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MEMORANDUM FOR: Donald A. Cool, Chief4

Radiation Protection and Health ttfects Branch
Office of Nuclear Regulatory Research

,

FROM: Brenda J. Shelton, Chief
Information and Records Management Branch ;

Division of Information Support Services i

Of fice of Information Resources Management

SUBJECT: 10 CFR 34. LICENSES FOR RADIOGRAPHY AND RADIATION SAFETY |

REQUIREMENTS FOR RADIOGRAPHIC OPERATIONS

We have reviewed the subject proposed rule and draft OMB clearance package for
compliance with the Paperwork Reduction Act of 1980 (44 U.S.C. 3501 et seq.) and :

'

have the following comments on the rule:

The burden in the Paperwork Reduction Act Statement is reflected as 13
hours. Based on our review of the draft OMB supporting statement, the
burden should be approximately 148 hours.

Please change the OMB approval number in section 34.8 from 3150-0023 to
3150-0007.

Paragraph 34.13(j)(3) requires the licensee to comply with the requirement
of $34.31(a)(1), a paragraph that is not included in the rule.

The requirement at Appendix A.II.10 appears to be an incomplete sentence.
Please note that the information collections contained in Appendix A are
not addressed in the supporting statement. Therefore, if revision to
A)pendix A.II.10 results in additional information collection requirements.
t1ey must be included in the supporting statement.

Comments on the OMB clearance package are annotated on the enclosed copy. Please |

address in the supporting statement the information collections for Appendix A,
and resubmit the final clearance package to me in sufficient time to ensure its
receipt by the Office of Management and Budget (OMB) no later than the date the
rule is published in the Federal Reaister. Publication of the rule is on hold in i
the Office of Administration pending IRM approval of the clearance package.

*

Should you require further assistance, please contact Beth St. Mary at 492-8540.

6.
enda J She n, C

nformatiorhand Records Management Branch j
Division of information Resources Management |
Office of Information Resources Management

Enclosure:
As stated j

|

cc: M. Thomas. RES j
D. Nellis, RES

-

M i ce w Anu |

9405090334 940503
PDR PR
34 59FR9429 PDR j
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! OMB SUPPORTING STATEMENT FOR 10 CFR PART 34
'

LICENSES FOR RADIOGRAPHY AND RADIATION SAFETY REQUIREMENTS
FOR RADIOGRAPHIC OPERATIONS

(3150-0007)

Descriotion of the Information Collection

10 CFR Part 34 provides certain recuirements exclusive to licensees using
byproduct material for purposes of incustrial radiography, a technique of non- .

ldestructive testing. The byproduct material-is normally employed in the form of
sealed sources which emit high levels of radiation. Those sources are remotely
moved from their shielded position in the radiographic device to an unshielded
position up to 15 feet away and again returned to their shielded position I
following each radiograph. These radiographic devices are also often moved from. i

location.to location at a jobsite, and transported from jobsite to jobsite. The ,

many manipulations of the sources, movement. and transport ~of the devices result i
in unique and continuing potential and actual hazardous radiological conditions.

Thuni . |

This rulemaking revises 10 CFR Part 34 in its entirety. Mhis rulemaking includes
additional safety requirements to enhance the level of protection of
radiographers and the public and clarifies the regulations so that licensees may
have a better understanding of what is expected in radiographic operations. This

,) rulemaking includes a number of updated radiography regulations that have been
j adopted by many Agreement States.
( 1g
! A. JUSTIFICATION

1. Need and Practical Utility for the Collection of Information
' ?

\The information collection requirements of the revised 10 CFR Part 34 are

% identified below.

,I .11 Acolication for a specific license. and S 34.13' Soecific license for
' % . ,radioaraohv.

MTaken together these two sections (currently at S 34.3 and S 34.11)

.[
require a license ap licant to submit an application on NRC Form 313. to the NRC
so that the NRC may etermine whether the applicant's equipment, procedures. and
personnel are adequate to protect public h g and saf,ety. j _

6- J w- a,,
, ires applicants toParagraph 34.13(b). currently paragraph 34.11(b .'

u.
.

|) have a training program for radiographers and radio aphers assistants, and to
submit to the Commission a schedule or description f the program specifyina (1)

| ~ the initial training: (2) on-the-job training: ( ) annual safety reviewsh/4)
| means to be used to determine the radiographer's nowledge and understanding of
| and ability to comply with the applicant's operating and emergency procedurese
'

and (5) anc to be used to determine the radkgeapher'5. 65515L60t's kuuwiedgG-
4md6f544Ading nf anri ability to comply withlbe-Gerninission's rcgulations and

-+icesing xequirements and the--ap9icant 'Loperating and emergency--pr-ocedures.-
This information is reviewed by tie NRC staff to ensure that radiographers and
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their assistants will have sufficient training to ena e them to work safely and
in compliance with NRC regulations, license conditio s .,and licensee operating

N and e jer ency 3rocedures.m

F Paragrap134.13(c), currently paragraph 34.11(b)(5) has been rewritten, it/

now requires applicants to establish and submit to the Commission a description
of its procedures for verifying and documenting the certification status of its
radiographers and for ensuring that the certification of individuals acting as
radiographers remains valid. The procedures are intended to ensure the licensee
has a program in place for assuring that individuals acting as radiographers are
certified as required and that the licensee is aware when re-certification needs
to be considered. The NRC reviews the procedures to ensure adequacy. A record
of the verification is to be maintained in accordance with S 34.79.

Wragraph 34.13(d). currently paragraph 3411(c), requires that applicant'

g' establish and submit to the Commission satisfactory written operating and
emergency procedures. The o]erating and emergency procedures are intended to
provide radiography personne~ with step-by-step instructions and procedures so
that the performance of industrial radiography will not endanger health or pose
a danger to life or property. The preparation of operating and emergency
procedures is intended to assure that radiography personnel are aware of
specifically what needs to be done and how it should be done, so that there is
no misunderstanding of what is required of each person involved in the overall
cadiography operation.

E-Paragraph 34.13(e), currently paragraph 34.11(d). requires that the
applicant establish and submit its program for annual inspections of the job
performance of each radiographer and radiographer's assistant as described in
S 34.43(d) . The existing rule requires quarterly inspections. The frequency was
reduced to annual to reduce the burden on licensees. The inspections are
necessary to ensure that radiographers and radiographers' assistants are
performing their jobs in accordance with the operating and emergency procedures

hv t forth in their license.
se

-Pa'ragraph 34.13(f) . currently paragraph 34.11(e), requires that the
/ applicant submit a description of its overall organizational structure as it

applies to the radiation safety responsibilities in radiography, including |
s3ecified delegations of authority and responsibility. The NRC staff will review
t1is information in order to ensure that the licensee's organization will provide
adequate management oversight, supervision and accountability for safe operation
of the radiography program and that the lines of authority and responsibility are
clear and unambiguous.

1

4- -Paragraph 34.13(g) is new. It requires the applicant to designate and I

identify a Radiation Safety Officer (RS0) responsible for implementing the
licensee's radiation safety program. This requirement. albeit, new to the
document is not a new requirement. This has always been assumed by the NRC to i

be " Individual Responsible for Radiation safety Program." Item 7. on NRC Form
313. It was separated from paragraph 34.13(f) in order to make it clear to the
licensee / applicant the need to complete Item 7 on NRC Form 313. This information
is reviewed by the NRC staff to ensure that a qualified individual is assigned
for radiation safety.

& Paragraph 34.13(h). currently paragraph 34.11(f) . requires an applicant
that desires to conduct its own lea ( tests to determine possible leakage or
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! contamination from sources used in industrial radiography to identify the
i manufacturers and model numbers of the leak test kits to be used, and to provide
: its specific procedures for performing the tests. The procedures for performing
i the tests must specify the method of performing the leak test, the

instrumentation to be used for measurement of the leak test sample, and- the;

i experience of the person who will perform the tests. The NRC staff reviews the
i procedures to ensure that the method of obtaining the leak test sample will be

adequate to determine if there is any leakage or contamination, and that the
person who will perform the leak tests has training and experience in performing
such tests., .

c7aragraph 34.13(1) is new. It requires the applicant to identify the;

{ locations and describe all field stations and permanent radiographic
installations. This requirement, albeit, new to the document, is not a new2

; requirement. This has always been assumed by the NRC to be " Facilities and
Equipment," Item 9. on NRC Form 313. It is addressed separately in order to make*

j it clear to the licensee / applicant that they need to complete Item 9 on NRC Form
~

313. This information is necessary because field stations and permanent
; installations may be far removed from the home office and the information is

%gj needed to facilitate safety inspections.
iParagraph 34.13(j) is new. It allows the applicant the option to affirm-j y

. that all individuals acting as radiographers will be certified in radiation
! safety by a certifying entity before commencing duties as radiographers. This
i affirmation is in lieu of describing the means used to determine the
4 a radiographer's knowledge and understanding of the subjects outlined in
! S 34.43(f). It also allows the applicant the option to substitute radiographer,.

i certification in lieu of the described means to determine the radiographer's
! - knowledge and understanding of the subjects outlined in S 34.43(f). |

^- ine information required by sections 34.11 and 34.13 are submitted on the
i Form 313, OMB Clearance number 3150-0120., as part of the application process.

All information required by the revised sections is required by the current
regulation except for annual safety reviews, required by paragraph 34.13(b), and |

; identification of manufacturers and model numbers of leak test kits, required by ;
; paragraph 34.13(h). and the new requirements of paragraphs 34.13(g) and 3'4.13(1).

The increase in burden for NRC Form 313 due to these added requirements is,

included in the licensee burden table.

! S 34.20 Performance reauirements for radicaraohv eauioment.
i

i G -Paragraph 34.20(b)(1) is unchanged from the current rule and requires that
i each radiographic exposure device have an attached label bearing information
' identifying the radionuclide in the device, its activity and the date that this
: activity was last measured, the manufacturer, model and serial number, and the

licensee's name, address, and telephone number. This information will serve as i
" a safety notice to users and members of the public. The label requirement has i

been incorporated in the regulations, in part. in conformance with ANSI Standard
. N432.

C~ Paragraph 34.20(b)(2) requires that radiographic exposure devices intended;

/ for use asge4gewRgcontainers meet the applicable requirements of 10 CFR
,

Part 71. ~4 the requirement to include documentation of the OAm

program requirements outlined in S 71.105. The addition of the requirement to

i %
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document the QA program was included to reduce the existing confusion concerning
! what is required for licensees to meet the requirements of Part 71. While NRC

licensees have always been expected to meet this requirement a number have not
done so. The requirement is necessary for licensees to demonstrate that the )
transport package is capable of meeting its intended purpose. /

,

C e_ Paragraph 34.20(f) is new. It requires that all associated equipment
acquired after January 10, 1996, be labelled to identify that the components have-

i met the requirements of section 34.20. This was added to reduce the burden of
proof on the licensee and to speed up the inspection process by reducing record~

searches for a component to ensure that it meets the requirements of Part 34.

S 34.25 Radiation survey instruments and S 34.65 Records of radiation survey.

i instruments.
.

! Paragraphs (b) and (c) of S 34.25 require that each radiation survey instrument
be calibrated at intervals not to exceed 6 months and after each instrument"

servicing, and that a record be maintained in accordance with S 34.65. The
existing rule requires that radiation survey instruments be calibrated at 3 month
intervals and a record maintained of the calibrations. The calibration interval
is being extended from 3 months to 6 months because survey instruments are now
sturdier and more reliable. The making of radiation surveys is one of the most

| important aspects of radiation safety and the instruments must provide reasonable
accuracy in the measurement of the levels of radiation to which individuals are
exposed during conduct of radiographic operations. The records allow NRC

,
~ inspectors to verify that required calibrations have been performed. The

licensee will use the records to assure itself that the instruments available to'

radiographers and radiographers' assistants are properly calibrated. this is a,

burden reduction, since licensees will be required to maintain fewer records
under the revised rule.

5_34.27 Leak-testina and reolacement of sealed sources and 6 34.67 Records of
leak testino and reolacement of sealed sources.

( < Paragraph 34.27(b)(2) requires the licensee to maintain records of leak
test results in accordance with S 34.67 and is the same as the existing
requirements in S 34.25(c).,

i
e Paragraph 34.27(b)(3) requires that the licensee not use a sealed source

'

in the absence of a certificate from the transferor that the source has been leak
tested within the 6 months before the transfer, and is the same as the existing

! wording in paragraph 34.25(b).

C" Paragraph 34.27(c) requires that the licensee perform the leak test
required by paragraph 34.27(b)(1) using a leak test kit or a method approved by
the Commission or an Agreement State, and that the person performing the leak
test be approved by the Commission or an Agreement State. This is necessary to
ensure that the licensee performs the test properly.

?-Paragraph 34.27(d) requires that licensees report within 5 days of the leak1

l testing any result which would indicate that a source is leaking and is the same
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as the existing requirement in paragraph 34.25(d). The report must describe the I

equipment involved, the test results, and the corrective action taken. The NRC
staff uses the report in assessing whether the corrective actions initiated by |
the licensee are adequate to protect workers and the public from the hazards of
a leaking source. The NRC staff also uses the report to identify generic
problems with respect to source design, radiograahic equipment design, or;

problems in source manufacturing and quality contro' .
4

& The only new requirement in this subsection is the addition of leak testing
of "S" tubes. Paragra)h 34.27(f) requires licensees to conduct leak tests of "S"
tubes manufactured us ng depleted uranium for shielding, at least annually, and
to maintain records of these tests in accordance with S 34.67. A leak test is
the only effective method of determining the integrity of the sealed source.
Serious health hazards could result from a leaking source. The records allow NRC
inspectors to verify that required tests to detect radioactive contamination have
been done.

S 34.29 Quarterly inventory and 6 34.69 Records of auarterly inventories. |
C Paragraph 34.29(a) re ires the licensee to conduct a quarterly physical
inventory to account for all sealed sources received and possessed under the.

license, and paragraph 34.29(b) recuires the licensee to maintain records under
S 34.69 of the material inventoriec for 3 years, and is similar to the existing
requirements in 34.26.

,

S 34.31 Insoection and maintenance of radicarachic exoosure devices. storaae
containers. associated eauioment. and source chanaers and S 34.73 Records of
insoection and maintenance of radioarachic exoosure devices, storaqe containers.
and source changers.

P Paragraph 34.31(a) requires that the licensee visually check for obvious
defects in radiographic exposure devices, storage containers, associated'

: equipment, and source changers prior to use each day the equipment is used to
ensure that the equipment is in good working condition and that required labeling
is present. While the current rule requires a daily check, no requirement for
follow-up actions was included and associated equi 3 ment is not included in the
current rule. Associated equipment has been adced to the new rule because
experience has shown that defects in this equipment can affect safety. The
revised rule specifies that if defects are found, the equipment must be removed
from service until repaired, and a record must be made in accordance with

.

S 34.73. The new requirement was added to ensure that licensees take appropriate
actions if defective equipment is found. A record is needed for licensees to
demonstrate that the appropriate actions have been taken if defects are found.
PParagraph 34.31(b) requires that the licensee have a program to inspect for
obvious defects of radiographic exposure devices, source changers, associated
equipment and storage containers at three month intervals to ensure the proper
functioning of equipment, to remove defective equi] ment from service until it is
repaired, and to make a record under S 34.73 of eac1 quarterly inspection and any
defects found during the inspection and to keep these records for 3 years. The
revised recordkeeping requirements in paragraph 34.73(b) are an expansion of what
is presently in S 34.28(b) which requires that records be kept of inspections for

,
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3 years but did not specify what information to keep. The records assist the
licensee in keeping track of when the equipment was last inspected and maintained
and when inspection is next due. The records are used by NRC staff to determine
the extera of compliance by the licensee, ard to detect problems that may be
generic to the equipment so that corrective action might be taken.

S 34.33 Permanent radicarachic installations and S 34 75 Records of oermanent
radioarachic installation _sm

( ~ Paragraph 34.33(b. requires that the alarms on permanent radiographic
installations required by S 34.33(a) be tested at the beginning of each day of
equipment use in order to ensure that they are functioning properly to prevent
inadvertent entry into a radiographic installation (cell) while a source is in
the unshielded Jositian. Defective control devices on alarms are to be
immediately labe~ ed as such and repaired before use. This is necessary to warn
personnel of potential radiation hazards. The testing frequency has increased
from quarterly in the current rule to daily in the revised rule to prevent
personnel overex]osures due to defective alarms. Records of the alarm test are
to be maintainec under S 34.75 for 3 years, which is the same as the current,

requirement in S 34.29(c) with the additional requirement of recording the alarm
system tests performed before each day of use. These alarms are an important,

backup to the radiation survey instrument and are intended to prevent inadvertent
entry irito a radiographic installation (cell) while a source is in the unshielded
pusition.

S 34.35 Labels. storace. and transoortation crecautions.

6 Paragraph 34.35(a)(2) is a new section that requires that the licensee not
,

transport licensed material unless the material is packaged, labeled, marked, and
accompanied with appropriate shipping papers in accordance with regulations set
out in 10 CFR Part 71, including documentation of the OA program requirements
outlined in S 71.105. This is necessary to ensure that the licensee is in
compliance with regulations stated in this part and in Part 71.

S 34.42 Radiation Safety Officer

C This is a new section whicn requires that the Radiation Safety Officer
(R$0) meet certain training and documented experience qualifications prior to
being designated as the RSO. The RSO is responsible for establishing and
overseeing the development of procedures required by S 34.45: ALARA procedures
as required by 10 CFR Part 20; overseeing the training program required by
S 34.43: and overseeing the performance of radiation surveys and leak tests<

required by S 34.49 and S 34.27 respectively: that records of personnel
monitoring results are maintained and that timely notifications are made as
required by S 20.2203. The RSO is to be listed on the license application as
required in S 34.13(g).

S 34.43 Trainina and S 34.79 Records of training and certification.-

-F' Paragraph 34.43(a)(2) is new. It requires that radiographers be certified ,
by a certifying entity a d h h A g cp,c s9- 4

'
-
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Paragraph 34.43(a)(3), currently 34.31(a)(2), contains a new requirement i

for the licensee to provide radiographers with copies of pertinent sections of |
Parts 30 and 71, and instructions in applicable Department of Transportation i

regulations as referenced in 10 CFR Part 71, in addition to the existing !
requirement to provide copies of pertinent sections of Parts 19, 20. and 34: the |
NRC license; and operating and emergency procedures. This is needed to ensure
that radiographers are sufficiently knowledgeable of NRC regulations prior to
sino licensed material. __ i
g Paragraph 34.43(aT(4). currently 34.31(a)(4). has been revised to only * I

recuire a written examination covering the licensee's license. NRC regulations, , |
_the licensee's operating and emergency procedures.

- Paragraph 34.43(b)(1) currently J4.JHDJU). Cont 3TTis a new F quirement
or the licensee to provide radiographer's assistants with copies of pertinent

sections of Parts 30. and 71, and instructions in applicable Department of
Transportation regulations as referenced in 10 CFR Part 71, and the NRC license
under which the assistant will perform radiography. in addition to the existing
requirement to provide copies of pertinent sections of Parts 19, 20. and 34: and

_
operating and emergency procedures. This is needed to ensure that radiographer's
assistants are sufficiently knowledgeable of NRC regulations prior to using i,

M icensed material
AParagraph 3~4T35)(3) removes the provision for an oral examination and now@h-

~

requires that_a_wcitton examination be adminieprod. __.-
~ -

Paragraph 34.43(c) is a new requirement to conduct annual safety reviews |

for radiographers and radiographers' assistants, with records maintained in
accordance with paragraph 34.43(e). This requirement replaces the recuirement
in paragraph 34.13(b) for periodic training and was revised to make it c~ ear what
was meant by periodic training.

6 ~~ paragraph 34.43(d NdcNn rding of job perf CciirrentTf
34.20(d)h( on a cuart ly basis, has been reduced to annual to reduce the
administrative burcen on the licensee. For individuals who have not performed
radiographic operations for more than six months, an inspection of job
performance would be required as in the existing rule at the time they next
participate in a radiographic o]eration. This reduction was done primarily in
response to comments made at t1e Radiography Workshop conducted in November,
1992. . _

CMkAwWw &&N C Parag aph 34.43(e) requires that the dcensee maintain records of training
to include written and field examinations, annual safety reviewsS(annual-

\ inspections of job performance. The licensee shall maintain records of the
aforementioned items in S 34.79. which is currently required in S34.31(c) with

g%theadditionofthenewrequirementfordocumentingtheinformationcoveredin
N nnual safety reviews. The existing regulation does not have a specific

grecordkeeping requirement except for tests administered. The revised rule
requires licensees to keep track of when and what training was provided, who
provided the training and who received the training. This is needed to enable
licensees to demonstrate compliance with NRC requirements. The records of the
annual inspections of job performance will be used by the licensee to kee] tra
of deficiencies, if noted. so that they can be corrected. Pegrph M #

34.79 requires that the licensee retain these records for a period of 3 years s
s
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| after the record is made so that the NRC can inspect to ensure that these )
' individuals are properly trained. '

S 34.45 Operating and emeraency orocedures and S 34.81 Records of ODeratina and I

emeraency orocedures.
.

| C Paragraph 34.45(a), currently 34.32, requires that licensees develop
'

! procedures for routine operations and emergencies for employees to follow in
| performing safety functions. These include the safe handling and use of sealed |
| sources and radiographic exposure devices; conducting radiation surveys:

controlling access to radiographic areas: locking and securing radiographic
exposure devices, storage containers, and sealed sources: personnel monitoring:
transporting sealed sources; inspection and maintenance of radiographic exposure e

devices and storage containers; steps to be taken if a pocket dosimeter is off-
i scale: procedures for identifying and reporting defects and noncompliance:

accident procedures: minimizing exposure; a source recovery procedure if the |i

| licensee will perform this function rather than using a consultant (which is a |
| new requirement): and maintenance of records. Paragraph 34.45(a)(6) currently '

34.32(f), is not new. the word " posting" has been changed to " placarding" to fit 1
,

| better when discussing transportation issues, and the reference to the Department
of Transportation 49 CFR Parts 171.172, and 173 has been added to provide

,

further information regarding transportation of radioactive materials. The :

requirement for a source recovery procedure in paragraph 34.45(a)(12) is new. l

It is necessary for the licensee to have this procedure if the licensee is going i
to recover sources on their own. '

Paragraph 34.45(b) requires that the licensee maintain copies of current ,

| operating and emergency procedures in S 34.81 which is unchanged from the
requirements currently in S 34.32. g
S 34.47 Personnel monitorina. W

p

Maragraph 34.47(a) requires that radiographers wear several types o
devices to monitor their exposure to radiation. These ire: The pocket
dosimeter, the alarm ratemeter, and a film badge or thermoluminescent dosimeter
(TLD). There is a new requirement is that the pocket dosimeter range must be
from 0 to 2 millisieverts. Under the current regulation radiographers could use
a pocket dosimeter with a wider range and a higher endpoint that may not provide
sufficient sensitivity to record routine exposures. This could lead to
ootential for overexposures to occur without sufficient warni

G - Paragraph 34.47(b) requires radiograpners w reaTand record the exposure
on the their pocket dosimeters at the beginning and end of each shift, and that
records shall be maintained for 3 years as s)ecified in paragraph 34.83(a). This
to ensure that radiographers determine anc maintain adequate records of their

| occupational exposures. The current rule requires pocket dosimeters to be read
and exposures recorded daily, but many have misinterpreted this requirement, so
the language was revised to clarify the intent that the exposure recorded be only

| the one received on a shift. When the radiographer records the pocket dosimeter
reading. the licensee then knows the amount of exposure a worker received during
a given shift and the licensee can take needed actions (e.g. , adjust the worker's
assignments so as to maintain their accumulated dose within regulatory limits A
provide training to improve their work habits and thus reduce their dose).
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WParagraph 34.47(c) requires that the pocket dosimeters be checked at
periods not to exceed 12 months (rather than 1 year as in the current rule) for;

correct response to radiation, and that records shall be maintained for 3 years
as specified in S 34.83(a). Again 3 years is the same time period as specified'

in the current rul The,on change is to clarify that 1 ' ear means not to
exceed 12 months. * O W "As*** * dw "r d

'

- F Paragraph 34.47 re ires that a determination of xposure be mad a
individual's Jocket dosimeter goes off-scale and that the result of e

'

determination 3e maintained in accordance with S 34.83(d). This is revised f ,

the current rule to restrict individuals m working with a discharg |
dosimeter, unless any exposure to radiation ca e ruled out or the RSO makes a :

| determination of the individual's exposure and makes a record of that
determination. This is needed to verify that an individual's dose is withini

regu.latory limits.
C Paragraph 34.47(e) requires that if a film badge or TLD is lost or damaged
that the exposure be calculated for the time period from issuance to loss or4

damage, and that a record be maintained of the calculation in accordance with,

; - 34.83fd)._

i A -Paragraph 34.47(f) requires that the licensee maintain reports received
] from film badge and TLD processors until the license is terminated as specified

the current rule under S 34.33(e) and in S 34.83(c) of the revised rule.
p r'agraph (g) of 5 34.47 requires that alarm ratemeters be calibrated at;

i periods not to exceed one year for correct response to radiation. A new
requirement is added that the licensee must maintain records of the calibrations '

i for 3 years after the record is made as specified in S 34.83(b). This was added
; to provide a means for the licensees to demonstrate to NRC that their alarm

ratemeters are properly calibrated.,

1

S 34.49 Radiation survey.s and S 34,85 Records of radiation surveys. i

- f WW%)
! 6 - Paragraph (f) of S 9 recui e that radiography licensees magg;gf

AriTrvey i5 - %records of storage surveys in accorcance with S'34.85 for 3 years. s

required by paragraph (d) of S 34.49 when that survey is the last one that is,

performed on that day and is unchanged from the current rule. It is intended to
i demonstrate that the radioactive source is in the fully shielded position at the
! end of the work day after the device has been placed in its storage location.

A device may remain stored for an extended period and, if the source is not fully
shielded, it could cause excessive and unnecessary radiation exposure to

, 7 unsuspecting individuals. This is a current requirement at S 34.43(c) and is not
being revised.T 3 yq! .

the maximum amount of radioactive mate #Msurveys ee-conducted initially withnareyeph (c) of 9 34.J requirrc:
rial present in the storage location and2

g g, thereafter at the time of the quarterly inventory and whenever storage conditions4

-

ch g These surveys are necessary to ensure that radiation levels do not
#

; emcee the limits specified in 10 CFR 20.1301. Rccort cre retair,cd Mr 3 years
ir acccrdance ''ith paragraph (c) of S 34.,35i

: The following sections are not entirely new. Most of the requirements contained
in these sections are imbedded throughout the current rule. This subpart has
been added to place recordkeeping requirements in one location in the rule.

:
I
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S 34.61 Records of soecific licenses for radicarachy.

This new section requires the licensee to have a copy of the license, license
conditions, documents incorporated by reference, and amendments until the NRC
. terminates the license. The purpose is so that the licensee will review the
documents regularly to verify that they are in compliance with the conditions of ,

the license and the commitments that it has made. !

S 34.63 Records of receiot and transfer. 1

This section requires that the-licensee maintain records showing receipts and
trarisfers of sealed sources for 3 years after the record is made. Section 30.51
already requires radiography licensees covered under Part 34 to maintain records
of byproduct material receipt and transfer for 3 years. This provision was added
to Part 34 because some licensees misunderstood the applicability of this
requirement. The' following information must be included in the record: the

-

date, the individual making the record, the radionuclide, number of curies, and
make, model, and serial number of each sealed source and device, as appropriate.
The records allow NRC inspectors to verify the sources the licensee is presently
using.

'
S 34.65 Records of radiation survey instruments.

This new section requires that the licensee maintain records of the calibrations
of their radiation survey instruments, and that the records be retained for 3
years. These requirements are the same as those in the current S 34.24. The
records allow NRC inspectors to verify that required calibrations have been
performed. The licensee will use the records to assure itself that the
instruments available to radiographers and radiographer's assistants are properly
calibrated. Tflis is a burden reduction, since licensees will be required to
maintain ewer records.,under the revi rd mle. These records are necessary to
verify t at the licensee is in compliance with NRC requirements as described in
S 34.25, and to ensure the safety of the users of these instruments.

' W A<- 1 ;

h m b u [r dm. M.
N

A% 1A rA ,vwisdA w -

h

fCxy M~
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S 34.67 Records of leak-testina and reolacement of sealed sources.
,

!

This new section requires that the licensee maintain records of leak test results
and that the records be retained for 3 years. These requirements are the same
as those in the current S 34.35(c). These records are necessary to verify that
the licensee is in compliance with NRC requirements as described in S 34.27. and
to ensure the safety of sealed sources.

S 34.69 Records of cuarterly inventory.

This section requires that the licensee maintain records of quarterly
inventories. Paragraph (a) requires that the records be retained for 3 years.
Most of these requirements are the same as those in the current S 34.26.
Paragraph (b) requires that the record include the quantities and kinds of
byproduct material (including the model number. the serial number and
manufacturer), location of sealed sources, the name of the individual conducting
the inventory and the date of the inventory. The new requirements are the model
and serial numbers, the manufacturer of the sealed source, and the name of the
individual conducting the inventory. These new requirements were added to ensure
that licensees maintain complete records to ensure traceability of sealed
sources. The inventories are used by the licensee to verify the location of the
sources and to control the type, quantity and use of byproduct material. The
records allow NRC inspectors to verify that the required inventories have been
conducted and to ensure that the licensee is in compliance with authorized
possession limits.

S 34.71 Utilization loos.

4.. - Paragraph (a) of this section requires that the licensee maintain current
utilization logs. These logs must show for each sealed source the following
information: (1) a description, including the make, model number and serial
number of the radiographic exposure device or storage container in which the
sealed source is located: (2) the identity and signature of the radiographer to
whom assigned; (3) the plant or site where used and dates of use, including the
dates removed from and returned to storage. The new requirements in this section
are the model and serial numbers and the manufacturer of the radiographic
exposure device. the signature of the radiographer to whom assigned, and the
dates the device is removed from and returned to storage. These requirements
were added to demonstrate adeqdate control of licensed material. The current
regulation only recuires a descri) tion of the device or storage container the
identity of the raciographer to w1om assigned and the plant or site where used ;

and the dates of use. The records required by this section are used by the '

licensee to maintain control censed material, and allow NRC inspectors to
determine whether the license material has been properly controlled and used.

l Paragraph (b) of this section equires that the licensee retain these records for
a period of 3 years after the record is made.

!

S 34.73 Records of insoection and maintenance of radioarachic exoo.sure devices.
storage containers. and source changers.

rWiis new section requires that the licensee maintain records of inspection
and maintenance of radiographic exposure devices. storage containers. and source
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changers and that the records be retained for 3 years. The records specified i

at S 34.73 must include the date of check, ecuipment inspected, name of
inspector. and any defects found and repairs mace. The records assist the
licensee in keeping track of when the equipment was last inspected and maintained
and when inspection is next due. The records are used by NRC staff to determine
the extent of compliance by the licensee, and to detect problems that may be
generic to the equipment so that corrective action might be taken.

S 34.75 Records of Dermanent radicarachic installations.
"This new section requires that the licensee maintain records of the alarm

checks at permanent radiographic installations, and that the records be retained'

for 3 years. The records are used by the licensee to keep track of when the
:

tests were last performed and when they are next due. The records are &ls.used
by NRC inspectors to determine compliance with required testing of important
safety e u1 menta-s ff c%s- e M 7 h a 4e ,,e

A6 es- ptn aAk.>,
.

'

,

S 34.7 ecords of trainin and rtification.

inis new section requires that the licensee maintain records of training
and certification of radiographers and radiographers' assistants. It requires4

that the licensee retain these records so that the NRC can inspect to ensure that
these individuals are properly trained. The existing regulation does not have
a specific recordkeeping requirem. t e tygr esp Ldministered. The revigdrule requires licensees to keep t a 4 4 ' w Training was providede4no
provided the traini9 and who. received .the training. This is needed to enable
licensees to demonstrate compliance with NRC requirements. The records of the
annual inspections of job performance will be used by the licensee to keep track
of deficiencies, if noted, so that they can be corrected. Paragraph (a) requires

,

that the record include radiographer certification documents, certification
status verification, copies of written tests. dates of field examinations, and
names of individuals conducting the field examinations. Paragraph (b) requires;

that records of annual safety reviews and annual inspections for each
radiographer and each radiographer's assistant be maintained. The records must^

list the topics discussed, the dates of the reviews, and names of the instructors
,

and attendees. For annual inspections the records must also include a list of
the questions asked and any non-compliances observed.

.

S 34.81 Records of ooeratina and emeroency orocedures.
q__--Ihis new section requires that the licensee retain records of operating and
emergency procedures until the Commission terminates the license and that the
licensee retain copies of superseded material for 3 years after each change. The
records allow the operators to have access to an up-to-date set of written
o)erating procedures so that they can operate the radiography equipment properly.
T1e NRC inspectors review these procedures to ensure that current instructions!

i

: are being provided. !

y S 34.83 Records of oersonnel mort,itorina..

7 S6ction 34.83 is reviseB as cTarrentipritten imS 34.33(b) and requirese

licensees to maintain records of alarm ratemeter calibrations, pocket dosimeter
.

readings and operability checks for 3 years from the date the record was made,
and to maintain records of film badgefor TLD, reports gAc~6l the Commus, ion

,

terminates the license. dq (c)) % @j hgv

/y ;. . . . .
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Each licensee shall mhqtain the follpfing ex30su e records
(a) Daily pocket dosimett readings and year ~y operability checks for 3

years after the record is made.
(b) Records of alarm ratemeter alibrations for 3 years after the record

is made.
(c) Reports received from the fi badge or TLD processor until the

Commission terminates the license.
(d) Records of estimates of exposures a result of off-scale pocket;

dosimeters or lost or damaged film badges or TLDs til the Commission terminates!

the license. N

The records serve as an important mechanism for controlling ex)osure on a
: day-to-day basis, provide indications of inadvertent exposure, anc provide a

backup record of estimated exposure in case a film badge or thermoluminescent
dosimeter is lost. Pocket dosimeter readings are often the first indication a
radiographer has of an overexposure or an improperly stored source. Records of

| pocket dosimeter readings are needed in investigations of incidents and
| overexposures, since they are the only available record for the exposure received

that day.

S 34.85 Records of radiation survevs.
| h Mhis new section requires that the licensee maintain records of each

exposure device survey conducted before placing the device in storage in
accordance with S 34.49(e) for 3 years after the record is made. if that survey
is the last one performed in the work day. The records allow NRC inspectors to
verify that the required radiation surveys have been done and that the radiation
dose limits are being complied with.

S 34.87 Forms of records.

This section describes allowable forms for official records. This section
(currently at S 34.4) is not new. The word " maintenance" was changed to " form"

cit'r~#4trrres-that -the - records ~gagewsed4rMRG-ngulatji.ons .
in keeping with the latest lan

required by Part 34 be leg 1 roughout the
specified retention period. The record may be the original or a reproduced copy
or a microform provided that the copy or microform is authenticated by authorized 1

personnel and that the microform is capable of reproducing a clear copy I
throughout the required retention period. The record may also be stored in i

Ielectronic media with the capability for producing legible. accurate, and
complete records during the required retention period. Records, such as letters,
drawings, and specifications, must include all pertinent information, such as
stamps, initials, and signatures. The licensee shall maintain adequate
safeguards against tampering with and loss of records.

S 34.89 Documents and records reouired at field stations and oermanent
installations.

This new section adds the requirement to maintain copies of the following records
,

at field stations to demonstrate compliance with NRC regulations in conducting ;
radiographic operations and to ensure that adequate information is available to '

safely handle radioactive material:

|
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(a) A copy of Parts 19. 20. and 34 of NRC Regulations:
(b) The license authorizing the use of licensed material:
(c) Operating and emergency procedures required by S 34.45:
(d) The record of radiation survey instrument calibrations required by S 34.65:'

(e) Records of leak test results required by S 34.67:
(f) Quarterly inventory records required by S.34.69:

i (9) Utilization records required by S 34.71:
(h) Records of inspection and maintenance required by S 34.73:
(i) For nermanent installations, records of alarm system and entrance control

3 checks required by S 34.75.
(J) fraining and certification records required by S 34.79:'

(k) Survey records required by S 34.85.4

(1) Personnel monitoring records as required by S 34.83: and
gjm) Records of receipt and transfer of sealed sources required by S 34.63.;

,_ . +- - " - m- A s / e t__ p
~

- -

5 34.91 Docimefits4nd records re'auMat temocrary EbsitTes afid use or storaae
~

'

j locations eiceedina 180 days. L/
2 This new section adds the requirement that each licensee conducting operations

at a temporary jobsite shall maintain copies of the following documents and
i records at the temporary jobsite in order to safely perform radiographic

boperations: m gg p
(a) Operating and emergency procedures required by S.34.45.
(b) Evidence of latest calibration of the radiation survey instruments in use

.
at the site required by S 34.65.
(c) Evidence of latest calibration of alarm ratemeters and operability checks*

; of pocket dosimeters required by S 34.83.
' (d) Latest survey records required by S 34.85.

(e) The shipping pa]ers for the transportation of radioactive materials required
by S 71.5 of this c1 apter: and
(f) When operating under reciprocity pursuant to S 150.20 of this chapter, a
copy of the Agreement State license authorizing use of licensed materials.'

34.101 Notifications. ]g gL
This section, currently at S 34.30. contains' otification requirem s. tions
34.101(a) and (b) specify requirements fo notifying the NRC of significant ;

; health and safety events ard are unchang d from the current rule. A new !
Isubparagraph, 34.101(c), has been added that equires the licensee to notify the

appropriate NRC regional office in writing prior to conducting radiographic
operations or storing radioactive material at any location not listed on the
license in excess of 180 days. This requirement is necessary in order to provide
the NRC with information in a timely manner to permit inspection of radioactive
material at these locations to ensure that they are in compliance with NRC safety
regulations.;

w& h^

fl
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| 6 34.111 Acolications for exemotions. - I

This section, curren'N(tra'at S 34.51 permits licensees to request exemptions from
requirements by demons g to the Commission that alternate means of ensuring
that adequate health and saf measures are achieved in lieu of the regulations.
This section ccatains the follo new language: . endanger life or property"

or the common defense and security are otherwise in the public interest." as
I compared to the current language: . result in undue hazard to life or"

property." The new language was added to roaden the scope of this section, and!
1

to conform with other NRC regulations. l

. 2. Reduction of Burden throuah Information Technoloav
ere are no legal obstacles to reducing the burden associated with this

information collection. The revision to 10 CFR Part 34 encourages licensees, who
So de desire, to submit information in electronic format. Records may be retained

in electronic format.

_2~ Effort to Identify Duolication) The Information Requirements Control Automated System (IRCAS) was searched and
no duplication was found.

4. Effort to Use Similar Information,

' Inere is no similar information available to the NRC.

|i

|

|

|

|
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5. Effort to Reduce Small Business Burden~

Many NRC radiography licensees are small businesses. Efforts have been made to
keep the requirements for information to a minimum. However, since the
consequences of mishandling of a radiography source are likely to be the same for
large and small entities, it is not possible to further reduce the burden on
small businesses by less frequent or less complete recordkeeping or reporting.

6. Consecuences of Less Freauent Collection
Applications are only required to be submitted for the initial license, for
amendments. and for renewal every 5 years. The application arocess requires that
applicants and licensees perform a comprehensive review of tneir entire radiation
safety program to assure that all activities will be or are being conducted
safely and in accordance with NRC regulations. Recuests for certification
program approval proposed in S 34.43(a)(2) need to 3e submitted only once.
Requests for certification program changes would be submitted on an "as-needed"
basis. The submission of the required information is essential to NRC's
determination of whether the applicant has procedures that are adequate to
protect the public health and safety and meet regulatory guidelinesdhe review
and submission of the information recuired for the application is essential to
NRC's determination of whether the app'icant has training, experience, equipment,
facilities and procedures for the use of byproduct material that are adequate to
protect the public health and safety. Other reporting and recordkeeping
requirements are occasioned by specified events such as leak tests, instrument
calibrations, and inventories of licensed material. Conduct of these tests and
other events and collection of information concerning them at the required
frequency is essential to provide the assurance of protection for the health and
safety of workers and the public.

7 Circumstances Which Justify Variation from OMB Guidelines
'SecUon 34.27(d) varies from OMB guidelines in requiring that licensees report

within 5 days of the leak testing any result which would indicate that a source
is leaking. This requirement for a report in less than 30 days is necessary
because a leaking source could present a radiological hazard to workers and the
public, and NRC must be notified promptly in order to be able to assess whether
corrective actions initiated by the licensee are adequate.

Section 34. varies from OMB guidelines in requiring that licensees retain a
copy of current operating and emergency procedures as a record until the
Commission terminates the license. It is necessary that these procedures be )
retained longer that 3 years because the information is used by the licensee and
its employees throughout the period of licensed activity to guide the handling !
and use of radioactiv material in normal and emergency situations. |

4 M 5 A 9 3 (c,) f / |
8. Consultations utside the NRC 1

7mave-tcen no consultet4 ens-outside the ageney-since the-pcevious41eamrm
) 4 this inform 3tioMiecliun requi rement. The American Society for

Nondestructive Testing. Inc. (ASNT) was consulted concerning the certification
program develo3 ment and information collection requirements. The revised rule
will be publisled in the Federal Reaister for public comment.

|
l
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Confidentiality of Information'

j Ee. except for proprietary information.

X Justification for Sensitive Ouestions
There are no. questions regarding sensitive issues.

1.. Estimated Annualized Cost to the Federal Government
The estimated annual cost professional staff effort for activities other than
application review, which is included in OMB Clearance 3150-0120 .NRC Form 313.

M=" *h Ah70Dm Bur e
ee Tables 1- and 2. Total 10 CFR Part 34 burder/ m est f6r

recordkeeping and reporting is estimated to be 103.360 hours (In, add'ition, there

is an infr burden for NRC Form f 2 hours pace 1censees an@en
incrgase _geyJ $264 (!!32 v 2-hrsf"g3f_cn ,,;c rc=ltin; total erst for NRC Form

313 is $184.800f-Rqtal cost for licensees is estimated at $13.643.520 ($132
!

fT03.360-hrs).Keasons for Chance ih Burde%y 4 jgwgfgoo

| Q. n .) *
the change in burden is due to the revision of 10 CFR Part 34 in its

,

! entirety and additional J'oformation to he submitted on NRC Form 313, cleared
p' ' undenSMB-##T150-0120. %*%

~

cation for Statistical Use
,

k --B. COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS
Statistical methods are not employed in the collection of information.

s

|
|
|
|

|
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TABLE 1 :

INFORMATION COLLECTION BURDENS ASSOCIATED WITH !

RECORDKEEPING REQUIREMENTS OF THE REVISED 10 CFR PART 34

'd"W .SECTION LIC HRS / TOTAL COST AT REC. NOTES-

AFFECTED LIC BURDEN $132/HR RET.o7
WO 34.11(cb 700 1 700 92.400 3 Years

,

) M b)(1) 700 1 700 92.400 3 Years Labels !
''
g7

s ")Ig* 34.20(b)(2) 700 4 2'800 369.600 3 Years New. QA
sf documen-a tation

'

34.20(f) 700 1 700 92.400 3 Years New.
labels

34.25(c) 700 0 3 Years see
S 34.65 l

34.27(b)(2) 700 0 3 Years see'
. f.2.7(gg) S 34.67

|
34.27(c) 350 3 1.050 138.600 3 Years

34.27(f) 350 3 1.050 138.600 3 Years

34.29(b) 700 0 see
S 34.69

34.31(a) 700 0 see
S 34.73

34.31(b) 700 0 see
S 34.73

34.33(b) 175 0 see
. S 34.75 '

.

34.35(a)(t.) 700 10 7.000 924.000 3 Years W *

A "N.34.42 700 0 see S -

34.13
(g)

34.43(a) 700 1 700 92.400 some new

34.43(b) 700 1 700 92.400 some new

.

, not new - 0.^ pmtp om covered abovem

DRAFT 18 Thursday, October 14, 1993 11:24am

_



.- .. .- - .-.

.-
,

|
TABLE 1 (cont'd)

INFORMATION COLLECTION BURDENS ASSOCIATED WITH THE
RECORDKEEPING REQUIREMENTS OF THE REVISED 10 CFR PART 34

|

| SECTION LIC HRS / TOTAL COST AT REC. NOTES

AFFECTED LIC BURDEN $132/HR RET.

34.43(c) 700 0 0 see S

MM hJ e) ew

34.43(e) 700 0 see
,

l S 34.79 !

2
34.45(b) 700 0 RULT see

S 34.81

: 34.47(b) 700 0 3 Years see S
34.83 4

(a) 1

!

34.47(c) 700 0 3 Years see S
34.83
(a)

334.47(d) 35 0 RULT New, see
S

34.83
(d)

334.47(e) 35 0 RULT New, see
S

34.83
(d)

334.47(f) 700 0 RULT see S
34.83
(c)

34.47(g)ti) 700 0 3 Years New, see
S

34.83
(b)

34.49(f) 700 0 3 Years see
S 34.85

,

[ W ~. W---

2Retain until license is terminated. Superseded material must be retained
for 3 years after each change.

3Retain until license is terminated.
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TABLE 1 (cont'd)
INFORMATION COLLECTION BURDENS ASSOCIATED WITH THE

RECORDKEEPING REQUIREMENTS OF THE REVISED 10 CFR PART 34

SECTION LIC HRS / TOTAL COST AT REC. NOTES

| AFFECTED LIC BURDEN $132/HR RET.

334.61 700 1 700 92.400 RULT New

34.63 700 1 700 92.400 3 Years

34.65 700 3 2.100 277.200 3 Years

34.67 700 2 1.400 184.800 3%
| v

i 34.69 700 4 2.800 369.600 3 Years

34.71(a, b) 700 50 35.000 4.620.000 3 Years some info
new

34.73(a , b) 700 14 9.800 1.293.600 3 Years some info !
fr=st new

34.7 175 12 2.100 277.200 3 Years fre uen

\I cor

dfM i

| 34.79(a, b. 700 6 4.200 554.400 3 Years
& c)

334.81 700 2 1.400 184.800 RULT

34.83(a) 700 2 1.400 184.800 3 Years. some new |

34.83(b) 700 1 700 92.400 hi some new
334.83(c) 700 6 4.200 554.400 RULT

3

| 34.83(d) 35 2 70 9.240 RULT some new

| 34.85 Q 700 1 700 92.400 3 Years some new,

h N!

34.87 700 0 Format
only

| 34.89 525 3 1.575 207.900 3 Years

34.91 175 3 525 69.300 3 Years New

TOTALS N/A 143 84,770 11.189.640 N/A N/A

M & .I 3 S, LJ- Gj Ir z.- +, c.-S3

|
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TABLE 2
,

INFORMATION COLLECTION BURDENS ASSOCIATED WITH |

REPORTING REQUIREMENTS OF THE REVISED 10 CFR PART 34
,

|
SECTION LICENSEES HOURS / TOTAL COST AT REP. NOTES i

AFFECTED LICENSEE BURDEN $132/HR RET l
m

; 34.11 700 RUL N P See OMB
Clearance l

*

No. 3150- |

0120 |
'

34.13(b) 700 1 700 92.400 RUL O P See OMB l
' 5 2 2

'Clearance'

No. 3150-
0120

34.13(c) 700 1 700 92.400 RULO.#-

RULh See OMB34.13(d) 700
Clearance

i No. 3150-
0120_

34.13(e) 700 RULN See OMB
Clearance
No. 3150-

,

0120n

| 34.13(f) 700 RULT See OMB
Clearance |

INo. 3150-
0120m

34.13(g) 700 10 7.000 924.000 RULN New
,

34.13(h) 700 1 700 92.400 RULD
"

2 2 2
See OMB
Clearance
No. 3150-

3 0120y 4.

34.13(i) 700 10 7.000 924.000 RULb NewJg
34.27(d) 20 2 40 5.280-

d

n J"wfza%- , 's soa m-. a ns ada. u,

' Retain until license is terminated.
6This is for the increase in burden for NRC Form 313.
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TABLE 2 (cont'd)
INFORMATION COLLECTION BURDENS ASSOCIATED WITH

REPORTING REQUIREMENTS OF THE REVISED 10 CFR PART 34

SECTION LICENSEES HOURS / TOTAL COST AT REP. NOTES

AFFECTED LICENSEE BURDEN $132/HR RET.

34.43(a) See OMB

(2) Clearance
No. 3150-
0120

|

' 34.101 20 10 100 13.200
(a and
b)

i 34.101 700 2 1.400 184,800 New
rh,(c) --

( _34.111 35 10 350 46.200 A] h-

TOTALS N/A 47 18.590 2.453.880 N/A N/A

h Z, / 2
,
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