_ - ST MARY MERCY sors e e o
*' LIVON IA. Phone: 734-655-4800

SAINT JOSEPH MERCY HEALTH SYSTEM stmarymercy.org

June 20, 2011

U.S. Nuclear Regulatory Commission
Materials Licensing Branch

Region lll

2443 Warrenville Road

Suite 210

Lisle, lllinois 60532

Re: Amendment to 21-14849-01
Dear Madam or Sir:
We wish to amend our Materials License as follows:

CHANGE RADIATION SAFETY OFFICER

Remove: Nader Mohtadi, M.D.
Add: Oneil Lee, M.D., Ph.D.

In support of this request we have enclosed the following documents for your
review and approval:

e NRC form 313(RSO) - Preceptor Statement and Attestation
¢ Management / RSO Agreement Letter

If you have any questions regarding this matter, please contact our Medical
Nuclear Physicist, Thomas M. Kumpuris, M.S., FACR 800.321.2207 or
tkumpuris@mpcphysics.com.

Sincerely,

Bud Lauderbach
Chief Operating Officer

RECEIVED JUN 2 g 21

REMARKABLE MEDICINE. REMARKABLE CARE.
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SAINT JOSEPH MERCY HEALTH SYSTEM stmarymercy.org

June 20, 2011

Oneil Lee, M.D., Ph.D.

St. Mary Mercy Hospital
36475 Five Mile Road
Livonia, Michigan 48154

Re: Radiation Safety Officer / Executive Management
Letter of Understanding

Dear Dr. Lee:

You have been appointed the Radiation Safety Officer (RSO) of this facility for our
United States Nuclear Regulatory Commission Materials License. This “Letter of
Understanding” is prepared to comply with Title 10 Code of Federal Regulations (CFR) Part
35.24(b). This section of the regulations requires that you agree in writing to the following:

e Assume responsibility for implementing the Radiation Protection Program

¢ Ensure that radiation safety activities are being performed in accordance with our own
approved procedures and all regulatory requirements.

Furthermore, in compliance with 10 CFR 35.24(e),(g), the executive management of this
facility agrees to provide you as RSO:

¢ Specific written notation of your authority, duties and responsibilities, see attached.

o Sufficient authority, organizational freedom, time, resources and management
prerogative to:

Identify radiation safety problems;

Initiate, recommend, or provide corrective actions;
Stop unsafe operations; and,

Verify implementation of corrective actions.

o=

REMARKABLE MEDICINE. REMARKABLE CARE.
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SAINT JOSEPH MERCY HEALTH SYSTEM stmarymercy.org

Our signatures noted below will attest to the issues noted above. Please make a copy of
this document for your files and return the original to my attention.

Sincerely,

Bud Laud@rbach ”Q‘%

Oneil Lee, M.D., Ph.D.
Chief Operating Officer Radiation Safety Officer

REMARKABLE MEDICINE. REMARKABLE CARE.
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F{rgg& FORM 3134 (R4C) " U8 NUCLEAR REGULATORY GO M3 1ON -
RADIATION SAFETY OFFICER TRAINING AND EXPERIEN (i | APPROVED BY oM: No, 3160.0120
AND PRECEPTOR ATTESTATION '
110 CFR 35.50} N
Name of Propoged Radlation Safety Officer -
Onell Lee, MD.

Requested Authorization(s) The license authorizes the following medical uses fc' };a::r'.» all that apply):
(f13s100  [/]35200 [/]36300 [f]3s400 [)35500 [ ] 35.800 (remote afterioader)
[T] 35.800 (teletherapy) [_] 35.600 (gamma stereotactic radiosurgen’ "] 35.1000 ( )

L'; PSR VYRV et i} 5 11 1
PART | -~ TRAINING AND EXPERIEN( i
(Select one of the four methods belu+ )

*Training and Experlence, Including board certification, must have been obtaines | wit in the 7 years preceding the date of
application or the individual must have obtained related continuing education a1 €. srience since the required training

and experience was completed. Provide dates, duration, and description of con | . it ;) education and experlence related
to the uses checked above.

1. Reard Gertification
a. Pravide a copy of the board certification.

b. Use Table 3.c. to describe training In radlation safety, regulatary issues. il ‘mergency procedures for
all types of medical use on the licenss.

c. Skip ta and camplele Part |l Preceptor Attestation.

struciures cqgucationgl Proaram 1¢
a. Classroom and Laboratory Training

| Description of Training Location of Tralning Clock abeial
| Radiation physics and

instrumentation

Radjation protection -

|Mathamatics pertaining to the
use and measurement of

radioactivity
Radiation blology
Radjation dosimetry
‘Tota) Hours of Tralning:
e ——— A ﬂ:w-;-
NRC FORM 313A (RSO) (3-2008) PRINTED ON RECYCLED PAPER PAGE 1




JUN-06-2011 01:35 PH NuclearMedicine 21375 P, 03/07
ﬂEgSTm 313A (R8O) — - — "% 5. NUCLGAR REGULATORY COMMIBSION |

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRI E 7: OR ATTESTATION (continued)
3. St red Educational Program
b. Supervised Radlation Safety Experience

(If more than one supervising individual is necessary to document supe: iss. | work experience, provide muitiple
capies of this section.)

Location of I r;l v g/ Dates of

Description of Experience Licanse or Permit Nuri¢. of Facllity Training®

Shipping, réceiving, and performing relaled
radlation surveys

Using and parforming checks far proper

operation of inatruments used to determine
the activity of dosages, survey meters, and
instrumente used to meoasure radionuciides

Securihg and controlling byproduct materlal

Using administrative controls to avoid
mistakes In administration of byproduct
material

Using procadures to prevent ar minimize
radioactive contamination and using proper
decontamination procedures

Using emergsncr Frooedures to control
bypraduct materia

Disposing of byproduct material

Licensed Material Used (e.g., 35.100,
35.200, otc.)+

J P 35.300, 35,400, 36.500,

+ Choose all lcable sections of 10 CFR Part 35 (6 deacriba radioleolopes and quaniltle:: , 321 36,100, 35.200, 35.300, s
35600 rem:fep'aﬂenoader wriis, 35,600 taletherapy uniis, 35,600 gamma sloreolaclic rad-< turyi: 7 unils, smarging technologies (provide st

of davices).

TN

i PAGE 2
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e metEr 1
lggg;om M3A (RS0) 1} 3, NUCLEAR REGULATORY COMMISSION

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECE ¥ OR ATTESTATION (continued)
SRS o Ry "
3‘ { SLIGH "‘-‘:“ 'oFr Pfobpg G RAS
b. Supervised Radiation Safely Experlance (continuad)

(/f more than one supervising individual Ia necesssry lo document supe vy :: work experiencs, provide multiple
coples of this section.)

CRUYea K6 Blions

aty Officy: (i3 ntinued)

Supervising Individual License/Permit Nur 15211 #ting supervising individual as a
Radiation Safety Citficir

This license aulhorizes the following medical uses:
[]35.100 [_]35.200 []3s.300 (] 38.400
[[]3s500  [T] 35.600 (remote afterioader) (] 35.800 (teletiaraz )

(] 35.800 (gamma steretactic radiosurgery) ] 35.1000 ( )

-t e ———

¢. Describe training in radiation safely, reguiatory Issues, and emergency (¢ .uras for all types of medical
use on the license.

Dates of

Description of Tralning Training Pro oy By Training®

Radiation safely, regulatory issues, and ) 04/01/11 to
emergency procedures for 35,100, 35.200, John E. Freitas, M.D. present
and 35.600 uses

Radiation safety, regulatory issues, and T 04/0111 to
emergency procedures for 35,300 uses John E. Freltas, M.D. prosent

Radiation gafety, regulatory Issuas, and o 04/0t/L1 ta
emergency procedures for 36,400 uses John E. Freitas, M.D. present

Radiation safety, regulatory issues, and
emergency pracedures for 35.600 -
telatherapy uses

Radiation safety, regulatory issuas, and
emargency procedures for 35.600 - remote
aftericader uses

Radlatlon safaety, regulatory (ssues, and
emergancy procedures for 35.600 - gamma
stareotactic radiosurgery uses

Radiation safety, regulétory lssues, and
emergency procedures for 35,1000, specify
use(s): .

ey

SR L UEL PAGE 3
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ﬁ‘rgggn FORM 3134 (RBO) A | T"NUCLEAR REGULATORY COMMIESION |

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRE(E!": DR ATTESTATION (cantinued)
— e

AR N ¢ bys 1>

adia Dffles’ 13 ntinued)
nd emergency proceduii:i | all types of medical use on the

Btructured Ec ational Pregram for Pronosed Radiatian Safe

¢. Training in radiation safety, regulatory lssues, a
license (continued)

Supervising Individual ¥ raining was provided by supervieing | Li el . -
ng. AU, AMP, ar ANP. (if more mﬁ% one f’u”m,;,,: M?Mdmﬂg i icange/Permit Nuniyar | .ting suparvising individual
this page) fo docurment supervised training, provids mukipie copies of

John E. Freitas, M.D. | 21-03194-01

i
License/Permit lists supervising individual as} '

IZ] Radiation Safety Officer [Z] Authorized User D Authorize] N\« ar Pharmacist
] Autnorized Medical Physicist

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

[/] 35100  [/]36.200 [/] 35.300 [¢] 35.400
(] 36.500 [} 35.800 (remote afterioader) [ ] 35.800 (te} st 1py)
[] 35.8600 (gamma stereotactic radiosurgery) [ 35.1000 ¢ )

d., Skip to and complete Parl || Preceptor Attestation.

e

ic1py J; aarmacietidentified on

a, Provide licanse number.

b. Usae the table in section 3.c. to describe training In radiation safety, ré i« ary issues, and emergency
procedures for afl types of medical use on the license,

¢. Skip to and complete Part Il Preceptor Attestation.

J@Emug

P
PART Il - PRECEPTOR ATTESTATICH

PNole: This part must be completed by the individual's preceptor. The precepizr t: 3 not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training zi«/ £ perlence required. If more than
one preceptor s hecessary to document experience, obtain a separate ;rei.«: .ior statement from each.

First Section
Feck one of the following:

1. Board Certification

[] 1 attest that haa satisfactorily ¢ npli 3d the requirements in
Name of Prapoeed Radlation Safety Officer

10 CFR 36.60(a)(1X1) and (a)(1)il); or 35.50 (a)(2)1) and (a)(2)(il); or 35 1305 (1),

7 2 o

[ t attest that has satisfactorily ca e 5d a structural educational
Nama af Proposad Radislion Safety Oiosr

program consisting of both 200 hours of classroom and laboratory trainitij iit { one year of full-time
radiation eafaty experience as required by 10 CFR 36.60(b)1).

OR

R
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NRC FORM 3134 (R80) "™ 3. NUCLEAR REGULATORY COMMISSION
RADIATION SAFETY OFFICER TRAININE._AND EXPERIENCE AND PRECE . OR ATTESTATION (continued)
9t Gef e

Preceptor Atteatation (continued)
Flirst Saction (continued)
Check one of the following:

.',tl\-lz- DErEAtion A KAadis Are

{ attest that Onell Lee, M.D. i& an
Namn of Proposad Radlation Safety Officer
(] Authorized User [_] Authorized Nuclear *hir nacist

[ Authorized Medical Physicist

identified on the Licensees license and has axperience with the racil ill«:n safety
aspects of simiiar type of use of bypraduct material for which the inci/li:t. | has
Radlation Safety Officer responsibiiities

AND
Second Section
ﬁt:omploto for all (check all that apply):
[/]  attest that ~ Onell Lee, M.D. has training in the raduilinn safely, regulatory issues, and
Name of PropasedRadiation Safety Officef
emergency procedures for the following types of use:
[/] 36.100
(¢] 36.200

[] 38.300 oral administration of less than or equal to 33 millicuries of ol m lodide 1-131, for
which a written directive is required

[¥] 35.300 oral administration of greater than 33 millicuries of sodium i) : 1-131

[Z] 35.300 parenteral administration of any beta-emitter, or a photon-« it 1g radionuclide with
a photon energy less than 150 keV for which a written direx /iva 5 required

[¥] 36.300 pare?t;(;al adminlstration of any other radionuclide for whiz1 @ v -itten directive is
requ

[/] 35.400

[] 35.600

[[]35600  remote afterioader units

[} 35800 teletherapy units

[] 35.800 gamma stereotactic radiosurgery units

[(135.1000  emerging tachnalogles, including:

LL U T
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JHRC FoRM 3134 (Rao) " ™1l 3. NUCLEAR REGULATORY COMMISSION
RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PREIE* OR ATTESTATION (centinued)
——— T U NS F 1 WA LR ¥ MR
AND
Third Section
HComplate for ALL
(/]! attest that  Oneil L.ee, M.D. has achieved a level & raji ition safety knowledge

Name of Propoged Radiation Safely Officer
sufficiant to function independently as a Radiation Safety Officer for a medical « :e licensee.

PR AN SRS AR NSRS PE N TR AR PR AR S TP PR TSR TR AR EAeE

LFnunh Section
Compiete the following for Precaptor Attestation and signature

( am the Radiation Safety Officer for E-L: Blxby Medical Center .
Name of Fa i Ity

Licensa/Parmit Number: 24-03104-01

*ﬁ;;;of Praceptor Sigamiyre r': 4 shone Number Date
John E. Freitas, M.D. 9 i memes ([ [b } "
ﬂ . LU Vo PAGE 6
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