to show that survey
instruments were calibrated and cperational,

Section 35.52(c) of 10 CFR Part 35 requires that licensees retain a record of
each radiopharmaceutical dosage messurement. This record is needed tc show
that 1icensees are mainteining contrel of the use ¢f radiophermaceuticels,

Seccion 36.59(a) of 10 CFK Part 3% requires thet licensces meintain written
instructions for the safe use of sealed scurces and brachytherapy sources.
These instructions ere needed so that inaividuals who are handling scurces can
determine the specific sefety measures appropriate for each kind of source
used,

Section 35.59(¢) of 10 CFR Part 35 requires that licersees retoin a record of
sealed source leak tests, This recoro is needed to show that the leck test was
done at the appropriate time, ana that the test showed that the scurce was not
leaking.

Section 35.59(e)(2) requires that licensees file a report with the NRC within
five days if leakage of & sealed source is detected, This report is needed so
thet NKC can make a determinetion as to whether other licensees who have
similar scaled sources should take special precautions. NRC aliuws the
licensee 5 days to submit the report so that it cen review and analyze the
source and the leakage neasurement. NRC requires submission of the report
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within & days sc that it can promptly notify other licensees 1f it appears
there may be a generic problem,

Section 35.59(g) of 10 CFR Part 35 requires that licensees moke a record of
sealed sovrce anad brachytherapy source inventory. This inventory is needed to
show thse o ssession of sealed sources did not exceed the amount authorized by
the license., The five-year recordkeeping requirement will help to assure con-
tinued contrel over these sources that are only occasionally used,

Section 35.59(1) of 10 CFK Part 35 requires that licensees noke a record of
radiation surveys of areas where sealeo sources and brachytherapy sources are
stored. This record 1s reeded to show that acequate radiation shielaing has
been provided for such scurces, and that dose rates in contiguous areas are
within allowed levels,

Section 35.60(b) of 10 CFR Part 35 requires that licensees label each syringe
or syringe radiation shield as to its contents. This label 15 needed because
review of misadministration reports has indicated that in many cases misadmin-
istrations are caused by inadvertent transposition of syringes.

Section 35.61(b) of 10 CFR Part 3% requires that licensees label vial radiation
shields with the identity of the raciopharmaceutical conteined. NRC review of
several nisauministration reports inaicates that many misaaministrations occur
when technicians draw a dosage from the wrong vial of radioactive material.
Labels will help to reduce the chance of this happening.

Sections 35.70(d) and (g) of 10 CFR Part 35 require that the licensee establish
action levels for radiaticn surveys. The action levels provide the individual
who makes a rediction survey with information on what levels are expected and
what levels require investigation, The sections also require that the licensee
immediately notify the Radiation Safety Officer if excessive levels are
detected during @ survey. This report is needed su that the Radiation Safety
Officer can take appropriate remedial action. The Radiaticn Safety officer 1s
the one individual onsite who is qualified to determine what action 1s needed
to ensure worker anc public health and safety, and whether that action is
needed 1mmediately or can be delayed,



Section 35.70(k) of 10 CFR Part 35 requires that licensees retain & record of
radiation surveys. The record is needed to show that the required surveys were
made,

Section 35.80(f) of 10 CFR Part 35 requires that mobile nuclear mecicine
service licensees make a record of radiotion surveys., The record 1s needed to
show that the required surveys were liade,

Section 35,.92(b) of 10 CFR Part 35 requires that licensees make a record of
disposal of weste that was decayed in sturage. The record 1s necced to show
thut rmaterials were decayed for the proper length of time and that a proper
survey of each waste container wes wmade prior to disposel.

section 35.204(c) of 10 CFK Part 35 requires that licensees retain a record of
molybdenum-99 concentration in radiopharmaceuticals. This record is needed to
show that the concentration measurement wes made and that the maximum
molybdenum=-99 concentration level wes not exceeded.

Secticn 35.205(d) requires that the licensee post a time period of evacuation
in areas where acrusols anc gases are usec, In case of a spill, this provides
notice to workers of how much time air hendling equipment needs to reduce the
air concentration to permissitie Timits, The licensee must retain a record of
the calculations used to determine the evacuation time for the duration of the
licerse,

Section 35.310(b) of 10 CFR Part 35 requires that licersees retain 2 record of
racdiation safety instruction given to personnel who care for radiopharue-
ceutical therapy patients., This record is necced to show that the training was
given,

Sections 35.315(a)(2) and 35.415(a)(2) require that the licensee post
radiopharmaceutica] therapy and brachytherapy patient room doors with a
*Radioactive Materials" sign. This provides notice to hospital workers and
the public that there 1s radicactivity in the room. The section also requires
that the licersee note in the patient's chart how long visitors may stay in the



patient's room. This is the most convenient way to provide this information to
nurses, who are usually responsible fcr enforcing visiting rules.

Sections 35.315(a)(4) and 35.415(a)(4) require that licensees make a record of
dose rates around radiopharmaceuticai treatment and implant treatment rooms,
This record is needed to show that members of the public are not exposed to
excessive levels of radiation,

Section 35.315(a)(8) of 10 CFR Part 35 requires that licensees make a record of
the thyroid burden measurement of each individual who helped prepare or admin=-
ister a therapeutic dosage of iodine-131. This record is needed to show that
workers were not exposed to excessive levels of iodine-131.

Sections 35,315(b) and 35.415(b) of 10 CFR Part 35 require that the licensee
promptly notify the Radiation Safety Officer if the radiopharmaceutical therapy
or brachytherapy patient dies or has a medical emergency. This report is needed
so that the Radiation Safety Officer can teke whatever actions are necessary to
prevent a spread of radioactive contamination or loss of brachytherapy sources.
The Radiation Safety Officer is the one individual onsite who is qualified to
determine what action is needed to ensure worker and public health and safety,
and whether that action is needed immediately or can be delayed.

Section 35.404(b) of 10 CFR Part 35 requires that licensees retain a record of
the radiation survey of each patient who was treated with temporary implant
sources. The record is needed to show that the survey was made.

Cection 35.406(b) of 10 CFR Part 35 requires that licensees make a record of
brachytherapy source use. This record is needed so that, if a brachytherapy
source is misplaced, the licensee knows where to look for it.

Section 35.406(c) of 10 CFR Part 35 requires that licensees make a record of
radiation surveys of patients after implanting sources. This record is needed
to show that the survey was made.

Section 35.406(d) requires that the licensee retain a record of the use of
brachytherapy sources and special safety surveys. This record i5 needed to



show that the licensee is providing adequate control for these sources, The
record burden is included in the burden estinate for Sections 35.406(b) and
(c).

Section 35.410(a) of 10 CFR Part 35 requires that licensees provide written
radiation safety instruction for personnel caring for implant thecapy patients,
This instruction is needed so that these personne)l may study anc refer to it
while caring for the pstient,

Section 35.410(b) of 10 CFR Part 35 requires that licersees retain a record of
training for personnel who care for implant patients. This record 1s needed to
show that the treining was given,

Section 35,606 of 10 CFR Part 35 requires that licensees apply tor and receive
a license amendment before naking certain changes in the teletherapy program,
This license amendnent process is necessary because the licensee might consider
making cnanges that would cause radiation levels in restricted and unrcstricted
areas to exceed permissible levels,

Section 35.610(a) of 10 CFR Part 35 requires that \icersees post written
instructions for indiviauals who operate teletherapy units. These instructions
are needed to remind workers of proper operating procedures.

Section 35.61C(c) of 10 CFR Part 35 requires thet licensees make a recourd of
training for individuals who operate teletherapy units. This record is needed
to show that the training was given.

Section 35.615(d)(4) of 10 CFR Part 35 requires that licensees retain a record
of the teletherapy room radiation mcnitoring device function check. This
record 1s needed to snow that the check wés nade.

Section 35.€30(c) of 10 CFR Part 35 requires that licensees retain a record of
each calibration, intercompariscn, and comparison of teletherapy dosimetry
equipment, These records are needed to show that neasurements of radiation
teletherapy doses were made with instruments capable of making accurate
measurements,



Secticn 35.632(¢) of 10 CFR Part 37 requires that licensees retain @ recorc of
teletherapy unit celibration, This record 1s needed to show that the calibra-
tions were done ¢ thet Yicensees did not inedvertently saminister incorrect
rediction doses to patients,

Seciion 35,.63¢(c) of 10 CFR Part 25 requires thut the qualified teletherapy
calibration expert report the results of teletherapy unit spot-checks prorotly
to the licensee. This assures the iicensee that the results of each spot-check
have been reviewed by an expert, The licersee must keep a copy of rach repory
10 assure that the review has been made,

Section 36.€34(f) of 10 CFR Part 35 recuires that licensees ret7in a recerd of
spot=checks. This record 1s needed to show thet the reguired checks were made,

Section 35.62€(c) of 10 CFP Yurt 35 requires that licensees retein a record of
safety checks for teletherapy fecilities. This record is needed to show that
the checks were hade.

Secticn 35.641(¢c) of 10 CFR Part 35 requires that licensees retain 2 record of
radiation measurements after inste1ling 8 source in & teletherapy unit, Thesc
records provide essurance that the source is properly instaliec within the
teletherapy unit, ond that dose rates outsice the teletherapy roun ére within
pernissible 1imits,

Section 35.643(2)(3) of 10 CFR Part 3% recuires that licensees amend a report
made 1o NRC pursuant to Section 35,645 to include additiona) survey informatyen
1f changes in en installetion as approved by NKC were necessory. The
sdditional infornetion in the report provides assurence to KEC that dose rates
in restricted and unrestricted ereas are within pernfscible limits, The 30-day
submission requirement is cont ned in Section 35,645,

Section 35,643(b) of 10 CFR Part 35 requires that licensees request a licerse
anendment if radiation levels in unrestricted arcas are above permittec levels.
This report will trigger an indepth NRC review of safety considereticus before
it allows & licensee to operate the unit, The 20-day submission requirement iz
containza in Section 35,645,
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Section 35,645 of 10 CFR Part 35 requires that licensees mai) & copy of tele-
therspy source irstaliation records to the NRC. This record is needed to show
thet dose rates in restricted and unrestricted areas are within permissidle
levels, The submission must be made within 30 days after the conpletion of the
ection that initiated the record requirement, The 30-day requi-ement is
imposed beceuse of the especially high dose rates that can be found arcund
teletherapy units,

Section 35.647(c) of 10 CFR Part 35 requires that licensees keep a record of
teletherapy unit inspection and servicing, This record is needed to show that
the required work was done,

Recuction of Burden Through Informetion Techriology

+here are no legal obstacles to reducing the burden associated with this
fnformaticn collection. However, because of the types of information and the
infrequency of submissfon, the applications and reports du not lend themselves
reedily to the use of automated information technology for submission,

Effort to ldentify Duplication

The Information Requirements Control Automated System (1KCAS) was searched to
determine duplicetion. None was found. In general, information required

by NRC in applications, reports, or recerds concerning the transfer, receipt,
possession, or use of byproduct material does not dupli.ate other Federal
infornation collection requirements and is not available from any source cther
than applicants or licensees. Porticns of the needed informatior might also be
contained in other information submittals to WRC or other Federal agencies.
However, duplication, if any, is slight, and the collection of this infornation
by use of specified iorms and other required reports and records is the most
effective and least burdensome means of obtaining the information,

Effort to Use Similar Information
There is no similar information availleble to the NRC.

Effort to Reduce Small Business Buraen
The majority of licensees who use byproduct material are sme)) businesses.
Since the health and safety consequences of improper handling or use of
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redioactive byproduct neterial are the same for lurge and smell entities, it is
not possibie to reduce the burden on smell businesses by less frequent or less
complete repurting, recordkeeping, or accounting and control procedures.

Consequences of Less Frequent Collection

Kequired reports are collected and evaluated on a continving basis as events
occur. Applications for .ew licenses and amendnents are submitted only once,
Applications for renewal of licerses are submitted every five yeers,
Informeticn submitted in previous epplicetions nay be referenced without being
resubmitted, The schedule for collecting the information 1s the minimum
frequency r.cessary to assure that license.s will continue to conduct programs
in a manner that will assure adeguate protecticn of the public health anc
safety.

Circumstances Which Justify Variation from OMR Guidelines

Contrary to the OMB Guideiines in & CFR 1320.6(f), Section 35.14 requires that
licensees notify the NKC within 20 days if & key worker ends his association
with the licensee. This prompt report is needed because if the licensee no
longer has a conplete staff, the collective training and exp-rience of the
remaining staff may no longer be sufficient to ensure safety This report will
trigger @ check of the licersee's file tc determine whether the remaining key
u.ers are quelified to receive and use material safely.

Section 35.33(e) requires that the licensee notify by telephone the appropriate
NRC regional office in cese of a therapy misaaministration within 24 hours
ofter discovering the misadministration, This prompt notificetion is necessary
because a therapy wisadministration may present a clear and present rediation
hozuta to @ member of the public that night be mitigetea by NRC assistance,

The licensee is also required tc rotify the referring physician and the patient
or a responsible relative {or guardian) of the patient unles contraindicated by
factors known to the referring physician.. These reports are ieedec so that
edequate care may be providec for the patient,

Section 35.33(b) requires that a licensee file a written report to NRC within

15 days efter telephuning an initial therapy wisadministration repert, This
report is nceded so that NRC can determine whether there might be generic

12



fmplications in the incident which indicete 2 need to notify all licensees.

NRC alluws the Yicense: 15 deys to submit the report so that it cen review ard
analyze what has happened ond jprovide NRC with a conplete history of the event,
NRC requires submission of the report within 15 days so that it cer promptly
notify other licensees if 1t appears the precipitating event night be generic.

Section 35,33(c) requires thet the Radiation Safety Officer investigate the
ceuse of diagnostic misaoministrations end nake a record for NRC review, The
Ticensee must alsc notify the referring physiciar and the NRC Regiovnal O7fice
fn writing on NRC Form 473 within 15 cays. These written records arc needed to
determine what kinds of actions precipitete misednministrations, and also
provide an indicator of the licensee's management control of the rediation
safety program,

Section 35.59(e)(2) recuires that licensees 7ile¢ ¢« report with the NRC within
five ways 1f leakage of @ sealed source is detected., This report is needed so
thet NRC can meke & wveterniretion as to whether other licensees whe have
similar sealed sources shouly teke special precautions, NRC &llows the
licensee 5 days to submit the report so that 1t can review and analyze the
source and the leakage measurement. NRC requires submissicon of the report
within 5 days s¢ that it can promptly 1otify other licensees if it appears
there may be a generic problem,

Section 35.645 requires that licensees mai) @ copy of teletherapy source
inste)lacion records to the NRC. This record 1s needed to show that dose rates
in restricted and unrestricted areas are within permissible levels, The
svbmission wust be made within 30 eyt efter the completion ¢f the ection that
initietec the record requirenent, The 30-cay requirement is imposed because of
the especially high dose rctes that can be found eround teletherapy units,

Consultations Outside the Agercy

Several experts in the use of redioactive neterial for patient care were asked
to comment on the technical content, ircluding the informaticr co)lection
requirenents, of the proposed reyulation, They were representatives of: Food
and Drug Aaministration, Zmerican Association of Physicists in Medicine, Health
Physics Society, Society of Nucleer Kedicine, and the American College of

-
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Rediology. The comments received were considered in promulgating the Iincl
rule. There have been no consultaticns outside the agency since the promui-
gation of the revised vule,

Confidentielity
None, except for proprietary information,

Sensitive Questions

Nnne,

Number and Type of Respondents

These requirements will affect approximately 2400 licencess and applicents,
About 2200 of the licensees are hospitals, and about 200 of the licensees are
physicians ir private practice,
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Estinate of Compliance Burden

Rogorting Rgggirement!

Licensee Total Annual

No. of Licensee Staff Hours Licensee Burden
Section Responses Annually Per Submitta) (Hours)
2%.12(b) See OMB Clearance No. 3150-0120
35.12(¢) See OMB Clearance No. 3150-0120
35.13 1300 3 3%00
35,14 200 0.5% 100
36.27(a)(1) 300 0.5 15C
35.27(a)(2) 300 0.5 150
35.33(a) 5 1 5
35.33(b) 5 10 50
26.33(¢) See NRC Form 473 (below), OMB Clearance No, 3150-0140
35.59(e) 1 2 2
36.60(b) 7,0x10° 5.56x10"4 3888
35.61(b) 1.4x10° 2,16x10" 5824
3.70(d) 2400 0.02 48
35..0(g) 2400 0.02 48
35.315(b) 1 1 1
36.315(a)(2) 8400 0.2 1680
365.410(a) 60V 1 600
35.415(a)(2) 4000 0.2 800
35.415(b) 1 )| 1
35,606 40 1 a0
25.610(a) 80 0.5 40
35.634(c) 2890 0.5 1445
35.643(a) 1 2 e
35.643(b) 1 e 2
35,645 __30 0.5 |
Total 6,422,955 18,788
NRC Form 473 300 0.5 150
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Recordkeeping Requirements

Section
35.20

35.21(b)(2)

35.22(a)(4)
ane (a)lh)
36.23(b)

35.27(¢)
36,29(b)
35,31(b)

35.33(c)
35.33(d)

35.50(b)(4)
35.50(e)(1)
35.50(e)(2)
35.50(e)(3)
35.50(e)(4)
36.51(d)
end (a)(3)
3%,53(¢c)
35.59(a)
35.59(d)
35.59(g)
35.59(1)
35,70(h)
35.80(f)

No. of
Rer ‘rd-

keepers

2200

50
1200

300

2400
<400
2400

380
2400

2400
2400
2400
2400
2400
2400

20

Total
Recorg-
Annual Heurs keeping Record
per_Recordkeeper  Hours Detention Period
see 35.12 (b) and 1icense duration
(c)*
see 35,12 (b) and license duration
(c)*
4 8800 Ticense duration
se¢ 35.12(b) anc Ticense duration
(c)*
see 35.27(a)* 3 years after last
use
1 50 3 years after last
service
1 1200 Ticense renewa) or
termination
2 €00 10 years
see 35,33 (b) and 10 years
(c)*
see 35,50(e)(4) eqpt. duration
0.03 72 3 years
0.2 480 3 years
H 4800 3 years
| 380 eqpt. duration
0.4 960 S years
€.3 20000 3 years
0.5 1200 eqpt. auration
2 4800 3 years
a 9600 5 years
0.2 480 3 years
80 192000 3 years
80 1600 3 years
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kecordkeeping Rc§d1r£!!nt§ (Continued)

Section

36.92\b)
36.204(c)
35.205(d)
35.310(b)
36.316(a)(4)
35.315(a)(8)
35.404(b)
35,406(b)
36.,406(c)
35.406(d)
35.410(b)
35.415(a)(4)
356.610(c)
35.615(d'(4)
35.630(c)
35.632(9)
35.634(c)
35.634(1)
35.636(c)
35.641(c)
35.647(c)

No. of
Record-

keepers

2400

1600
400
600
600
<00
600
600
600

600
600
240
240
240
240
a0
240

50

Total Recovdkeepers:
Total Recordkeeping Burden: 284,156 hours

Total
Record-
Annual Hours keeping Reccia
per Recordkeeper Hours Detention Period
6 14400 3 years
7 11200 3 years
1 400 3 years
1 600 3 years
1 600 3 years
0.2 120 =’ " disposal auth'd
1 6C0 3 years
4 1200 3 years
1 600 3 years
included in 35,406(b) and (c)
0.1 60 3 years
1 600 3 years
0.1 24 3 years
2 480 3 years
1 240 eqpt. duration
1 240 license duration
12 2880 3 years
12 2880 3 years
included in 35.634(f) 3 years
included in 35.634(f) license duration
0.2 10 license duration
2,400

TOTAL BURDEN, 10 CFR PART 35: 302,944 hours

TOTAL BURDEN, NRC FORM 473: 150 hours

*These documents are prepared as a written report and must be retained by the
The time spent making the record is included in the

Yicensee for reference.

noted reporting section,
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Estimated Cost to Pudblic to Respond

Section

35.12(b) See OMB Clearance No. 3150-0120
38.12(¢c) See OMb Clearance No, 3150~0120
35.13
35,14
35.20 included in 3%,12(b) and (c)
36.21(b)(2) included in 35,12(L) and (c¢)
36.22(a)(?) and
(a)(8)
35.23(b) included in 25.12(b) and (c)
36.27(a)(1)
36.27(a)(2)
36.27(¢) included in 35.27(a)
35,29(b)
35.31(b)
36.33(a)
35.33(b)
36.33(c)
36,33(d) included in 35.33(b) and (c)
35.50(b)(4) included in 35,50(e)(4)
36.50(e)(1)
35.50(e)(2)
35.50(e)(3)
" 50(e)(4)
36.51(d) & (a)(3)
25.53(¢)
J5,59(a)
15.59(d)
35.59(e)
35.59(g)
35.569(1)
35.60(b)

.

Annual Cost to Respond

$253,500
6,500

672,000

9,750
9,750

3,250
78,000
325
3,000
39,000

4,680
31,200
312,000
24,700
62,400
1,300,000
78,000
312,000
130
€24,00C
31,200
252,525



section

35.61(b)
35.70(d)
35.70(9)
35.70(h)
3.,.80(f)
36.92(b)
35.204(c)
35,205(d)
36.310(b)
35.315(a)(2)
36.315(a)(4)
35.315(a)(8)
35.315(b)

35 ,4C4(b)
35.406(b)
35,406(c)
35,406(d)
36.4.0(a)
35.410(b)
36.415(a)(2)
35.415(a)(4)
35.415(b)
35,606
35.610(a)
36.610(c)
35.615(d)(4)
35.630(c)
35.632(3)
35.634(c)
35.634(f)
35.636(c¢)
35.611(¢c)
35.643(a)

included in 35,406(b) and (c)

included in 35.634(f)
included in 35.634(f)

1"

Annval Cost to Resvond

378,560
3,250
250
1¢,480,000
104,000
936,000
728,000
26,000
39,000
109,200
39,000
7,800
65
39,000
78,000
39,000

39,000
3,900
62,000
39,000
65
2,600
2,600
1,560
31,200
15,600
15,600
281,125
187,200
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Section Annua' Cost to Respond

35.643(b) 130
35,645 97%
36.647(c) 650
Total $19,653,27 .
NRC Fo=m 473 39,750

Source of Burden and Cost Data and Met.od of Estimating and Cost

The estimates are based on submittals to NRC in past years and NRC experience
since the implementation of revisec Part 35 and the adoption of NRC Form 473,
Cost to licensees and applicants 1s calculated at an average rate of $/3.00 per
hour. This figure includes both ¢alaries and overhead.

Estimate of Cost to the Federal Government

Application review activities are attributable to and reported under NRC Form
313, OMB Clearance No. 3150-0120.

Annual Cost of NRC staff ceview for activities other than application review
(Professional effort is 3uu hours @ $86.00 (hr)). = $25,800

Reason fer Change in Burden

Tne burden has been reduced sinc. the last clearance because of a small
decrease in the number of afiected licensees and because of recalculation of
burden estimetes, Each of the burden estimates was recalculated based or the
experience of the NRC staff and licensees in working with the new requirements,
In a number of cases, adjustnents were (ound to be necessary to the number of
licensees re.ponding to a requirement, to the number of responses made annually
by a respondent, to the burden for responding, or a combination of those
factors, The .sult of the reciiculation is a substan .al decrease in
estinated b sern on the public,
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