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Outline

* Definition and Overview

« Types of Authorization

« Training Requirements
 Licensing Guidance

« Sample License Actions/Cases

Questions and Answers

* Note that Agreement States may have regulatory requirements that are similar or more limiting than
NRC's regulatory requirements. Please review and reference your State regulations to determine if the

NRC regulations referenced in this training are the same and applicable.
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Definition & Overview

10 CFR 35.300 — Use of unsealed byproduct material for
which a written directive (WD) Is required.

Some common radiopharmaceuticals containing byproduct
materials:
— lodine-131 for treatment of hyperthyroidism and thyroid cancer.

— Strontium-89 (Metastron) for treatment of pain caused by
metastatic bone cancer

— Samarium-153 (Quadramet) for treatment of pain caused by
metastatic bone cancer

— Radium-223 (Xofigo) for treatment of metastatic bone cancer.

— Yttrium-90 (Zevalin) for treatment of non-Hodgkin’s lymphoma.
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Definition — 10 CFR 35.300

« Unsealed byproduct material may be used by a licensee for
medical purposes requiring a WD If:

a. Itis obtained from: [1] A manufacturer or preparer for commercial
distribution; or [2] A PET radioactive drug producer; OR

b. Itis prepared by (excluding production of PET radionuclides): [1]
An authorized nuclear pharmacist (ANP); [2] A physician who is an
authorized user (AU) and meets the requirements in 10 CFR
35.290, 35.390; or [3] An individual under the supervision of the
ANP or AU; OR

c. The material is obtained from and prepared by an NRC or AS
licensee for use in research in accordance with an Investigational
New Drug (IND) protocol accepted by FDA; OR

d. The material is prepared by the licensee for use in research in
accordance with an IND protocol accepted by FDA.
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Types of Authorization

 An AU may be authorized for one or more of the
subcategories below, but not for all unsealed byproduct
material. Based on the current regulations, no new user may
be authorized for all of 10 CFR 35.300.

10 CFR 35.300 AUTHORIZATION SUBCATEGORIES
[from 10 CFR 35.390(b)(1)(ii)(G)]

Subcategory #1 Oral administration of less than or equal to 33 mCi (1.22 GBq) of
sodium iodide 1-131, for which a written directive is required

Subcategory #2 Oral administration of greater than 33 mCi (1.22 GBq) of sodium
jodide [-131

Subcategory #3 Parenteral administration of any beta emitter, or a photon- emitting
radionuclide with a photon energy less than 150 keV, for which a
written directive is required

Subcategory #4 Parenteral administration of any other radionuclide, for which a
written directive is required **Note: There are no known clinical
uses in this subcategory.
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Training Requirements

« Training Requirements:

— 10 CFR 35.392 “Training for the oral administration of sodium iodide
1-131 requiring a WD in guantities less than or equal to 33 millicuries
(1.22 GBq)”

— 10 CFR 35.394 “Training for the oral administration of sodium iodide
1-131 requiring a WD in quantities greater than 33 millicuries (1.22
GBq)’

— 10 CFR 35.396 "Training for the parenteral administration of unsealed
byproduct material requiring a written directive”
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Training Requirements

Pathways to AU Approval

1. Is the individual currently an AU on an NRC
or Agreement State license for the same use
being requested?

2. Is the individual board certified?

3. Isthe individual a current AU for 10 CFR 35.300 (unsealed material),
35.400 (manual brachytherapy), or 35.600 (remote afterloader,
teletherapy, gamma stereotactic radiosurgery units), seeking additional
authorizations?

4. Does the individual have any Training and Experience?
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Training Requirements

10 CFR 35.390 — Training for use of unsealed byproduct
material for which a written directive is required

Except for experienced AUs under 10 CFR 35.57, an AU has to be a:

1. Board certified physician + AU supervised work experience + written attestation
2. Physician with 700 hrs T&E (including a minimum of 200 hrs of class & lab)

N

OTE:

» Board certification process has been recognized by NRC
( ) or an AS
» AU supervised work experience includes a minimum of 3 cases in administration of
dosages in each of the following categories:
I.  Oral administration of sodium iodide 1-131< 33mCi (1.22GBq), for which a WD is required;
ii. Oral administration of sodium iodide 1-131> 33mCi (1.22GBq);

iii. Parenteral administration of any beta emitter, or a photon-emitting radionuclide a photon
energy less than 150 keV, for which a WD is required; and/or

iv. Parenteral administration of any other radionuclide, that requires a WD
« Written attestation signed by a preceptor AU 3
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Training Requirements

10 CFR 35.392 — Training for oral administration of sodium
lodide 1-131 requiring a WD in quantities < 33 mCi (1.22 GBq)

Except for experienced AUs under 10 CFR 35.57, AU is:

1. Board certified physician + written attestation

2. A physician that is an AU (listed on a license or permit) for administrations < or
> than 33 mCi, or for administration of only > than 33 mCi .

3. Physician with 80 hrs class & lab training + AU supervised work experience +
written attestation

NOTE:
» Board certification process:

(i) includes 80hrs of applicable class & lab; (i) includes AU supervised work experience of
3 case minimum in administration of dosages for Oral administration of [-131< 33mCi
(WD required); and (ii) has been recognized by NRC or an AS;

« Written attestation signed by a preceptor AU
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Training Requirements

10 CFR 35.394 — Training for oral administration of sodium
lodide 1-1317 requiring a WD in quantities > 33 mCi (1.22 GBq)

Except for experienced AUs (under 10 CFR 35.57), AU is:
1. Board certified physician + written attestation; OR

2. A physician that is an AU (listed on a license or permit) for oral administrations
of sodium iodide 1-131 > 33 mCi; OR

3. Physician with 80 hrs of applicable class & lab training + AU supervised work
experience + written attestation

NOTE:
» Board certification process:

(i) includes 80hrs of applicable class & lab; (ii) includes AU supervised work experience;
and (iii) has been recognized by NRC (
) or an AS.

» AU supervised work experience includes a minimum of 3 cases in oral administration of
dosages of 1-131 > 33mCi

« Written attestation signed by a preceptor AU 10
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Training Requirements

10 CFR 35.396 — Training for parenteral administration of
unsealed byproduct material requiring a WD

Parenteral administration of:

I.  Any beta emitter, or any photon-emitting radionuclide with a photon energy less
than 150 keV.

ii.  Any other radionuclide for which a WD is required.

NOXN=

« Currently no known clinical uses in 10 CFR 35.300 subcategory #4 —
parenteral administration of any other radionuclide, for which a WD is
required.

11
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Training Requirements

10 CFR 35.396 — Training for parenteral administration of
unsealed byproduct material requiring a WD

Except for experienced AUs (under § 35.57), AU Is:

1. Physician AU (on a license or permit) under 10 CFR 35.390 for parenteral
administration (i) or (ii); OR

2. Physician AU (on a license or permit) under 10 CFR 35.490 or 35.690 or

equivalent AS requirements, + 80 hrs of class & lab training + AU supervised
work experience + written attestation; OR

3. Board certified physician under 10 CFR 35.490 or 35.690 + has completed 80
hrs of class and lab training + supervised work experience + written attestation.

NOTE:

* AU supervised work experience in the parenteral administration of (i) and/or (ii), for which a
WD is required.

» Written attestation signed by a preceptor AU

12
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Licensing Guidance

NUREG-1556, Volume 9, Rev. 2: Consolidated Guidance
About Materials Licensees — Program-Specific Guidance About
Medical Use Licenses (

* Provides guidance to:

— NRC and AS licensees and MML permittees — for preparation of applications
— NRC, AS, and MML staff — for review of applications

 NRC Forms in Appendices to document training and experience

“AU Training and Experience and Preceptor
Attestation (for uses defined under 10 CFR 35.300)

— NRC Form 313, “Application for Materials License”
— NRC Form 313A (RSO), ‘RSO Medical Use Training & Experience & Preceptor Attestation”
— NRC Forms 313A (AMP), (ANP), (AUD), (AUS)

13
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Licensing
Guidance

NRC FORM 312A (AUT) U.5. NUCLEAR REGULATORY COMMISSION

10-2015)
#"""=,  AUTHORIZED USER TRAINING AND EXPERIENCE
AT 4 AND PRECEPTOR ATTESTATION ERPIRES: (12r1r2015) 20
(for uses defined under 35.300)

o, A [10 CFR 35.390, 35.392, 35.394, and 35.396]

Mame of Proposed Authorized User State or Temitory Where Licensed

Requested Authorization(s) (check all that apply):

[] #5.300 Use of unsealed byproduct material for which a written directive is required

OR

|:| 353.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecguerels (33 millicuries)

|:| 33.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

|:| 33.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 ke for which a written directive is required

|:| 35.300 Parenteral administration of any other radionuclide for which a written directive is required

PART | - TRAINING AMD EXPERIENCE
(Select one of the three methods below)

+ Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of application or the individual must have related continuing education and experience since the required
training and experience was completed. Provide dates, duration, and description of continuing education and
experience related to the uses checked above.

|:| 1. Board Certification
a. Provide a copy of the board certification.

b. For 35390, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experience.

c. For 35.398, provide documentation on classroom and laboratory training, supervised work experience,
and supervized clinical case experience. The tables in sections 32.a., 3.k, and 3.c. may be used to
document this experience.

d. Skip to and complete Part Il Preceptor Attestation.

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements (check all that apply):

[] 35320 [] 35392 [] 35394 ] 35.490 [] 35690

b. If currently authorized for a subset of clinical uses under 35300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

c. If currently authorized under 35490 or 35.690 and requesting authorzation for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervizsaed clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Alzo provide completed Part 1l Preceptor Attestation.

MIRC FORM 134 (AUT) {10-2015)
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Licensing
Guidance
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AUTHORLITED USER TRAINING AMD EXPFERIENCE AND PRECEPTOR ATTESTATION [continusad)

3. Tralning and Experiencs Tor Propossd Authortzed User {continusd)
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B e e e e
[]35350  With exparence administering dosages of:
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::3‘5’35'1 i [] oral Ma-131 In quantities greater !ian 1.22 gigabecquensts (33 millicuries)
35.30€

[] Parenteral asmirésiration of beta-emitier, or pholon-amiting radionuciide with a photon
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. Provicde pompletead Part Il Preceptor Affestation.

PART Il - PRECEFTOR ATTESTATIHON

This part mus? be completed the Imedivicduars preceptor. The precepior does not have o be e su /15
Indiidual 35 lorg a5 the Fm{:é-pwt-:r provies, -:lrllz-:-::la or verTies r_l-:ajr'lng and enpenencs requirad. I'wﬁu-un?'
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By checking e boxas Dejow, the precentor ks attesting that e Indvidual has knowiedge bo Tulfll the dufes of
the position sought and not athesing to Me Indviduas “general dinical compstency.”

First Saction
Check one of the following for aach requasated authorzaton:
For 35..5040c

Soand Certineation

[ 1 azest trat hias satistactonly compisted the training and experience
Fanss ! Fropossd Authorsed Usss

requirements in 35.3900a)(1).

Training and

[ 1 azes that has satistacionly compicied the 700 houwrs of Taining
ke 2! Fropossd Acthersed User
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Licensing Actions — Case
Examples

16



S U. S [ ] N R C
i = UNITED STATES NUCLEAR REGULATORY COMMISSION

Protecting People and the Environment

REMEMBER!!!

Pathways to AU Approval

1.

Current AU on an NRC or Agreement State license for the same use
being requested

Board Certification

Current AU for 35.300 (unsealed material), 35.400 (manual
brachytherapy), or 35.600 (remote afterloader, teletherapy, gamma
stereotactic radiosurgery units) seeking additional authorizations

Training and Experience

17
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Current AU for same uses requested
Case 1.

Dr. Goodfellow has been employed by South Hospital
as a nuclear medicine physician since 1989. He is
Isted on their NRC license for use of unsealed
pyproduct materials under 10 CFR 35.300. He has
peen offered a position at North Hospital across town.

« May he be authorized for 10 CFR 35.300 on the
new license?

18
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Current AU for same uses requested
Case 1.

Yes, Dr. Goodfellow may be listed on the new license
for uses under 10 CFR 35.300 because he is currently
listed on an NRC license for the same uses.

At this point, this is the only way a physician may be
authorized for all of 10 CFR 35.300.

20



Current AU for same uses requested

Case 2.

A licensee

requests that Dr. Kupec be added to their

NRC license for Oral administration of sodium iodide
I-131 in quantities less than or equal to 33 mCi. As
evidence of his experience, the licensee provides a
copy of a current Agreement State license listing Dr.

Kupec for t

ne identical use.

 May Dir.
license?

Kupec be listed for this use on the NRC

21
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Current AU for same uses requested
Case 1.

Yes, Dr. Kupec may be listed for the use of sodium
lodide 1-131 based on his current listing of the use on
the Agreement State license.*

*Note that often, Agreement State licenses reference
their State Regulations and you may have to review
these to determine if the category of use Is the same.

23
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Board Certification

Three pieces of information are normally necessary to approve
a proposed AU by the board certification pathway:

1. Specialty board certification recognized by NRC under 10 CFR 35.300
(The current list and certification dates allowing approval are found on
the NRC’s website:

)

2. Clinical case experience
3. Preceptor Attestation

Note: NRC Form 313A (AUT) may be used to document Items 2 and 3

24
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Board Certification
Case:

ABC Hospital has requested that Dr. Smith be added
to their license for the use of sodium iodide 1-131. Dr.
Smith is a board certified Nuclear Medicine physician.

« What do you look for in the supporting information
submitted?

25
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Board Certification
Approved Boards

American Board of Radiology certificate (Diagnostic Radiology) dated from
June 2011 forward with “AU eligible” appearing above the ABR seal

OR

Certification Board of Nuclear Endocrinology certification process from 2013
to present for all physicians issued a CBNE Nuclear Endocrinology- High
Dose certificate.

OR

American Osteopathic Board of Radiology certificate (Diagnostic Radiology)
dated from May 17, 2015 forward with the words “AU Eligible” appearing
above the D.O. symbol

26
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Board Certification
Preferred Documentation (10 CFR 35.392 & 35.394)

« NRC Form 313 (AUT) with the following sections completed:

— Part I, Section 1 — indicating the Board Certification pathway

— Part |, Section 3.c. — documenting at least 3 cases each of oral
administration of sodium iodide 1-131 in quantities less than or equal
to and greater than 33 mCi under the supervision of an AU*

» *the supervising AU must have experience in administering dosages in
the same categories as the individual requesting AU Status

27
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Board Certification
Preferred Documentation (10 CFR 35.392 & 35.394)

« NRC Form 313 (AUT) with the following sections completed (contd.):

Part Il — Preceptor Attestation

First Section — indicating the proposed AU has completed 80 hours of

classroom and laboratory training, supervised work experience, and
clinical casework

Second Section — confirming that the proposed AU has completed

the required clinical casework for Oral Nal-131 in quantities greater
than and less than 33 mCi

Third Section — confirming the proposed AU has achieved a level of
competency necessary to function independently as an AU for oral
administration of sodium iodide 1-131

28
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Board Certification
Preferred Documentation (10 CFR 35.392 & 35.394)

« NRC Form 313 (AUT) with the following sections completed (contd.):

— Fifth Section — Preceptor signature and confirmation of their training
and experience*

— *Confirm the preceptor is an AU by obtaining the NRC or Agreement State
license or permit, which lists the preceptor as an AU.

AS



NRC FORM 313A (AUT) U5 NUCLEAR REGULATORY COMMISSION
10-2015)

", AUTHORIZED USER TRAINING AND EXPERIENCE |
AITE AND PRECEPTOR ATTESTATION e e
[ ] [ ] =

\ O~ - (for uses defined under 35.300)
w UNITED STATES NUCLEAR REGULATORY COMMISSION & & [1D 'CFR 35-350- 35-392, 35-394, and 35_396]

Protecting People and the Environment

Mame of Proposed Authorized User State or Temitory Where Licensed

B O ar d Requested Authorization(s) (check all that apply):

[] #5.300 Use of unsealed byproduct material for which a written directive is required

OR

n |} |}
C e rt I f I C at I O I l |:| 353.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to

1.22 gigabecguerels (33 millicuries)

|:| 33.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

|:| 33.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
N RC For I l 3 13 (AUT) than 150 ke for which a written directive is required

|:| 35.300 Parenteral administration of any other radionuclide for which a written directive is required

With the fOI IOWi ng SeCtionS PART | -- TRAINING AND EXPERIENCE
CO m p I eted : (Select one of the three methods below)

+ Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of application or the individual must have related continuing education and experience since the required
training and experience was completed. Provide dates, duration, and description of continuing education and

. experience related to the uses checked above.
Part |, Section 1 [] . Board Certification
Indlcatlng the Board a. Provide a copy of the board certification.
. d b. For 35.390, provide documentation on supervised clinical case experience. The table in section 3.c. may
Certlflcatlon pathway be used to document this experience.

c. For 35.398, provide documentation on classroom and laboratory training, supervised work experience,
and supervized clinical case experience. The tables in sections 32.a., 3.k, and 3.c. may be used to

document this experience.
d. Skip to and complete Part Il Preceptor Attestation.

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements (check all that apply):

[] 35320 [] 35392 [] 35394 ] 35.490 [] 35690

b. If currently authorized for a subset of clinical uses under 35300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

c. If currently authorized under 35490 or 35.690 and requesting authorzation for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervizsaed clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Alzo provide completed Part 1l Preceptor Attestation.

MIRC FORM 134 (AUT) {10-2015)




s T RS IR LS. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AMD EXPFERIENCE AND PRECEPTOR ATTESTATION [continuad)

l | S N R C 3 Tralning and Exparience for Proposed Authorized User [continusad)
o ° b. Supsnised Work Experience (contnued)

> UNITED STATES NUCLEAR REGULATORY COMMISSION -
\) Protecting People and the Environment Supeniizing Indivicua {Uenze/Femnt Mumiter Exting supendsing Individual 2 an
H suthorized user

B O a r d Supervising Indvidual meets the requirements below, of equivalent Agreemeant State requUIremEnts (chack al thal
Chiei e

[]353%0 | Wihexperience administering dosages of:

[]as3s2 i Oral Mal-131 requiring a writien drecthee In quantiies kess than or equal to 1.22

| 25 304 i ggabecquerds (33 millcuries)
er I I C a I O n IiﬁE\E ¢ [] Oral Mal-131 In quantties greater Man 1.22 gigabecquersts (23 milicunes)
e H

[] Parenteral asministration of beta-=mitier, or pholon-amiting radonucids with 3 photon
enengy kess han 150 kW requiing 3 weitten direcive |5 required

: Parenteral admini Ehﬂ.l:l'll:l'a.l'l'p'l:l'.l'Er radiznuciide reqgu I'I"l; 3 '‘writtan direstwe

NRC Form 313 (AUT) with s S oSG SR A B A B N o RRpran S i
the following sections c. Supervs=d Ciika Case Experience

completed:

¥ more than one supendsing inahviduai [s necessarny o document supendsed Work expeyience, provide
muitple copiss of is page

Mumioer of C3ses }
Description of Expenience | Invoiving Pessora | L°omn o Sper ETFﬁF or Pemt

0 Parti@pation
Part |, Section 3.cC. T —— =

documenting at least 3 e notined s van
{33 millcuries
cases each of oral -
. . . " -:-:mel--31?ﬁ-1ﬂr~ga-ﬁ§£rn
administration of sodium dinective In quarttes grecter

: : . - than 1.2 gigabecquersis (33
lodide 1-131 in quantities i)

Parenteral adminksiration of

< and > 33 mCi under the | A

. . % with 3 photon energy less Man

supervision of an AU 150 K o umich 3 wrtien

* 1| Paremearal ristration of
the supervising A_U_ mu§t have Flarenisral adminisiration of any

experience in administering dosages wethen directive (6 required

in the same categories as the

individual requesting AU status




FIEA IALT) LS.
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continusd)

> “ UNITED STATES NUCLEAR REGULATORY COMMISSION Farst —
\) Protecting People and the Environment

has satisfactorly compisted the 50 hours of gassroom

Nura of Poposss Audtarbes Lear
O a r and laboratory training, 3 reguired by 10 CFR 35.352c) 1), and the supervised work and cinical case
Experience required In 35,352 cH2)

For 35.354 oentical Attestafion Statement Reqardiess of Tralning and Experiencs Pathway):

Certifi Cati O n [ 1 attest mat has satistactorly compieted the 5] hours of cassroom

Nura of Propeass fadsorbes Lsar

and laboratory fraining, as reguired by 10 CFF 35,354 jo){1), and the supervised work and cinical case
Experiance required In 35.354(C)2).

NRC Form 313 (AUT) with
the following sections ] 1 ttest ot e sastaciorty cormpleted the required cinical case

. Aeme of Proposss Mudsares Lear
CO m p I eted . experience required In 35320003 1)}1G listad befow:

[] cral Mal-131 requiring 3 written dractive In quantites less than or equal to 1.22
gigabecquenss (33 milicries)

Part ” — PreCeptor [] oral Mal-131 In quantities greater han 1.22 gigabecquerals (33 millcuries)

I = of sTitEr, . . a ton
Attestation e b g i s

D Paremnteral administration of any other radionuciide reguiring a artten direcive

First Section — indicating
the proposed AU has Bt it e Fimsinianiib il

Third SacOon

Numa of Proposss) ussarires Lear

completed 80 hours of I s o
classroom and laboratory [ Oral Nal-131 requinng a witen arecive in quanttes ess than or equal o 1.22

o ) ggabecquersis (33 milirles)
traini ng , SU perV|Sed work [] oral Mal-131 In quantities greater Man 1.22 gigabecquerats (33 milicunes)
[ ] Paremteral admirdsiration of bets-emitter, o photon-emitiing radonucide with 3 photon

experience, and Cl|n|CaI : energy less Man 150 ke requining 3 wittten directive Is required
casework

|| Parenteral adminisiration of any other radionuciide requiring a wiitten diracive




R 3038 LALT) LS. 3
AUTHORIZED USER TRAINING AND EXPERIENCE AMD PRECEPTOR ATTESTATION [continuad)

' I S NRC Precepior Attestation (continued)
O C First Saction (continusdd)

P “ UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

[ ] 1 attest at has saflsfactorly compisted the 30 hours of G3s5Er00m

e of Proposss Sudsores Lear
O a r and laboratory training, as reguired by 10 CFR 35.352c) 1), and the supendsad work and cinical case
Experiance required In 35,382 (c)H2)

For 35.354 dentical Attestafion Statement Regardiess of Tralning and Experiencs Pathway):

Ce rt I fl C a.tl O n [ 1 attest mat has saistactoely compiated the 50 hours of cassroom

e of Popoass dassorbes Lsar

and Ianoratony fraining, a5 required by 10 CFR 35,354 (o)1), and the supendsed work and dinical case
Experiance required N 35.354(c)(2).

NRC Form 313 (AUT) with
the following sections . ST ———

e of Propoass Sudsares Lear

completed: experience required in 35,3500} 1)1 lted beiow:

[ Cral Mal-131 requiring a written directive In quaniies less than or equal to 1.22
gigabecquersis (33 milicurss)

Part ” — PreCept0r [] orai Mal-131 In quantities greater fan 1.22 gigabecquerals (33 millcunes)

I B, on of STHET, cdics tor
Attestation o

D Parenteral acminisiration of any other radionuciide reguiring a wiithen direcive

Second Section —
confirming that the B e el ol mmliiln
Completed the reqUIred [] Oral Mal-131 reguiring a wiittan dractive In quamies kess than o equal to 1.22

gigabecquersis (33 milicunies)

clinical casework for Oral [ ral Mal-131 In quartiies greater fan 1.22 gigabecquenats (33 millcuries)
[ ] Parenteral asmindsration of bets-emitter, or photon-emiting radonucice with 3 photon

Na|_131 in quantltles :*‘i"‘Eﬂ;)‘lessnaﬁ150m‘u'mu*1rgamz—nareowelsmqum
greater than and less e A S
than 33 mCi




R 3038 LALT) LS. 3 J
AUTHORIZED USER TRAINING AND EXPERIENCE AMD PRECEPTOR ATTESTATION [continuad)

' I S NRC Precepior Attestation (continued)
O C First Saction (continusdd)

P “ UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

[ ] 1 attest at has saflsfactorly compisted the 30 hours of G3s5Er00m

e of Proposss Sudsores Lear
O a r and laboratory training, as reguired by 10 CFR 35.352c) 1), and the supendsad work and cinical case

Experiance required I 35.392(c)2).

For 35.354 dentical Attestafion Statement Regardiess of Tralning and Experiencs Pathway):

Ce rt I fl C a.tl O n [ 1 attest mat has saistactoely compiated the 50 hours of cassroom

e of Popoass dassorbes Lsar

and Ianoratony fraining, a5 required by 10 CFR 35,354 (o)1), and the supendsed work and dinical case
Experiance required N 35.354(c)(2).

NRC Form 313 (AUT) with
the following sections . ST ———

e of Propoass Sudsares Lear

completed: experience required in 35,3500} 1)1 lted beiow:

[ Cral Mal-131 requiring a written directive In quaniies less than or equal to 1.22
gigabecquersis (33 milicurss)

Part ” — PreCept0r [] orai Mal-131 In quantities greater fan 1.22 gigabecquerals (33 millcunes)

I B, on of STHET, cdics tor
Attestation o

D Parenteral acminisiration of any other radionuciide reguiring a wiithen direcive

Third Section —
confirming t_he proposed (5] 1t O P S
AU has achieved a level i

Turcion Independently 35 an awkhortzed wser Tor

Of Com pete ncy necessary [] Oral Mal-131 reguiring a wiittan dractive In quamies kess than o equal to 1.22

. . gigabecquensis (33 milicures)
to function independently [ oral Nak-131 In quariies grester 1an 1.22 ggabecauerels (33 ke

as an AU for Oral Vo i V20 Kt 2w e erogares . T
administration of sodium B s

lodide 1-131




US.NRC

> “ UNITED STATES NUCLEAR REGULATORY COMMISSION
\) Protecting People and the Environment
C t | f | t |

NRC Form 313 (AUT) with
the following sections
completed:

Part || — Preceptor
Attestation

Fifth Section — Preceptor
signature and
confirmation of their
training and experience*

*Confirm the preceptor is an AU by
obtaining the NRC or Agreement
State license or permit, which lists
the preceptor as an AU.

oM 35S ALY LS RUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continusd)

[Fourth Secton
For 35.355:
Current 35.450 or 35.590 authorized ussr:

[:l | attest Miat Is an aurhorized user under 10 CFR 35.450 or 35.650
Narra of Popoass Audaores Usar
or eguivalent Agreemant Siate reguiraments, has satsfacionly compieted the S0 hours of classroom and
Bmﬁq’ ]J'Ell"lm, SSTECFJI'EG oy 10 CFR 35356 :d:{'l :I. ang me SUEHEEC work and clinkcal case
experiance required oy 35.396(d(Z), and has achieved a level of compelancy sufclant to function
l"lEFET‘BE‘!"m'.\’ 35 an authorizad user for

] Parenteral adminisiration of any beta-amitter, or photon-emitting Rdlonudite with a photon enangy less
— man 150 keV for which a writien directive Is required

: Parenteral admirésiration of any other radionuclide for which a written direcive i reguired

OR
Board Certification:
[] 1 attest mat nas satistactonly compieted e board cermeation

Nura of Popcass fassorbes LUsar
requirements of 35.—3561;3}. fias satisfaciorfy compisted e &0 hours of dassnoom and laboranony Taining
requined by 10 CFR 35,335 (d)1) and the supendsed work and clinical case experience required by
35.396(d)2), and has achisvad a lewel of competency suMciant bo function Indepandently 35 an
authonzed user for

[ ] Parenteral agminisTation of any bets-smitter, oF photon-emitting radlonucise Wil 3 photon ensgy less
|an 150 ke for which a writien direclive ks required

EI Parenieral acmirésiration of any other radionuciide for which a written direcive I reguired

Fifth Saction ‘
Compiste the following for precepéor atisstation and signature:

[] 1meet the requirements beiow, or equivalant Agresment State requinements, 35 an authorzed user for
[] 35.390 [ 35382 [] 35322 []as.3se
[] 1 nave experence admiristening dosages In Me following categonies for which the proposed Authonzed User is
requesting awhortzation.

[] ©ral Nal-131 requiring a wiitten diractive In quantites less than or equal to 1.22 gigabecquernsis (33
millicuries)

[] Oral Nal-131 In quantities greater fan 1.22 gigabecquerals (33 milicunies)

[] Parenteral asmiréstration of beta-emitter, of photon-amiting radionucice with a photon energy less than
150 ke requirng 3 writien drective is requined

E Parenteral acmirisiration of any other radionuclide reguiring a wiitten direcive

Feame of Preceotor [zigratre [Teeonore Mumzer

LicenseFemt Numben'=aciEy Name




"USNRC

gPpl dhE

Current 10 CFR 35.300, 35.400, or 35.600
AU seeking additional authorizations

REMINDER!
To approve a proposed AU by this pathway:

1. AU under a subset of 10 CFR 35.390 or 35.490 or 35.690, and

2. Successful completion of 80 hours of classroom and lab training
applicable to parenteral administrations, for which a written directive is
required, and

3. Work experience under an AU who is authorized for 10 CFR 35.390 or
35.396, and

 Documented casework (at least 3), and

 Preceptor attestation
36
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) P UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Current 10 CFR 35.300, 35.400, or 35.600
AU seeking additional authorizations

Case 1:

Dr. Stewart is listed as an AU at Main Line Hospital, a
medical broad scope licensee, for oral administration

of sodium 100
to33mCi. T

ide I-131 in quantities less than or equal
ne licensee has requested that Dr.

Stewart’s aut

norization be expanded to include all

uses of sodium iodide 1-131.

37
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"USNRC

gPpl dhE

Current 10 CFR 35.300, 35.400, or 35.600
AU seeking additional authorizations

A copy of the broad scope permit authorizing him for the use of
sodium iodide 1-131 in quantities less than or equal to 33 mCi

« NRC Form 313 (AUT) with the following sections completed:
— Part |, Section 2 — indicating current status as an AU for 10 CFR35.392

— Part I, Section 3 — documentation of casework (including the name and
authorization of the supervising AU*

* *the supervising AU must have experience in administering dosages in the
same categories as the individual requesting AU status

39
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i = UNITED STATES NUCLEAR REGULATORY COMMISSION

Protecting People and the Environment

Current 10 CFR 35.300, 35.400, or 35.600

AU seeking additional authorizations
« NRC Form 313 (AUT) with the following sections completed (contd.):

— Part Il — Preceptor Attestation

— First Section — indicating the proposed AU has completed 80 hours of
classroom and laboratory training, supervised work experience, and
clinical casework, as required by 10 CFR 35.394

— Third Section — confirming the proposed AU has achieved a level of
competency necessary to function independently as an AU for oral
administration of sodium iodide 1-131

— Fifth Section-Preceptor signature and confirmation of their training and
experience*

— *Confirm that preceptor is an AU by obtaining the NRC or Agreement State
license or permit issued by a broad scope licensee that lists the preceptor as an
AU. 40




US.NRC

. “ UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Current AU

NRC Form 313 (AUT)
with the following sections
completed:

Part |, Section 2 —
Indicating current
status as an AU for 10
CFR35.392

NRC FORM 312A (AUT) U.5. NUCLEAR REGULATORY COMMISSION

10-2015)
#"""=,  AUTHORIZED USER TRAINING AND EXPERIENCE
AT 4 AND PRECEPTOR ATTESTATION ERPIRES: (12r1r2015) 20
(for uses defined under 35.300)

[10 CFR 35.390, 35.392, 35.394, and 35.396]

Mame of Proposed Authorized User State or Temitory Where Licensed

Requested Authorization(s) (check all that apply):

[] #5.300 Use of unsealed byproduct material for which a written directive is required

OR

|:| 353.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecguerels (33 millicuries)

|:| 33.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

|:| 33.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 ke for which a written directive is required

|:| 35.300 Parenteral administration of any other radionuclide for which a written directive is required

PART | - TRAINING AMD EXPERIENCE
(Select one of the three methods below)

+ Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of application or the individual must have related continuing education and experience since the required
training and experience was completed. Provide dates, duration, and description of continuing education and
experience related to the uses checked above.

|:| 1. Board Certification

a. Provide a copy of the board certification.

b. For 35390, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experience.

c. For 35.398, provide documentation on classroom and laboratory training, supervised work experience,
and supervized clinical case experience. The tables in sections 32.a., 3.k, and 3.c. may be used to

document this experience.
d. Skip to and complete Part Il Preceptor Attestation.

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements (check all that apply):

[] 35320 [] 35392 [] 35394 ] 35.490 [] 35690

b. If currently authorized for a subset of clinical uses under 35300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

c. If currently authorized under 35490 or 35.690 and requesting authorzation for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervizsaed clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Alzo provide completed Part 1l Preceptor Attestation.

MIRC FORM 134 (AUT) {10-2015)




s T RS IR LS. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AMD EXPFERIENCE AND PRECEPTOR ATTESTATION [continuad)

l | S NRC 3. Tralming and Ex fior P Authorized Uaer [continusad)
o ° b. Supsnised Work Experience (contnued)

> UNITED STATES NUCLEAR REGULATORY COMMISSION -
\) Protecting People and the Environment Supeniizing Indivicua {Uenze/Femnt Mumiter Exting supendsing Individual 2 an
H suthorized user

C urren t A U Eritaing InELE s e Taqiirenants Deiow, o SQUAIENt Agresman Siate rUirsmenis [chack 2 st
appiy) ™

[Jas3sz ; [] Oral Mal-131 requiring 3 writien draciive In quantfies less than or equal to 1.22
gigabecauersis (33 milicuries)

NRC Form 313 (AUT) W|th :ij: ] Cral Mal-131 In quantiies greater Man 1.22 gigabecquersis (33 milicunes)

[] Paremteral adminisiration of beta-emitier, or photon-emitting radonuciide with 3 phaton
1 1 : enengy kees Man 150 ke requidng a weitien direcive |5 requinsd
the following sections | 3 Porerert ahistton a ay i rachoruhe e e dreche

H
CO m Ieted D T Euperhiang Sulteeded L' ol hisvd it parbeio i el fy) dosedes i e iive Sosade caledory oF cibegroi il B | ey
" T Ll g Ut 2 eed) cse’ wl e

. Supends=d Clinkea Case Expenence

. & miore than one ﬁL'.:lE'.'.-'l&'u'lg' Inamvidual s ﬂEGEﬁﬁar_r' o docurmens S.I,EE'E'I'L'.‘.SE!:I WK E'CIZDE'I"FEF."':E': .:l.'q:ll-'.‘:'E'
Part |, Section 3 — AT Copis of S0 P

documentation of escron ot rprence. | e 2252 T ocaton of Emerencatioense or Pemt

Partipation Murmber of Facility

casework (including the T —

odide 1131 requining 3 witien

name and authorization drecive I puarifes ess an
_ {33 millcuries
of the supervising AU* '

Oral adminisraton of sodium
odide 131 requining 3 witien

* the supervising AU must have B 1 22 e (21

experience in administering milicures]
Pamenteral adminksTation of

dosages in the same categories any betz emitter or

as the individual requesting AU et = phiton ey 1ecs #aan

150 k' for which 3 wifiien
Status directive |5 raquirsd

Pareriaral agminisiraton of any
omer Rdionuc ke for wihich 3
wirtthen dinecive i reguined




FIEA IALT) LS.
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continusd)

Precepiorn Attestation (continusd)
First Saction jconfinuesd)

P “ UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

has satisfactorly compisted the 50 hours of gassroom

X Nura of Poposss Audtarbes Lear
u r r e I l t and laboratory training, 3 reguired by 10 CFR 35.352c) 1), and the supervised work and cinical case
Experience required In 35,352 cH2)

For 35.354 oentical Attestafion Statement Reqardiess of Tralning and Experiencs Pathway):

NRC Form 313 (AUT) with —— N ———

Nura of Propeass fadsorbes Lsar

the fOHOWing SeCtionS and Iaboratory fraining, a5 required by 10 CFR 35,354 {ci1), and the supervised work and cinical case
completed:

Experiance required In 35.354(C)2).

[] 1 attest mnat has saflsfaciony compisted the required cinical cass

Part Il — Preceptor _
AtteStati on experiance required In 35.320(0) 1ING listed befow:

[] cral Mal-131 requiring 3 written dractive In quantites less than or equal to 1.22
gigabecquenss (33 milicries)

First Section — indicating [ oral Nal-131 In quantities greater Man 1.22 gigabecquenais (33 millcuries)

I:] Paremteral adminisiration of beta-amitier, or photon-emiting radonucids with 3 photon

the proposed AU has _ ISR N MR DA AR
[ Pa S0 on OF 3y of M £ MegLUIring a wniian greitve

completed 80 hours of

classroom and laboratory || isissss

o o [ 1 attest iz has satisfacionty achieved 3 level of tency to
training, supervised work — e

Turcion Independently 35 an awhorized wser for:

experience, and clinical _

|_| Oral Hal-131 reguiring a wiitten directiive In quamifes less than or equal to 1.22
gigabecquersis (33 millicunies)

Casework’ as req u I red by [] oral Nal-131 In quantities greater han 1.22 gigabecquerais (33 milicures)

10 CFR 35.394 e e

D Parenteral adminisiration of any other radionuciide reguiring a written diraclve




R 3038 LALT) LS. 3 J
AUTHORIZED USER TRAINING AND EXPERIENCE AMD PRECEPTOR ATTESTATION [continuad)

Precepior Attestation (continued)
First Saction jconfinusd)

> \ UNITED STATES NUCLEAR REGULATORY COMMISSION
\) Protecting People and the Environment
[ ] 1 attest at has saflsfactorly compisted the 30 hours of G3s5Er00m

e of Proposss Sudsores Lear
u r r e I l t and laboratory training, as reguired by 10 CFR 35.352c) 1), and the supendsad work and cinical case

Experiance required I 35.392(c)2).

For 35.354 dentical Attestafion Statement Regardiess of Tralning and Experiencs Pathway):

NRC Form 313 (AUT) with —— i skl counglekat e 8 s i ekisioom

e of Popoass dassorbes Lsar

the fOHOWing SeCtionS and Iaboratory training, as required by 10 CFR 35,354 {ci1), and the supervised work and cinical case
completed:

Experiance required N 35.354(c)(2).

has satisfactonty compisted the required clinical cass

Part Il — Preceptor . _
AtteStati on experiance required In 35,3200} 1IHG listed befow:

[ Cral Mal-131 requiring a written directive In quaniies less than or equal to 1.22
gigabecquersis (33 milicurss)

Third Section — [ oral Nak131 In quantities greater han 1.22 gigabecquersis (33 millcunies)
] marenteral acminisration of beta-smitter, or photon-miting radonucics with 3 photon

confirming the proposed T S——
. L 23 | admin on OF 3y o | £ FeguUinng a aniian gireive
AU has achieved a level
of competency necessary
. . [ 1 attest mat has safisfacionty achievad 3 level of compatency to
to function independently e et
aS an AU for Oral funciion mepenmrpasarammrma-:usemr
PN . . gigabecquenss (33 milkcures)
adm|n|5trat|0n Of SOd|Um (] Oral Mal-131 In quantities greater Man 1.22 gigabecquersts (33 milicures)

I I - (] Parenteral agmirisiTation of beta-emitter, o photon-amiting radonucide with 3 photon
IOdIde I 131 _lanengy }ess Man 150 kW requidng a men%lmvelsm-c?umd 3

[[] Parenteral agministration of any other radionuciide requiring 3 wiithen dirsctve

[] Oral Mal-131 reguiring a wiittan dractive In quamies kess than o equal to 1.22




US.NRC

P “ UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Current AU

NRC Form 313 (AUT) with
the following sections
completed:

Part || — Preceptor
Attestation

Fifth Section — Preceptor
signature and
confirmation of their
training and experience*

*Confirm the preceptor is an AU by
obtaining the NRC or Agreement
State license or permit issued by a
broad scope licensee which lists the
preceptor as an AU.

3158 (ALUT) LS RUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continued)

[Fourth Secton
For 35.355:
Current 35.450 or 35.590 authorized ussr:

[:I | attesst That Is an aurhorized user under 10 CFR 35.450 or 35.650

Narra of Popoass Audaores Usar
or eguivalent Agreemant Siate reguiraments, has satsfacionly compieted the S0 hours of classroom and
Bmﬁq’ ]J'Ell"lm, SSTECFJI'EG oy 10 CFR 35356 :d:{'l :I. ang me SUEHEEC work and clinkcal case
experiance required oy 35.396(d(Z), and has achieved a level of compelancy sufclant to function
l"lEFET‘BE‘!"m'.\’ 35 an authorizad user for

] Parenteral adminisiration of any beta-amitter, or photon-emitting Rdlonudite with a photon enangy less
— man 150 keV for which a writien directive Is required

: Parenteral admirésiration of any other radionuclide for which a written direcive i reguired

OR
Board Certification:

[:I | attest at nas satistacionly compi=ted e board cersfcation

Nura of Popcass fassorbes LUsar
requirements of 35.—3561;3}. fias satisfaciorfy compisted e &0 hours of dassnoom and laboranony Taining
requined by 10 CFR 35,335 (d)1) and the supendsed work and clinical case experience required by
35.396(d)2), and has achisvad a lewel of competency suMciant bo function Indepandently 35 an
authonzed user for

[ ] Parenteral agminisTation of any bets-smitter, oF photon-emitting radlonucise Wil 3 photon ensgy less
|an 150 ke for which a writien direclive ks required

EI Parenieral acmirésiration of any other radionuciide for which a written direcive I reguired

Fifth Saction ‘
Compiste the following for precepéor atisstation and signature:

[] 1 mest the requirements bebow, or equivalent Agresment State requirements, 35 an authorzed user for

[ 35382
[] 1 nave experence admiristening dosages In Me following categonies for which the proposed Authonzed User is
requesting awhortzation.

[] ©ral Nal-131 requiring a wiitten diractive In quantites less than or equal to 1.22 gigabecquernsis (33
millicuries)

[] Oral Nal-131 In quantities greater fan 1.22 gigabecquerals (33 milicunies)

[] Parenteral asmiréstration of beta-emitter, of photon-amiting radionucice with a photon energy less than
150 ke requirng 3 writien drective is requined

E Parenteral acmirisiration of any other radionuclide reguiring a wiitten direcive

[] 35.390 []35.32 []35.3%

Feame of Preceotor [zigratre [Teeonore Mumzer

LicenseFemt Numben'=aciEy Name
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) P UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Current 10 CFR 35.300, 35.400, or 35.600

AU seeking additional authorizations
Case 2:

Dr. Miller i1s a Radiation Oncologist at Suburban
Hospital (AS licensee). She is listed on their license for
the use of high dose rate remote afterloader (35.600).
The hospital intends to use Xofigo (parenteral
administration of beta-emitter, or photon-emitting
radionuclide with a photon energy less than 150 keV )
In the near future and would like her to be the AU.

« What would Dr. Miller need to provide?
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Current 10 CFR 35.300, 35.400, or 35.600
AU seeking additional authorizations

A copy of the AS license listing her as an AU for 10 CFR 35.600.

« NRC Form 313 (AUT) with the following sections completed:

— Part I, Section 2 — indicating the current AU pathway

— Part I, Section 3 — documentation of 80 hrs of classwork and lab
training; supervised work experience (including the name and
authorization of the supervising AU); and casework*

* *the supervising AU must have experience in administering dosages in the
same categories as the individual requesting AU status
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i = UNITED STATES NUCLEAR REGULATORY COMMISSION

Protecting People and the Environment

Current 10 CFR 35.300, 35.400, or 35.600

AU seeking additional authorizations
« NRC Form 313 (AUT) with the following sections completed (contd.):

— Part Il — Preceptor Attestation

— Fourth Section — confirming current AU status; 80 hrs of classroom and
lab training; supervised work experience; and casework

— Fifth Section-Preceptor signature and confirmation of their T&E*

— *Confirm that preceptor is an AU by obtaining the NRC or Agreement State
license or permit that lists the preceptor as an AU.
NOTE: In addition, 10 CFR 35.396 T&E requirements are only for 35.400 and
35.600 users. If an individual is authorized under 35.400 or 35.600, then that
individual would only need an additional 80 hours of T&E, specifically in
parenteral administrations and three cases of parenteral administration.
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5 “ UNITED STATES NUCLEAR REGULATORY COMMISSION
\) Protecting People and the Environment

NRC Form 313 (AUT)
with the following sections
completed:

Part I, Section 2 —
Indicating the current

AU pathway

NRC FORM 312A (AUT) U.5. NUCLEAR REGULATORY COMMISSION

10-2015)
#"""=,  AUTHORIZED USER TRAINING AND EXPERIENCE
AT 4 AND PRECEPTOR ATTESTATION ERPIRES: (12r1r2015) 20
(for uses defined under 35.300)

[10 CFR 35.390, 35.392, 35.394, and 35.396]

Mame of Proposed Authorized User State or Temitory Where Licensed

Requested Authorization(s) (check all that apply):

[] #5.300 Use of unsealed byproduct material for which a written directive is required

OR

|:| 353.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecguerels (33 millicuries)

|:| 33.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

|:| 33.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 ke for which a written directive is required

|:| 35.300 Parenteral administration of any other radionuclide for which a written directive is required

PART | - TRAINING AMD EXPERIENCE
(Select one of the three methods below)

+ Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of application or the individual must have related continuing education and experience since the required
training and experience was completed. Provide dates, duration, and description of continuing education and
experience related to the uses checked above.

|:| 1. Board Certification

a. Provide a copy of the board certification.

b. For 35390, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experience.

c. For 35.398, provide documentation on classroom and laboratory training, supervised work experience,
and supervized clinical case experience. The tables in sections 32.a., 3.k, and 3.c. may be used to

document this experience.
d. Skip to and complete Part Il Preceptor Attestation.

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements (check all that apply):

[] 35320 [] 35392 [] 35394 ] 35.490 [] 35690

b. If currently authorized for a subset of clinical uses under 35300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

c. If currently authorized under 35490 or 35.690 and requesting authorzation for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervizsaed clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Alzo provide completed Part 1l Preceptor Attestation.

MIRC FORM 134 (AUT) {10-2015)




MR FORCM 3138 (ALT) L&, MLCLE A FE (LA TORY COMMISSION
T AUTHORIZED USER TRAINING AND EXPERIEMCE AMD PRECEPTOR ATTESTATION |continusd)

l | S NRC [] =. Training and Experience for Proposed Suthonzed Usesr
(] (] a. Classmoom and Laboratory Tralning _|35.E-9-:I 35302 _|353-9£ u35-.35€

5 \  UNITED STATES NUCLEAR REGULATORY COMMISSION — —
\) Protecting People and the Environment Desenpion of Training Location of Training 0 EID_#.E -r-?l'-i‘ 51?:

Radiaion physics and

Current AU —

Radiation protection

Mathematics periaining to the

NRC Form 313 (AUT) with U= and mecsusement o
the following sections Cremisiy of bt
completed: SP————

Total Hours of Training: | |

« Partl, Section 3 — b. Supervised Work Experience [] 3s.330 [J 3s.3se ] 35.384 [] 3535
¥ move than one supandsing Inaividual [s necessany to document supendsed fraking. pvovide muktile copfes

documentation of 80 hrs af s page.
of f:lf_:\ssroom and lab — i T T
training; supervised work | e

o . . uripacking radoaciive materals [] res
experience (including the |JE=hs=spmhy [ne
. . Performing qualtty confrol
name and authorization B e e s Hm
. . EHI2E an DerTommil Mo
of the supervising AU); checks for proper operation o

CAKIEING, measunreg, ard I I Yes

and casework* ot Presaing patieet s

humnan reseanch subject [] Mo
DOEFJES
* the supervising AU must have Using adminisTative Comrois o e

prewvent a megical event

experience in administering MoiINg e Use of Unseaied e

myomduet matena

dosages in the same categories Using procedures to contan

indivi : spilied byproguct materal [[]es
as the individual requesting AU oty ey txsine proper ] o

Supsrvissd Wiork Eqperiancs Tokal Hours of Expeerienos:

Carfm




s T RS IR LS. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AMD EXPFERIENCE AND PRECEPTOR ATTESTATION [continuad)

l | S N R C 3 Tralning and Exparience for Proposed Authorized User [continusad)
o ° b. Supsnised Work Experience (contnued)

> UNITED STATES NUCLEAR REGULATORY COMMISSION -
\) Protecting People and the Environment Supeniizing Indivicua {Uenze/Femnt Mumiter Exting supendsing Individual 2 an
H suthorized user

C urren t A U Eritaing InELE s e Taqiirenants Deiow, o SQUAIENt Agresman Siate rUirsmenis [chack 2 st
appiy) ™

[Jas3sz ; [] Oral Mal-131 requiring 3 writien draciive In quantfies less than or equal to 1.22

. e an, | Ogabecquerss (33 milicuries)
NRC Form 313 (AUT) Wlth l::'_j" ! _-::ﬁJHaHa'Ir:qurmtﬂesgﬁlnar?um.ﬂggamﬁqﬂeﬁiﬁﬂlmn&]
| 3535 | — oareerl agminsration of bets-smitter, or photon-amiting radonucids wih 3 photon

the fO”OWlng SeCtlonS snergy k55 Tian 150 keW requiing 3 weiten diectve |s requined

Paremeral agministration of any other radionuclide requiring a aniten dreclve

CO I pleted [} T Cupering SultefEed L' sl hive i pedence @ adrmiimmlen iy dosaged i e Seme SoRage cile iy of cilegodi i B |G

T Ll g Ut 2 eed) cse’ wl e

. Supends=d Clinkea Case Expenence

Part I SeCtlon 3 —_ &m@j;&;ﬂ;ﬁ;?;g inafvidual [s necessary to document SUpentsed Work Experience, provide

documentation of 80 hrs T L

Description of Expenence | Involving Persona

of classroom and lab Paripaton
0« . D?a:ln_‘lr‘iz'a:m:fa:-:lln
training; supervised work e i e e e

or aqual 1o 1.22 gigabacquerels

experience (including the 33 milcures)
Cral adminisTamon of sodium

name and authorization adkle 1131 quiing 3 witien

_-:Ir!-e-:::-ilr- quartties greanar
of the supervising AU); i

Parenteral adminksiration of

and casework* P bt e, o

phodon-amitting rRdonucide
with 3 phoion énengy less han

— *the supervising AU must have et
experience in administering Praremizral adminisrabon of any
dosages in the same categories e T

as the individual requesting AU

status

Murmber of Facility




US.NRC

P “ UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Current AU

NRC Form 313 (AUT) with
the following sections
completed:

Part || — Preceptor
Attestation

Fourth Section —
confirming current AU
status; 80 hrs of
classroom and lab
training; supervised work
experience; and
casework

Fifth Section — Preceptor
signature & confirmation
of their T&E

oM 35S ALY LS RUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continusd)

[Fourth Secton
For 35.355:
Current 35.450 or 35.590 authorized ussr:

[:l | attest Miat Is an aurhorized user under 10 CFR 35.450 or 35.650
Narra of Popoass Audaores Usar
or eguivalent Agreemant Siate reguiraments, has satsfacionly compieted the S0 hours of classroom and
Bmﬁq’ ]J'Ell"lm, SSTECFJI'EG oy 10 CFR 35356 :d:{'l :I. ang me SUEHEEC work and clinkcal case
experiance required oy 35.396(d(Z), and has achieved a level of compelancy sufclant to function
l"lEFET‘BE‘!"m'.\’ 35 an authorizad user for

] Parenteral adminisiration of any beta-amitter, or photon-emitting Rdlonudite with a photon enangy less
— man 150 keV for which a writien directive Is required

: Parenteral admirésiration of any other radionuclide for which a written direcive i reguired

OR
Board Certification:
[:I | attest at nas satistacionly compieted e boand cersfcation
Nura of Popcass fassorbes LUsar

requinements of 35 .386(c), has satisfacioriy compisted e 50 hours of classnoom and laboratory fraining
requined by 10 CFR 35,335 (d)1) and the supendsed work and clinical case experience required by
35.396(d)2), and has achievad a level of compatency suMciant to funchion Independently 35 an
authorzed user for

[ ] Parenteral agminisTation of any bets-smitter, oF photon-emitting radlonucise Wil 3 photon ensgy less
|an 150 ke for which a writien direclive ks required

EI Parenieral acmirésiration of any other radionuciide for which a written direcive I reguired

Fifth Saction ‘
Compiste the following for precepéor atisstation and signature:

[] 1meet the requirements beiow, or equivalant Agresment State requinements, 35 an authorzed user for
[] 35.390 [ 35382 [] 35322 []as.3se
[] 1 nave experence admiristening dosages In Me following categonies for which the proposed Authonzed User is
requesting awhortzation.

[] ©ral Nal-131 requiring a wiitten diractive In quantites less than or equal to 1.22 gigabecquernsis (33
millicuries)

[] Oral Nal-131 In quantities greater fan 1.22 gigabecquerals (33 milicunies)

[] Parenteral asmiréstration of beta-emitter, of photon-amiting radionucice with a photon energy less than
150 ke requirng 3 writien drective is requined

E Parenteral acmirisiration of any other radionuclide reguiring a wiitten direcive

Feame of Preceotor [zigratre [Teeonore Mumzer

LicenseFemt Numben'=aciEy Name




. Uo So N R C
P UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Training & Experience
Case:

Dr. Jones just completed her residency and has been
nired by Metro Hospital. She is a nuclear medicine
ohysician that has not completed her boards. Metro
Hospital has requested that Dr. Jones be added to the
icense as an AU for the use of sodium iodide [-131 in
guantities greater than 33 mCi (10 CFR 35.394). She
has completed 4 clinical cases.

* What evidence of training and experience would
you expect to see?
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MR FORCM 3138 (ALT) L&, MLCLE A FE (LA TORY COMMISSION
T AUTHORIZED USER TRAINING AND EXPERIEMCE AMD PRECEPTOR ATTESTATION |continusd)

l | S NRC [] =. Training and Experience for Proposed Suthonzed Usesr
\ a Classoom and Laboratory Tralning  [] 35280 [] 35392 [] 35324 [] 3538

UNITED STATES NUCLEAR REGULATORY COMMISSION
—
ok Danas of

Hours Training’

Protecting People and the Environment Descripion of Trainireg Location of Training

Training & EXP ([m—

NRC Form 313 (AUT) with e anl messrement et

radioactivity

the following sections Chemisry o byprocuct
mataial Tor medical uss
completed:

Radiaion physics and
resfrumentation

Radiation biology

« Partl, Section 3a.,b..c. — Total Hours of Training: ||
b Supsndssd Work Experiencs [Jas.2e0 [] 35352 [] 35.324 35,356

dOCU mentation Of 80 h s If More than one Supendsing Indhidua [5 Necessary i doCUMment SLpendsed fralning, provide muktide coples

of s page.

of class and lab training Supervised Work Experiencs Total Hours of Experenos:

applicable to ik i N of Py contmn
Cndening, recehing, and

administration of 1-131; unpaoking raacacie roterae [ ves

related rEdEmon SUreys []na

supervised work Pestorming quaily contra

procedures on Instrumens |_| Yo

used o determine The aciily

experience (including the |EEE=EEEarE v
UMy ME2rE

name and authorization Caicataing meig 2%

safey preparing patient of [ ves

of the supervising AU); i e i e
and casework* s s e S Tves

MONINg e s of unsealed |_| ¢ ]
myomduet matena

* the supervising AU must have Lising proceaures to contain -
. . .. . spibed byproduct materal (.
experience in administering safety A Using proper [ ne
. . decormamingtion Fl-".:lI:EdJI'E'E-
dosages in the same categories as

the individual requesting AU status




s T RS IR LS. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AMD EXPFERIENCE AND PRECEPTOR ATTESTATION [continuad)

l | S N R C 3 Tralning and Exparience for Proposed Authorized User [continusad)
o ° b. Supsnised Work Experience (contnued)

> UNITED STATES NUCLEAR REGULATORY COMMISSION -
\) Protecting People and the Environment Supeniizing Indivicua {Uenze/Femnt Mumiter Exting supendsing Individual 2 an
H suthorized user

Tr al n I n & EX %g}é_f.:%iﬁfﬁdﬁﬂﬁé'i"iéEt'E'Ii"-é'fa'-jLifa'r'erm'_mm':'r'Eiﬁ.'.;.'ﬁ!ééh";'ajéi'ﬁ'.é';iéﬁéﬁi'ﬁﬁ:'é'léﬁﬁ'é}féﬁié':i::%r}ﬁi'ﬁéf'
. 35 300 Oral Mal-131 requiring a wiitten dreciive In quaniifes kess han or equal to 1.22
NRC Form 313 (AUT) with ey | T Gosomsperas (5 e
. . : Oral Mal-131 In quantities greater tan 1.22 gigabecquersis (33 millicunes)
the following sections

| 35.386 ;
completed:

[] Parenteral asministration of beta-=mitier, or pholon-amiting radonucids with 3 photon
enengy kess han 150 kW requiing 3 weitten direcive |5 required

Paremeral agministration of any other radionuclide requiring a aniten dreclve

T Euperhiang Sulteeded L' ol hisvd it parbeio i el fy) dosedes i e iive Sosade caledory oF cibegroi il B | ey
T Ll g Ut 2 eed) cse’ wl e

Part |, Section 3a.,b.,.c. — . Supenvisad Cinkeal Case Experisnce

K more than ane supendsing inahidual s necessany (o document SUpendsed Work expeyisnce, prowoe

documentation of 80 hrs RIS copies o inis page

.. Mumber of Cases AL icense or
of class and lab training Desarton ofSiperience | Inuglvng Pemony | - SRR S e
applicable to S S

direciive In quaniiies less than

administration of 1-131; or 2qu 0 122 ggpecquens

{33 millcures)

supervised work Orat aaminiszaton of sodham

adide 131 requinng 3 weiien
direcive In quaniiies greatsr

experience (including the |[EspeEykssstee

miblzunes)

name and authorization —————

. . any b=ta-=mitter, or
of the supervising AU); oncton-enting adomciae
150 k2 Tor which 3 wiitien

and casework* drecte Is raquir=d

Parerieral administration of any
* the supervising AU must have St drecive & requItd.
experience in administering
dosages in the same categories as

the individual requesting AU status




: R 3038 A LT LS. oY
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continusd)

Precepiorn Attestation (continusd)
First Saction jconfinuesd)

UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People an, dth Environment

[ ] 1 attest ;at has saflsfactorly compisted the 30 hours of G35Sr0om

Nura of Poposss Audtarbes Lear

- | ]
I r al I l I I l & I X and laboratony fraining, as reguired by 10 CFR 35.352c)(1), and the supendsad work and cinical case
experiance required In 35.392(c)2).

For 35.354 oentical Attestafion Statement Reqardiess of Tralning and Experiencs Pathway):

NRC Form 313 (AUT) with —— e s —
the following sections it g e g T S i s
completed — Part Il —

Preceptor Attestation:

Experiance required In 35.354(C)2).

[] 1 attest mnat has saflsfaciony compisted the required cinical cass

Aeme of Proposss Mudsares Lear

° m - md'Catlng experience required In 35,3200} 1){I1G listed below:
proposed AU for 35.394, [0 St k13 g arien aectve i quantne e i or aual 1 12

] oral Mak1311n quaniities greater an 1.22 gigabecquersls (33 millicunes)

has completed 80 hrs of [0 s st r e sroer s oo o e
class & lab; supervised [ Parentera atintsiration of any ofher racionucikie requiing a erten drecive
work experience; and

Third SacOon

clinical casework. - st eiaiiiamadcyia

Numa of Proposss) ussarires Lear

Second Section- Ructon Independently 3 an auhorzed user for
Conflrmlng that the Dgﬁ%ﬁeﬁ;ﬁm? diraciive In quanties less than or equal to 1.22

[ oral Nal-131 In quantiies greater Man 1.22 gigabecquernsls (33 milicuries)
proposed AU haS ’__| Parenteral asminisiration of beta-emitier, or photon-emitiing radonucids with 3 photon

A = l2ss Tian 150 k=Y reguiring 3 weitien direciive Is ired
Completed the reqUIred DDa&lmmnﬁmd:m;gmmmmmemu:?gammmree:'.'e
clinical casework for

administrations > 33 mCi




P USNRC

"N Protecting People and the Environment
Training & EXp
NRC Form 313 (AUT) with
the following sections

completed — Part Il —
Preceptor Attestation:

Third Section —

confirming the proposed
AU has achieved a level
of competency necessary
to function independently
as an AU for
administration of 1-131

Fifth Section — Preceptor
signature & confirmation
of their T&E*

*Confirm the preceptor is an AU by
obtaining the NRC or Agreement State
license or permit, which lists the preceptor
as an AU.

oM 35S ALY LS RUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [continusd)

[Fourth Secton
For 35.355:
Current 35.450 or 35.590 authorized ussr:

[:l | attest Miat Is an aurhorized user under 10 CFR 35.450 or 35.650
Narra of Popoass Audaores Usar
or eguivalent Agreemant Siate reguiraments, has satsfacionly compieted the S0 hours of classroom and
Bmﬁq’ ]J'Ell"lm, SSTECFJI'EG oy 10 CFR 35356 :d:{'l :I. ang me SUEHEEC work and clinkcal case
experiance required oy 35.396(d(Z), and has achieved a level of compelancy sufclant to function
l"lEFET‘BE‘!"m'.\’ 35 an authorizad user for

] Parenteral adminisiration of any beta-amitter, or photon-emitting Rdlonudite with a photon enangy less
— man 150 keV for which a writien directive Is required

: Parenteral admirésiration of any other radionuclide for which a written direcive i reguired

oR
EBoard Certification:
[] 1 attest mat nas satistacionly compisted Me board cermeation
Narra of Popcass Jashorbes Lsar

requirements of 35.356(c), has satisfactory compizted e B0 hours of dassnoom and Isboraiony Traning
requined by 10 CFR 35,335 (d)1) and the supendsed work and clinical case experience required by
35.396{d){2), and has achisved 3 level of competency suMciant to function Indepandently 35 an
authonzed user for

[ ] Parenteral agminisTation of any bets-smitter, oF photon-emitting radlonucise Wil 3 photon ensgy less
|an 150 ke for which a writien direclive ks required

EI Parenieral acmirésiration of any other radionuciide for which a written direcive I reguired

Fifth Saction ‘
Compiste the following for precepéor atisstation and signature:

[] 1meet the requirements beiow, or equivalant Agresment State requinements, 35 an authorzed user for
[] 35.390 [ 35382 [] 35322 []as.3se
[] 1 nave experence admiristening dosages In Me following categonies for which the proposed Authonzed User is
requesting awhortzation.

[] ©ral Nal-131 requiring a wiitten diractive In quantites less than or equal to 1.22 gigabecquernsis (33
millicuries)

[] Oral Nal-131 In quantities greater fan 1.22 gigabecquerals (33 milicunies)

[] Parenteral asmiréstration of beta-emitter, of photon-amiting radionucice with a photon energy less than
150 ke requirng 3 writien drective is requined

E Parenteral acmirisiration of any other radionuclide reguiring a wiitten direcive

Feame of Preceotor [zigratre [Teeonore Mumzer

LicenseFemt Numben'=aciEy Name




. Uo So N R C
P UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Training & Experience
NOTE:

10 CFR 35.392 (b) states that if a physician is
authorized for the use of 35.394 materials, they may

be authorized for 35.392.

Therefore, Dr. Jones could be approved for the use of
sodium iodide [-131 for both less than and greater

than 33 mCi.
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N UNITED STATES NUCLEAR REGULATORY COMMISSION
Protecting People and the Environment

Training & Experience

Case (contd.):

What if Dr. Jones had documented 5 cases of sodium
lodide 1-131 less than or equal to 33 mCi and 2 cases
of sodium iodide 1-131 greater than 33 mCi?

e 35.394(c)(2)(vi) requires that the proposed AU have
experience administering dosages in at least 3
cases involving the oral administration of greater

than 33 mCi of sodium iod

Therefore, Dr. Jones wou

ide [-131.

d be authorized for

sodium 1odide 1-131 less t
only.

nan or equal to 33 mCi
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UNITED STATES NUCLEAR REGULATORY COMMISSION

Protecting People and the Environment

QUESTIONS ?

WOOHOO!!
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