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U. S. Nuclear Regulatory Commission
Region Il

Materials Licensing Section

2443 Warrenville Road, Suite 210
Lisle, lllinois 60532-4352

License Number 24-32184-01

Dear Materials Licensing Section:

We are requesting an amendment to our Radicactive Material License to address the fol!owmg
three issues: .

1. M. Carolyn Gamache, M.D., has permanently discontinued her duties as an Authorized
User under our License. Please delete Dr. Gamache from our list of Authorized Users.

2. Please add Mark A. Friedman, M.D., to our license as Authorized Users permitted to use
radioactive material in 35.200 for cardiovascular imaging and localization studies. Dr.
Friedman is Board Certified by the Certification Board of Nuclear Cardiology. Attached is
a copy of his board certification and a completed NRC FORM 313A (AUD). Dr. Friedman
is licensed to practice medicine in Missouri.

3. We have had a change in Radiation Safety Officer. Dr. Darlene L. Eyster, M.D., is acting
as our Temporary Radiation Safety Officer and has agreed to be the Radiation Safety
Officer for the license. Attached is a completed NRC FORM 313A (RSO) and acceptance
of RSO Duties and Responsibilities for Dr. Eyster. Please list Dr. Eyster as RSO for the
license.

If you have any additional questions, please contact me at (314) 880-6100.

Sincerely,

N. Rock Erekson
Name

Executive Director
Title

72X |
Date RECEIVED AUG 2 2 2011

© 12855 N Forty Drive - Suite 300 - St. Louis, Missouri 63141 - (314) 830-6100 - 1 (888) 397-1455




Delegation of Authority

To: Radiation Safety Officer
From: N. Rock Erekson, Executive Director, Metro Heart Group of St. Louis, Inc.

Subject: Delegation of Authority

You, Darlene L. Eyster, M.D., have been appointed Radiation Safety Officer and are
responsible for ensuring the safe use of radiation. You are responsible for managing the
radiation protection program; identifying radiation protection problems; initiating,
recommending, or providing corrective actions; verifying implementation of corrective
actions; stopping unsafe activities; and ensuring compliance with regulations. You are
hereby delegated the authority necessary to meet those responsibilities, including
prohibiting the use of byproduct material by employees who do not meet the necessary
requirements and shutting down operations where justified by radiation safety. You are
required to notify management if staff do not cooperate and do not address radiation
safety issues. In addition, you are free to raise issues with the Nuclear Regulatory
Commission or other regulatory agency at any time.

I agg_ept'the above responsibilities,

Z;SZ/\J ;/3/11

Daflene L. Eyster, M.D./ Datd

W?/ 28/
N. Rock Erekste Director/ Date

cc: Appropriate Personnel




NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE | APPROVED BY OMB: NO. 3150-0120
AND PRECEPTOR ATTESTATION ‘
[10 CFR 35.50]

Name of Proposed Radiation Safety Officer
Darlene L. Eyster, M.D.

Requested Authorization(s) The license authorizes the following medical uses (check all that apply):
/135100  [/]35200 | 35300 | 135400 | /35500 | | 35.600 (remote afterloader)

|| 35.600 (teletherapy) | | 35.600 (gamma stereotactic radiosurgery) | | 35.1000 ( )

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
appllcatlon or the individual must have obtained related continuing education and experience since the requlred 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.

¢. Skip to and complete Part 1| Preceptor Attestation.

OR

i " 2. Current Radiation Safety Officer Seeking Authorization to Be Recognized as a Radiation Safety
"""" 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 1l Preceptor Attestation.

OR
7 3. Structured Educational Program for Proposed Radiation Safety Officer

a Classroom and Laboratory Training

T 1

Description of Trammg ! Location of Training ‘ ﬁg:ﬁ.'; Ergtigisngi 5

| /instrumentation
‘Radiation protection

|
iRadlatlon physics and ;
|

|

'Mathematics pertaining to the
ruse and measurement of
'radioactivity

Radiation biology

I

Rad:atlon dosimetry

i
f

i Total Hours of Training:

NRC FORM 313A (RSQ) (3-2009) PRINTED ON RECYCLED PAPER PAGE 1




NRC FORM 313A (RS0Q) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Structured Educational Program for Proposed Radiation Safety Officer {continued)

b. Supervised Radiation Safety Experience
{If more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

Location of Training/ Dates of
License or Permit Number of Facility Training*

| i
Shipping, receiving, and performing related i
radiation surveys ;

Description of Experience

|

Using and performing checks for proper !
loperation of instruments used to determine | |
Ethe activity of dosages, survey meters, and | i 5
linstruments used to measure radionuciides

i

Securing and controlling byproduct material

Using administrative controls to avoid
:mistakes in administration of byproduct
imaterial

Using procedures to prevent or minimize i o
radioactive contamination and using proper
Idecontamination procedures

Using emergency procedures to control
byproduct material |

L ,,,,,
i Di

|
i

S

!
;Licensed Material Used (e.g., 35.100,
135.200, etc.)+ |

i
|
—
|

| i
! i
i ;

|

|+ Choose all applicable sections of 10 CFR Part 35 to describe radioisotopes and quantities used: 35.100, 35.200, 35.300, 35.400, 35.500, .
i 35.600 remote afterloader units, 35.600 teletherapy units, 35.600 gamma stereotactic radiosurgery units, emerging technologies (provide list ’
of devices). !
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NRC FORM 313A (RS0O)
(3-2009)

U.S. NUCLEAR REGULATORY COMMISSION

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

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

b. Supervised Radiation Safety Experience (continued)

{If more than one supervising individual is necessary to document supervised work experience, provide muitiple

copies of this section.}

| Supervising Individual

i License/Permit Number listing supervising individual as a

: Radiation Safety Officer

[ ]3s100 [ (365200 [ [35.300

7] 35.500 [ _| 35.600 (remote afterloader)

fj 35.600 (gamma stereotactic radiosurgery)
|

|
| This license authorizes the following medical uses:
|

...............................................

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

use on the license.

1ared 35.500 uses

- . - . f o

Description of Training Training Provided By ?;tiﬁisng,

'Radiation safety, regulatory issues, and Tiffany Door, CNMT, NCT, RSO January 2011

|emergency procedures for 35.100, 35.200, Metro Heart Group of St. Louis, Inc., - thru ‘
July 8, 2011

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

[

lemergency procedures for 35.400 uses

|

Radiation safety, regulatory_iésues, and
emergency procedures for 35.600 -
teletherapy uses

!

'Radiation safety, regulatory issﬂ_es, and
lemergency procedures for 35.600 - remote

|afterloader uses
|

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

|

|

1Radiation safety, requlatory issues, and
emergency procedures for 35.1000, specify
i use(s):

PAGE 3




NRC FORM 313A (RSO} U.S. NUCLEAR REGULATORY COMMISSION
{3-2009)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Structured Educational Program for Proposed Radiation Safety Officer (continued)

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

'Supervising Individual f training was provided by supervising  {License/Permit Number_iisting supervising individual
]RSO AU, AMP, or ANP. (If more than one supervising individualis |

necessar); fo document supervised fraining, provide multiple copies of

this page :

License/Permit lists supervising individual as:

T

Lo | Radiation Safety Officer E Authorized User Lj Authorized Nuclear Pharmacist

AAAAAA

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

| 135100 | |35.200 | ]35.300 [ ]35.400
I 135.500 | | 35.600 (remote afterloader) | ] 35.600 (teletherapy) ‘

[ || 35.600 (gamma stereotactic radiosurgery) [ 135.1000 ( )

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

l[/f 4. Authorized User, Authorized Medical Physicist, or Authorized Nuclear Pharmacist identified on

the licensee's license

a. Provide license number. g\ ~32A1 81— O\

b. Use the table in section 3.¢. to describe training in radiation safety, regulaipry issues, and emergency
procedures for all types of medical use on the license.

¢. Skip to and complete Part Il Preceptor Attestation.

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 experience, obtain a separate preceptor statement from each.

First Section
Check one of the following:

| 1. Board Certification

[ | lattest 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
| J 2 Structured Educational Program for Proposed Radiation Safety Officers

i | 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 fuil-time
radiation safety experience as required by 10 CFR 35.50(b)(1).

OR
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NRC FORM 313A (RSO) U.S. NUCLEAR REGULATORY COMMISSION
(3-2008)

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

Preceptor Attestation (continued)

First Section (continued)
Check one of the following:

v| 3. Additional Authorization as Radiation Safety Officer

/”i | attest that  Darlene L. Eyster, M.D. is an

Name of Proposed Radiation Safety Officer

[Z} Authorized User | ﬂ% Authorized Nuclear Pharmacist

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

AND
Second Section
Complete for all {check all that apply):
|/ 1 attest that ~ Darlene L. Eyster, M.D. has training in the radiation safety, regulatory issues, and

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

lv135.100

/| 35.200

| 135.300 oral administration of less than or equal to 33 millicuries of sodium iodide 1-131, for

o which a written directive is required

| 135.300 oral administration of greater than 33 millicuries of sodium iodide I-131

| ]35.300 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

| ]35.300 parenteral administration of any other radionuclide for which a written directive is
required

| | 35.400

| 135500

| ]35.600 remote afterloader units

| | 35.600 teletherapy units
[ 135.600 gamma stereotactic radiosurgery units

1 35.1000 emerging technologies, including:

Lo
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NRC FORM 313A (RS0) U.8. NUCLEAR REGULATORY COMMISSION
(3-2009)

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
AND
Third Section
Complete for ALL
[y lattestthat  Darlene L. Eyster, M.D. has achieved a level of radiation safety knowledge

" Name of Proposed Radiation Safety Officer o

sufficient to function independently as a Radiation Safety Officer for a medical use licensee.

Fourth Section
Complete the following for Preceptor Aftestation and signature

| am the Radiation Safety Officer for Metro Heart Group of St. Louis, Inc. ,
' Name of Fadility

License/Permit Number,  24-32184-01

Né’;rk\“ekgf_ﬁreceptor | Signature Telephone Number |Date

. , | ‘
Tiffany A. Door, CNMT, NCT !% 2. B (636) 939-4820 }7’/57// ,
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION

(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE )
AND PRECEPTOR ATTESTATION ExpiRee: dsvzone 00120
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized User State or Territory Where Licensed
Mark A. Friedman, M.D. Missouri

Requested Authorization(s) {check all that apply)
ir‘ﬁ 35.100 Uptake, dilution, and excretion studies
,m /1 35.200 Imaging and localization studies

|| 35.500 Sealed sources for diagnosis (specify devxce )

PART I -- TRAINING AND 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 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. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part Il
Preceptor Attestation.

I | 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization
a. Authorized user on Materials license meeting 10 CFR 35.390 or equivalent Agreement

State requirements seeking authorization for 35.290.

b. Supervised Work Experience,
(if more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

§r_“‘ - . Lo—catlgn of Experience/License or ; Clock | Dates of
| Description of Experience Permit Number of Facility [ Hours Experience* 1

i
H

|Eluting generator systems
\appropriate for the preparation of
iradioactive drugs for imaging and i
jlocalization studies, measuring and i
ltesting the eluate for radionuclidic 1
|purity, and processing the eluate
|with reagent kits to prepare labeled
| rad:oactlve drugs

Total Hours of Experience:

. Supervising Individual Llcense/Perrmt Number listing supervising individual as an
‘authonzed user

L
|

| :

L _______________________ e SO B
|

Supervnsor meets the requirements below, or equivalent Agreement State requlrements {check all that apply)

é | 135200 |1 35.390 + generator experience in 32.290(c)(1)(ii}(G)

NRC FORM 313A (AUD) (3-2009) PRINTED ON RECYCLED PAPER PAGE 1




NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION

@209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

a. Classroom and Laboratory Training.

|

|

Description of Training

I
i
i

Dates of
Training® |

Clock !
Hours ;

|

iRadiation physics and
{instrumentation

i

'Radiation protection

|
|
- ~

Mathematics pertaining to the use
‘and measurement of radioactivity

e

|Chemistry of byproduct material
ifor medical use (not required for

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary fo document supervised work experience,

provide muttiple copies of this section.)

{Mgupervised Work Experience

iTota! Hours of
| Experience:

| o
| Description of Experience
; Must Include:

Location of Experience/License or
Permit Number of Facility

Confirm

/t)—a;tes of
Experience”

|Ordering, receiving, and unpacking

'radioactive materials safely and
|performing the related radiation
|surveys

| [ ] Yes

. | No

i/\PerAfbrrhing quality control

|procedures on instruments used to

\determine the activity of dosages
1and performing checks for proper
‘operation of survey meters

[

[ No

PAGE 2




NRC FORM 313A (AUD)
(3-2009)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

f

Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience™ |
Calculating, measuring, and safely | " lYes
preparing patient or human research
subject dosages __INo !
Using administrative controls to i’ Yes |
prevent a medical event involving the - |
use of unsealed byproduct material | | No i
! T - :
\Using procedures to contain spilled | [ ] Yes l
byproduct material safely and using ‘ﬂ_f |
proper decontamination procedures | | No | ;
T [ f
Administering dosages of radioactive | [ Yes | !
drugs to patients or human research | r_: | F
subjects ! _ | No |
Eiuting generatc_zr system_s appropriate i :1 Yes
for the preparation of radioactive
'drugs for imaging and localization ( ] No
| studies, measuring and testing the
|eluate for radionuclidic purity, and !
;processing the eluate with reagent |
(kits to prepare labeled radioactive ! i

idrugs |

| !

i Supervising Individual

iSupervisor meets the requirements below, or equivalent Agreement State requirements (check one).

f_i 35.380 + generator experience in 35.290(c)(1)(ii)(G)

- [135190 [ 35.290

T

iLicense/Permit Number listing supervising individual as an

‘authorized user

35.390

.....................

¢. For 35.590 only, provide documentation of training on use of the device.

1

' Device |

Type of Training

Location and Dates

— —

!
i

i

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and compiete Part I Preceptor

Attestation.
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NRC FORM 313A {(AUD) 1.8, NUCLEAR REGULATORY COMMISSION
2% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be compieted by the individual's preceptor. The-preceptor does not have o 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 experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

First Section
Check one of the following for each use requested:

For 35.180
Board Certification
@;J | attest that has satisfactorily completed the requirements in
Name of Proposed Authorized User

10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience
l_, | attest that has satisfactorily completed the 80 hours of training and

Name of Proposed Authorlzed User

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR
35.190(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35,290
Board Certification

IV 1 attest that Mark A, Friedman, M.D. has satisfactority completed the requirements in

Name of Proposed Authorized User
10 CFR 35.280(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR

Training and Experience

f: | attest that has satisfactorily completed the 700 hours of training
Name of Propused Authorized User

and experience, including a minimum of 80 hours of classroom and {aboratory training, required by 10
CFR 35.290(c}(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

[v/| t meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

| ]36190  [/]35290 [ 135390 | | 35.390 + generator experience

Name of Preceptor Signature ' Telephone Number Date

Madhu Kancherla, M.D. /4 W (314) 645-6450 S5-10-1\

License/Permit Number/Facility Name
24-32184-01/Metro Heart Group of St. Louis, Inc,
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Heart Group

| 5401 Veterans Memorial Parkway
Suite 101
St. Peters, MO 63376

U.S. POSTAGE
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U. S. Nuclear Regulatory Commission
Region Il

Materials Licensing Section
2443 Warrenville Road, Suite 210
Lisle, lllinois 60532-4352




