JUSTICATION FOR CHANGE TO OMB CLEARANCE PACKAGE 10-CFR PART 32

In August of 2007, The Nuclear Regulatory Commission (NRC) amended its regulations
to include jurisdiction over discrete sources of radium-226, accelerator-produced
radioactive materials, and discrete sources of naturally occurring radioactive material, as
required by the Energy Policy Act of 2005 (EPAct), which was signed into law on August
8, 2005. This provided a regulatory framework by which to license and regulate
byproduct material in accordance with the new, expanded definition. The amended
regulations impacted numerous existing NRC information collections. The NRC
packaged all the impacted information collections under the amended regulations and
submitted it to OMB as a new information collection, which OMB approved and assigned
control number 3150-0203. NRC is submitting this “no material or nonsubstantive
change to a currently approved collection” to move the approved information collection
burden covered under part 32 in this collection to the NRC existing approved collection
for Part 32, 3150-0001.

One of the areas of existing Nuclear Regulatory Commission (NRC) regulations revised
was Part 32 of which the information collection is covered by the currently approved
information collection 3150-0001. The amended sections of Part 32 covered in 3150-
0203 are outlined below.

Section 32.72(a)(4) requires that an applicant for a license pursuant to Section 32.72
satisfy labeling requirements for each transport radiation shield and each syringe, vial, or
other container used to hold a radioactive drug to be transferred for commercial
distribution. The universe of licensees affected by this regulation is increased by an
estimated 22 NRC licensees and 88 new Agreement State licensees.

Section 32.72(b)(5) applies to licensees that are licensed as a pharmacy by a State
Board of Pharmacy or are operating as a nuclear pharmacy within a Federal medical
institution. These licensees are required to provide the Commission a copy of each
individual's certification by the Board of Pharmaceutical Specialties, the Commission or
Agreement State license, or the permit issued by a licensee of broad scope, and a copy
of the State pharmacy licensure or registration. The universe of licensees affected by
this regulation is increased by an estimated 22 NRC licensees and 88 new Agreement
State licensees.

Section 32.72(c) requires that a licensee that possesses and uses instrumentation to
measure radioactivity of radioactive drugs, pursuant to Section 32.72, shall have
procedures for use of the instrumentation. The licensees may use procedures provided
by the manufacturer of the instrumentation. There is an annualized one-time
implementation burden for an estimated 22 NRC licensees and 88 new Agreement State
licensees.

Section 32.74(a)(2)(viii) requires that persons licensed pursuant to Section 32.74 label
the source or device with instructions for handling and storing the source or device from
the radiation safety standpoint. The universe of licensees affected by this regulation is
increased by an estimated 3 NRC licensees and 12 new Agreement State licensees.



10 CFR Part 32 (3150-0001)

Annual Reporting Requirements for NRC Licensees

No. Of Rsps. Per Total

Section Rspndts Respndt Responses

Brdn per
Response

Total Annual
Burden Hours

Cost @
$214/Hr
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Recordkeeping Requirements for NRC Licensees

Section Number of Burden Hrs. Per
Record keepers  Record keeper

32.58 0

32.71 0

32.72(a)(4) 22 390

32.74(a)(2)(viii) 3 2.8

Total Part 32
Recordkeeping

Total Annual
Burden Hours

8,580

8,588

Cost @$214/Hr.

1,836,120
1,712
1,837,832

PART 32 NRC Licensee Totals:

Number of Responses:
Number of Respondents: 22
Total Burden Hours:

recordkeeping)
Total Burden Hour Cost:

$1,840,186 (8,599 x $214)

8,599 hours (11 hours reporting + 8,588 hours

Part 32 Equivalency Reporting Burden for Agreement State Licensees

44 (22 responses + 22 additional record keepers)




Section

No. Of
Rspndts

Rsps. Per
Respndt

Total
Responses

Brdn per
Response

Total Annual
Burden Hours

Cost @
$214/Hr

32.11

0

32.18

32.20

32.51(a)

32.52

32.58

32.71

32.72(a)

Oo(Oo|0o|O0|Oo(o|Oo

32.72(b)(5)

(o]
(o]

1

88

0.5 44

9,416

Total Part 32
Reporting

Not
Applicable

88

44

9,416

Part 32 Equivalency Recordkeeping Burden for Agreement State Licensees

Section

32.58
32.71
32.72(a)(4)
32.74(a)(2)(viii)

Total Part 32
Recordkeeping

Number of
Record keepers

0
0
88
12

Burden Hrs. Per
Record keeper

Total Annual
Burden Hours

Cost @$214/Hr.

390 34,320 7,344,480
2.8 33.6 7,190
34,354 7,351,670

PART 32 Agreement State Licensee Totals:

Number of Responses:
Number of Respondents:
Total Burden Hours:

Total Burden Hour Cost:

PART 32 Totals

Number of Responses:
Number of Respondents:
Total Burden Hours:

Total Burden Hour Cost;

176 (88 responses + 88 additional record keepers)
88

34,398 hours (44 hours reporting + 34,354
recordkeeping)

$7,361,172 (34,398 x $214)

220 (44 NRC + 176 Agreement State)

110 (22 NRC + 88 Agreement State)

42,997 hours (8,599 NRC + 34,398 Agreement
State)

$9,201,358 ($1,840,186 NRC + $7,361,172
Agreement State)




