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Thomas J. Moenster FEB 0 1 2019
Radiation Safety Officer

Missouri Baptist Medical Center

3015 N. Ballas Road

St. Louis, MO 63131

Dear Mr. Moenster:

We have reviewed your letter dated December 1, 2017, requesting authorization of yttrium-90
SIRSpheres, permitted by 10 CFR 35.1000, and two authorized users (AUs) for its use.

We will need the following additional information to complete our review:

1. The copy of the state license for Dr. Heller was illegible and we were unable to read
enough of it to accept it. Please send us a replacement copy of his state medical license
and check it to see that it is legible. This will resolve issues in adding Dr. Heller to your
license for this new modality only.

2. Three RSO-related issues remain to be resolved and we missed directing your attention
to these during the first review of your request, which we apologize for:

a. the RSO’s Delegation of Authority needs to be updated in order to approve the new
Y-90 SirSpheres authorization under 10 CFR 35.1000; ’

b. your training and experience in the radiation safety elements and regulatory issues,
emergency procedures, etc. involved in the new modality needs to be documented;

c. and the preceptor attestation form extending your authorization as RSO to the new
modality and attesting to your training pursuant to 10 CFR 35.50 (d) and (3) is
needed.

Please see the attached excerpted documents from NRC’s 10 CFR 35.1000 yttrium-90
microspheres guidance; 10 CFR 35.50; and NUREG 1556 Vol. 9 Rev. 2, Appendix B and
Appendix D, for assistance.

it would probably be best to discuss this in a telephone call so please contact me to schedule
that at your earliest convenience.

Please note that Dr. Karageorgiou’s application to become an AU, limited to yttrium-90
microspheres, pursuant to 10 CFR 35.1000, is complete and we can approve him for this use.

When appropriate responses to items 1 and 2 above are resolved, we can approve Dr. Heller
for the new modality also, as well as the authorization for the yttrium-90 microspheres, pursuant
to 10 CFR 35.1000. :




T. Moenster -2-

If you wish to pursue these authorizations, please provide only one response to the items
above.

Please only send us one complete, written, currently dated and legibly, physically signed (by an
appropriate senior management official) correspondence document, such as either an NRC
Form 313 or a business-style letter containing the same information as an NRC Form 313a.
Please ensure that the requested information is answered completely and accurately.

Please do not send multiple copies of responses and please do not submit any information that
is identical to what you have already sent us. Please do not email a PDF document to us, and
transmit a faxed version, and/or a hard copy sent by mail. Only one copy transmitted in only
one of these ways is appropriate to prevent administrative processing errors.

Please address your written response to my attention as “additional information to control
number 601806” to facilitate proper handling in our offices. This is a different control number
than the one used previously.

Since the difficulty with Dr. Heller’s state license copy may be related to its being transmitted via
facsimile, you might get a better and more legible result by not faxing it to us and using regular
mail instead.

If you have any questions concerning these requests, please contact. me at either (630) 829-
9841 or (800) 522-3025, ext. 9841. My fax number is 630-515-1078. My email address is
colleen.casey@nrc.gov, which should not be used transmit amendment requests and responses
to requests from us for additional information, unless previously arranged with me personally.

In accordance with 10 CFR 2.390 of the NRC's “Rules of Practice,” a copy of this letter and its
attachments will be available electronically for public inspection in the NRC Public Document
Room or from the NRC's Agencywide Documents Access and Management System (ADAMS),
accessible from the NRC Web site at http://www.nrc.gov/reading-rm/adams.html.

Sincerely, »
Colleen Carol Casey
Materials Licensing Branch

License No. 24-11128-02
Docket No. 030-08325
Control No. 601806




10 CFR 35.1000 Use

Although yttrium-90 (Y-90) microspheres are manual brachytherapy sources used for
permanent implantation therapy, Y-90 microspheres have many unique properties that merit
radiation safety considerations other than those required by 10 CFR Part 35, Subpart F,
“Manual Brachytherapy.” These unique properties include their small size; the large number of
microspheres used in a treatment; the route of administration; and their use by physician
authorized users (AU) in addition to radiation oncologists, including nuclear medicine physicians
and interventional radiologists. As a result, Y-90 microspheres are regulated under 10 CFR
35.1000 “Other Medical Uses of Byproduct Material or Radiation from Byproduct Material.”

Licensing Guidance

This guidance provides applicants with an acceptable means of satisfying the requirements for a
license for the use of TheraSphere® and SIR-Spheres® and is not intended to be the only means
of satisfying the requirements for a license. The applicant must submit the information required
by 10 CFR 30.33 and 35.12, as described below. The applicant should submit additional
information and commitments requested below or may, unless the information is specifically
required by regulation, submit alternative information and commitments for review by the
U.S. Nuclear Regulatory Commission (NRC) staff to make a licensing determination. The
commitments incorporated into the applicant’s license by license condition will be reviewed

Applicants are reminded that licenses issued pursuant to 10 CFR

J tine inspections
35.1000 must still meet the general requirements in _Part 35, Subparts A,&C#L, and M, except
as specified in this guidance. Additionally, applicants must meet applicable requirements of 10

CFR Part 30.
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Protecting Peaple and the Environment

Home > NRC Library > Document Collections > NRC Regulations (10 CFR) > Part Index > § 35.50 Training for
Radiation Safety Officer.

§ 35.50 Training for Radiation Safety Officer.

Except as provided in § 35.57, the licensee shall require an individual fulfilling the respgggibilities of the Radiation
Safety Officer as provided in § 35.24 to be an individual who— Sk'P T° Z > fe

(a) Is certified by a specialty board whose certification process has been recognized by the Commission or an
Agreement State and who meets the requirements in paragraphs (d) and (e) of this section. (The names of board
certifications which have been recognized by the Commission or an Agreement State will be posted on the NRC's Web
page.) To have its certification process recognized, a specialty board shall require all candidates for certification to:

(1)(i) Hold a bachelor's or graduate degree from an accredited college or university in physical science or engineering
or biological science with a minimum of 20 college credits in physical science;

(i) Have 5 or more years of professional experience in health physics (graduate training may be substituted for no more
than 2 years of the required experience) including at least 3 years in applied health physics; and

(iii) Pass an examination administered by diplomates of the specialty board, which evaluates knowledge and
competence in radiation physics and instrumentation, radiation protection, mathematics pertaining to the use and
measurement of radioactivity, radiation biology, and radiation dosimetry; or

(2)(1) Hold a master's or doctor's degree in physics, medical physics, other physical science, engineering, or applied
mathematics from an accredited college or university;

(i1) Have 2 years of full-time practical training and/or supervised experience in medical physics-

(A) Under the supervision of a medical physicist who is certified in medical physics by a specialty board recognized by
the Commission or an Agreement State; or

(B) In clinical nuclear medicine facilities providing diagnostic and/or therapeutic services under the direction of
physicians who meet the requirements for authorized users in §§ 35.57, 35.290, or 35.390; and

(iii) Pass an examination, administered by diplomates of the specialty board, that assesses knowledge and competence
in clinical diagnostic radiological or nuclear medicine physics and in radiation safety; or

(b)(1) Has completed a structured educational program consisting of both:
(1) 200 hours of classroom and laboratory training in the following areas—
(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radioactivity;

https://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0050.html 02/02/2018
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(D) Radiation biology; and
(E) Radiation dosimetry; and

(ii) One year of full-time radiation safety experience under the supervision of the individual identified as the Radiation
Safety Officer on a Commission or Agreement State license or permit issued by a Commission master material licensee
that authorizes similar type(s) of use(s) of byproduct material involving the following—

(A) Shipping, receiving, and performing related radiation surveys;

(B) Using and performing checks for proper operation of instruments used to determine the activity of dosages, survey
meters, and instruments used to measure radionuclides;

(C) Securing and controlling byproduct material;

(D) Using administrative controls to avoid mistakes in the administration of byproduct material;

(E) Using procedures to prevent or minimize radioactive contamination and using proper decontamination procedures;
(F) Using emergency procedures to control byproduct material; and

(G) Disposing of byproduct material; or

(2) [Reserved]

(c)(1) Is a medical physicist who has been certified by a specialty board whose certification process has been
recognized by the Commission or an Agreement State under § 35.51(a) and has experience in radiation safety for
similar types of use of byproduct material for which the licensee is seeking the approval of the individual as Radiation
Safety Officer and who meets the requirements in paragraphs (d) and (e) of this section; or

(2) Is an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on the licensee's
license and has experience with the radiation safety aspects of similar types of use of byproduct material for which the
individual has Radiation Safety Officer responsibilities; and,

(d) Has obtained written attestation, signed by a preceptor Radiation Safety Officer, that the individual has
satisfactorily completed the requirements in paragraph (e) and in paragraphs (a)(1)(i) and (a)(1)(ii) or (a)(2)(i) and (a)
(2)(11) or (b)(1) or (c)(1) or (c)(2) of this section, and has achieved a level of radiation safety knowledge sufficient to
function independently as a Radiation Safety Officer for a medical use licensee; and

(e) Has training in the radiation safety, regulatory issues, and emergency procedures for the types of use for which a
licensee seeks approval. This training requirement may be satisfied by completing training that is supervised by a
Radiation Safety Officer, authorized medical physicist, authorized nuclear pharmacist, or authorized user, as
appropriate, who is authorized for the type(s) of use for which the licensee is seeking approval.

[70 FR 16361, Mar. 30, 2005; 71 FR 1926, Jan. 12, 2006; 71 FR 15008, Mar. 27, 2006; 74 FR 33904, Jul. 14, 2009; 76
FR 72085, Nov. 22, 2011]

Page Last Reviewed/Updated Tuesday, August 29, 2017

https://www.nrc.gov/reading-rm/doc-collections/cfr/part03 5/part035-0050.html 02/02/2018
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(D) Radiation biology; and
(E) Radiation dosimetry; and

(i) One year of full-time radiation safety experience under the supervision of the individual identified as the Radiation
Safety Officer on a Commission or Agreement State license or permit issued by a Commission master material licensee
that authorizes similar type(s) of use(s) of byproduct material involving the following—

(A) Shipping, receiving, and performing related radiation surveys;

(B) Using and performing checks for proper operation of instruments used to determine the activity of dosages, survey
meters, and instruments used to measure radionuclides;

(C) Securing and controlling byproduct material;

(D) Using administrative controls to avoid mistakes in the administration of byproduct material;

(E) Using procedures to prevent or minimize radioactive contamination and using proper decontamination procedures;
(F) Using emergency procedures to control byproduct material; and

(G) Disposing of byproduct material; or

(2) [Reserved]

(c)(1) Is a medical physicist who has been certified by a specialty board whose certification process has been
recognized by the Commission or an Agreement State under § 35.51(a) and has experience in radiation safety for
similar types of use of byproduct material for which the licensee is seeking the approval of the individual as Radlatlon
Safety Officer and who meets the requirements in paragraphs (d) and (e) of this section; or

(2) Is an authorized user, authorized medical physicist, or authorized nuclear pharmacist identified on the licensee's
license and has experience with the radiation safety aspects gf similar types of use of byproduct material for which the
individual has Radiation Safety Officer responsibilitie

@Has obtained written attestation, signed by a preceptor Radiation Safety Officer, that the individual has

tisfactorily completed the requirements in paragraph (e) and in paragraphs (a)(1)(i) and (a)(1)(ii) or (a)(2)(i) and (a)
(2)(i1) or (b)(1) or (c)(1) or (c)(2) of this section, and has achieved a level of radiation safety knowledge sufficient to
function independently as a Radiation Safety Officer for a medical use licensee; and

as training in the radiation safety, regulatory issues, and emergency procedures for the types of use for which a
ensee seeks approval. This training requirement may be satisfied by completing training that is supervised by a
Radiation Safety Officer, authorized medical physicist, authorized nuclear pharmacist, or authorized user, as
appropriate, who is authorized for the type(s) of use for which the licensee is seeking approval.

[70 FR 16361, Mar. 30, 2005; 71 FR 1926, Jan. 12, 2006; 71 FR 15008, Mar. 27, 2006; 74 FR 33904, Jul. 14, 2009; 76
FR 72085, Nov. 22,2011}

Page Last Reviewed/Updated Tuesday, August 29, 2017

https://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0050.html 02/02/2018




APPENDIX B

NRC FORM 313 (RSO) U.S. NUCLEAR REGULATORY COMMISSION
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE g:&ogﬂsv OMB: NO. 3150-0120
AND PRECEPTOR ATTESTATION ES: 10/31/2008
[10 CFR 35.50]

Name of Proposed Radiation Safety Officer

Requested Authorization(s) The license authorizes the following medical uses (check all that apply):
[]3s100 [ ]35200 []35300 [ ]35400 [ |35.500 [ ] 35.600 (remote afterloader)

[ ] 35.600 (teletherapy) [ ] 35.600 (gamma stereotactic radiosurgery) [ ] 3?1000 ( )

PART | -- TRAINING AND EXPERIENCE
(Select one of the four 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 obtained 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. Use Table 3.c. to describe training in radiation safety, regulatory issues, and emergency procedures for
all types of medical use on the license.

c. Skip to and complete Part Il Preceptor Attestation.
OR

iD 2. Current Radiation Safety Officer Seeking Authorization to Be Recognized as a Radiation Safe
Officer for the Additional Medical Uses Checked Above

a. Use the table in section 3.c. to describe training in radiation safety, regulatory issues, and emergency
procedures for the additional types of medical use for which recognition as RSO is sought.

b. Skip to and complete Part || Preceptor Attestation.

OR
ql__—l 3. Structured Educational Program for Proposed Radiation Safety Officer

a. Classroom and Laboratory Training

Clock Dates of

Description of Training Location of Training Hours Training*

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Radiation biology

Radiation dosimetry

“Total Hours of Training:

NRC FORM 313A (RSQ) (2-2007) PRINTED ON RECYCLED PAPER PAGE 1

B-1 NUREG - 1556, Vol. 9, Rev. 2




APPENDIX B

NRC-FORM 313A (RSO) - -
(2-2007) " - - Ce e

‘RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND 'PRECEPTOR ATTESTATION {(continued)

U.S. NUCLEAR REGULATORY COMMISSION

3. Structured Educational Program for Proposed Radiation Safety Officer (cbntlnued)

b. Supervised Radiation Safety Experience (continued)

" " (If more than 6ne’supervising individual is necessary to document supervised work experience, provide multiple

capies of this section.)

‘Supervising Individual

ELicense/Permit Number listing supervising individual as a
iRadiation Safety Officer

[]35100 [ ]35200 [ ]35.300
[ ]35.500 [ ] 35.600 (remote afterioader)
{:] 35.600 (gamma stereotactic radiosurgery)

[ ]35.400
(] 35.600 (teletherapy) .
[ ]135.1000 ( )

c. Describe training in radiation safety, regulatory issues, and emergency procedures for all types of medical

use on the license.

Description of Training

Dates of

Training Provided By Training*

Radiation safety, regulatory issues, and
emergency procedures for 35.100, 35.200,
and 35.500 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.300 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.400 uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 -
teletherapy uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 - remote
afterloader uses

Radiation safety, regulatory issues, and
emergency procedures for 35.600 - gamma
stereotactic radiosurgery uses

Radiation safety, regulatory issues, and

use(s):

|

emergency procedures for 35.1000, w

B-3

PAGE 3

NUREG - 1556, Vol. 9, Rev. 2




APPENDIX B

NRC FORM 313A(RSO). . .. U.S. NUCLEAR REGULATORY COMMlSSlON
(2-2007)

. RADIATION SAFETY OFF%CER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (contlnued)

Structured Educational Program for Proposed Radiation Safeg Officer (continued)

c. Training in radiation safety, regulatory issues, and emergency procedures for all types of medical use on the
license (continued) ‘

i
Supervising Individual if training was provided by supervising-.  License/Permit Number listing supervising individual
RSO, AU, AMP, or ANP. (If more than ‘one supervising individual is |
necessary to document supervised training, provide muitiple copies of
this page.) : _ ’
License/Permit lists superwsmg lndlwdual as: ’ ‘ -

D Radiation Safety Officer D Authorized User D Authorized Nuclear Pharmacist
D Authorized Medical Physmust

Authorized as RSO, AU, ANP, or AMP for the following medical uses: ..

[]35100 [ }35200 [ }35.300 [ ] 35.400

[ ]35.500 [ ] 35.600 (remote afterloader) . [ ] 35.600 (teletherapy)

[ ] 35.600 (gamma stereotactic radiosurgery) | [ ] 35.1000 ( )

d. Skip to and complete Part || Preceptor Attestation.
OR

b. Use the tale in section 3.c. to describe training in radiation safety, regulatory issues, and emergency
procedures Ny all types of medical use on the license. ’

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document expenence ‘obtain a separate preceptor statement from each.

First Section
Check one of the following:

qD\eM

D | attest that has satisfactorily completed the requirements in
Name of Proposed Radiation Safety Officer

10 CFR 35.50(a)(1)(i) and (a)(1)(ii); or 35.50 (a)(2)(i) and (a)(2){ii); or 35.50(c)(1).
OR

'D \Structured Educational Program for Proposed Radlation Safeg Officers ‘

| ] t attest that : has satisfactorily completed a structural educational
Name of Proposed Radiation Safety Officer ' . - '

program consisting of both 200 hours of classroom and laboratory training and one year of full-time
radiation safety experience as required by 10 CFR 35.50(b)(1).

OR

PAGE 4
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APPENDIX B

‘NRgc:);FORM' 313A (RSO) - U.S. NUCLEAR REGULATORY COMMISSION
(2-2007)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[Preceptor Attestation (contlnued) ‘

First Section .(continued).
Check one of the following:

‘ ‘::kddmonal Authorization as Radiation. Safety Officer K

[ ] 1attest that is an

Name of Proposed Radiation Safety Officer

[:I Authorized User D Authorized Nuclear Pharmacist
[:l Authorized-Medical Physicist -

identified on the Licensees license and has experience with the radiation safety
aspects of similar type of use of byproduct material for which the individual has
Radiation Safety Officer responsibilities

P-------------------------------------------.-----------------

AND
{Second Section
Complete for all (check all that apply):
D | attest that . has training in the radiation safety, regulatory issues, and

Name of ProposedRadiation Safety Officer
emergency procedures for the following types of use:

[ ]35.100

(135.200

D 35.300 oral administration of less than or equal to 33 millicuries of sodium iodide 1-1 31, for

PR - which a written dlrectlve is requwed

[ ]35.300 oral administration of greater than 33 millicuries of sodtum jodide 1-131

D 35.300 | parenteral administration of any beta-emitter, ora photon-emitting radionuclide wuth
’ a photon energy less than 150 keV for which a written directive is required

D 35.300 parenteral administration of any other radionuclide for which a written directive is

required
[] 35.400
[ ] 35.500

[ ] 35.600 remote afterloader units -
[ ] 35.600 teletherapy units
{:] 35.600 gamma stereotactic 'rédiosurgery units

] 35.1000 emefging technologies, including:

%

PAGE 5
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APPENDIX B

NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION

(2-2007)
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
AND
Third Sectlon
Complete for ALL
P f—
] 1 attest that has achieved a level of radiation safety knowledge

Name of Proposed Radiation Safety Officer
fsufﬁcient to function independently as a Radiation Safety Officer for a medical use licensee.

Fourth Section :
Complete the following for Preceptor Attestation and signature

| am the Radiation Safety Officer for

Neme of Facllity

License/Permit Number:

Name of Preceptor Signature Telephone Number Date

PAGE 8
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APPENDIX D

. For therapy devices, experience with the therapy unit and/or comparable linear accelerator
experience and completion of an in-service review of operating and emergency procedures
relative to the therapy unit to be used by the applicant.

V. . General Instructions and Guidance for Filling Out NRC Form 313A Series

If the applicant is proposing an individual for more than one type of authorization, the applicant
may need to either submit multiple forms in the NRC Form 313A series or fill out some sections
more than once. For example, an applicant that requests a physician be authorized for

10 CFR 35.200 and 10 CFR 35.300 medical uses and as the RSO, should provide three
completed NRC Form 313A series forms (i.e., NRC Form 313A (RSO), NRC Form 313A
(AUD) and NRC Form 313A (AUT)). Also, if the applicant requests that a physician be
authorized for both high dose-rate remote afterloading and gamma stereotactic radiosurgery
under 10 CFR 35.600, only one form, NRC Form 313A (AUS) needs to be completed, but one
part (i.e., “Supervised Work and Clinical Experience”) must be filled out twice.

To identify an Agreement State license, provide a copy of the license. To identify a Master
Materials License permit, provide a copy of the permit. To identify an individual

(i.e., supervising individual or preceptor) who is authorized under a broad-scope license or
broad-scope permit of a Master Materials License, provide a copy of the permit issued by the -
broad-scope licensee/permittee. Alternatively, provide a statement signed by the Radiation
Safety Officer or chairperson of the Radiation Safety Committee similar to the following:

“ (name of supervising individual or preceptor) is authorized under

(name of licensee/permittee) broad-scope license number __to
use (materials) during ( time frame).” ' '

INTRODUCTORY INFORMATION
Name of individual -

Provide the individual’s complete name so that NRC can dxstmgmsh the trammg and expenence
received from that received by others with a similar name. : :

Note: Do not include personal or private information (e g., date of birth, Social Securlty
Number, home address, personal telephone number) as part of your qualification documentation.

State or territory where licensed

The NRC requires physicians, dentlsts podiatrists, and pharmamsts to be hcensed by a State or
territory of the United States, the District of Columbia, or the Commonwealth of Puerto Rico to
prescribe drugs in the practice of medicine, as well as licensed in the practice of dentistry,

podiatry, or pharmacy, respectively (see deﬁmtlons of “physician”, “dentlst” “podlatrlst and
“pharmacist” in 10 CFR 35.2). :

EYCERPTS "““. RIED...




APPENDIX D

Requested Authorization(s).
Check all authorizations that apply and fill in the blanks as provided.

Part I. Training and Experience

There are always multiple pathways provided for each training and experience section. Select
the applicable one.

Item 1. Board Certification

The applicant or licensee may use this pathway if the proposed new authorized individual is
certified by a board recognized by NRC (to confirm that NRC recognizes that board’s

certifications, see NRC's Web site http://www.nrc.gov/materials/miauw/med-use-toolkit.html.

Note: An individual that is board-eligible will not be considered for this pathway until the
individual is actually board-certified. Further, individuals holding other board certifications will
also not be considered for this pathway:. B :

The applicant or licensee will need to provide a copy of the board certification and other
documentation of training, experience, or clinical casework as indicated on the specific form of
the NRC Form 313A series.

All applicants under this pathway (except for 10 CFR 35,500 uses) must submit a completed
Part II Preceptor Attestation.

@urrent Authorized Individuals Seeking Additional Authorizations

Provide the information requested for training, experience, or clinical casework as indicated on
the specific form of the NRC Form 313A series. (Note: This section does not include
individuals who are authorized only on foreign licenses.)

All applicants under this pathway must submit a completed Part II Preceptor Attestation.

Item 3. Alternate Pathway for Training and Experlence for Proposed New Authorized
Individuals -

This pathway is used for those mdmduals not listed on the llcense as authorized 1nd1v1duals
who do not meet the requirements for the board certification pathway.

The regulatory requirements refer to two categories of training: (a) classroom and laboratory
training, and (b) supervised work experience. All hours credited to classroom and laboratory
training must relate directly to radiation safety and safe handling of byproduct material and be -
allocated to one of the topics in the regulations. Each hour of training involving performance of
radiation safety tasks or hands-on use of byproduct material may be credited to either

(a) classroom and laboratory training, or (b) supervised work experience. Note that a single hour
of training may only be counted once and may not be credited to both of these categories.

NUREG - 1556, Vol. 9, Rev. 2 D-4




APPENDIX D

Specific radiation safety training for each type of usé on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.

Current Radiation Safety Officer Seeking Authorization to Be Recognized as a

Radiation Safety Officer for the Additional Medical Use(s) Checked Above.

Provide the requested information (i.e., documentation of specific radiation safety training
(complete the table in 3.c) and a completed preceptor attestation in Part 1I). As indicated on the
form, additional information is needed if the specific radiation safety training was completed
more than 7 years ago.

Specific radiation safety training for each type of use on the license may be supervised by an
RSO, AMP, ANP, or AU who is authorized for that type of use. Specific information regarding
the supervising individual only needs to be provided in the table in 3.c if the training was
provided by an RSO, AMP, ANP, or AU. If more than one supervising individual provided the
training, identify each supervising individual by name and provide his/her qualifications.

3. Structured Educational Program for Proposed New Radiation Safety Officer

As indicated on the form, additional information is needed if the training, supervised radiation
safety experience, and specific radiation safety training was completed more than 7 years ago.

Submit a completed Section 3.a.

Submit a completed Section 3.b. The individual must have completed 1 year of full-time
radiation safety experience under the supervision of an RSO. This is documented in Section 3.b
by providing the ranges of dates for supervised radiation safety experience. If there was more
than one supervising individual, identify each supervising individual by name and provide
his/her qualifications.

Provide the requested information (i.e., documentation of specific radiation safety training for
each use on the license (complete the table in 3.c)). Specific radiation safety training for each
type of use on the license may be supervised by an RSO, AMP, ANP, or AU who is authorized
for that type of use. Specific information regarding the supervising individual only needs to be
provided in the table in 3.c if the training was provided by an RSO, AMP, ANP, or AU. If more
than one supervising individual provided the training, identify each supervising individual by
name and provide his/her qualifications.

Submit a completed Preceptor Attestation in Part I1.

NUREG - 1556, Vol. 9, Rev. 2




NRC FORM 386 (RIl) :
(4-2004) UNITED STATES
ot "Ectq NUCLEAR REGULATORY COMMISSION
REGION Il
2443 Warrenville Road, Suite 210
Lisle, lllinois 605324352

TELEFAX TRANSMITTAL

R w¥
NUMBER OF PAGES:
DATE: (6% . Z / 2@( Y (including this page)

SEND TO: ﬂ //L Mog\/ ma
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