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B o ocosh asrviil owes G KNIFE—NO. 093 5Hp. )N
Research

Medical Center*

Your HCA Midwest Hospital

21 January 2008

U. 8. Nuclear Regulatory Commission
Region ITI

Materials Licensing Section

2443 Warrensville Road, Suite 210
Lisle, Illinois 60532-4352

Re: Addition of an Authorized User

We wish to add David T. Shaeffer, M. D. as an authorized user

on license 24-17998-02, the Gamma Knife license issued to Research
Medical Center. He is currently an authorized user under 10 CFR 35,600
for remote afterloader units under license number 24-18625-01, which is
also held by Research Medical Center. He hag recently completed a

one week course in the Principles and Practice of Gamma Knife
Radiosurgery at the University of Pittsburgh. A copy of his
certificate and his preceptor's statement are enclosed.

Should you need further information, please feel free to contact us
at (816) 276-4449,

Sincerely

Jack ) CK Stephén T. Slack, Ph. D.
Chief OPerati i Radiation Safety Officer

enclosure

copy: John M. Sheldon, M. D,, Chm., Radiation Safety Committee

RESEARCH MED!CAL CENTER « 2316 E MEYER BLVD « KANSAS CITY, MO 64132 » 816.276.4000 - WWW.RESEARCHMEDICALCENTER.COM
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I(I:SOCWJFORM 313A (AUS) U.8. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION ExpiRes: Tonpans 1020

(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35.491, and 35.690]

Name of Proposed Authonzed User State or Terrltdrv Where Licensed
/ '6uve’{ JAA@_ /7“/" /‘4'(‘]"]00/;
Requested D 35.400 Manual brachytherapy sources D 35.800 Teletnerapy unit(s)

Al:‘tsokﬁzatti;\mt(ﬂ \ [[] 35.400 Ophthalmic use of strontium-90 [+}$5.600 Gamma stereotactic radiosurgery unit(s)
check a at a
( sl [[] 35.600 Remote afterloader unit(s)

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 appllcatlon or the individual must have obtamed related continuing education and experience $in¢e the
required training and experience was completed. Provide dates, duration, and description of continuing education
and experience related to the uses checked above.

i[j 1. Board Certification

a. Provide a copy of the board certification.

b. For 35600, ga to the table in-3.e. and describe training provider and dates of training for each type of use for
which authorization is sought.

Current 35.600 Authorized User Requesting Additional Authorization for 35.600 Use(s) Checked Above

c. Skip to and complete Part Il Preceptor Attestation.
#M
a. Go to the table in section 3.e. to document training for new device.

3. Training and Experience for Proposed Authorized User

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

a. Classraom and Laboratory Training D 35.490 [] 35.491 D 35.690

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

Total Hours of Training:

NRG FORM 313A (AU§) (3-2007) PRINTED ON RECYCLRD PAPER PAGE 1
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R ORM 313A (AUS) U.8. NUGLEAR REGULATORY COMMISSION

AUTHQRIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work and Clinical Experience for 10 CFR 35.490 (/f more than one supervising individual is
necessary to document supervised work expenience, provide multiple coples of this page.)

8upervised Work Experience Total Hours of
Experience:
Description of Experience Locatien of Experiencellicense or Confirm Dates of
Must Include; Permit Number of Facility Experience*
Ordering, receiving, and
unpacking radioactive materials m Yes
safely and performing the related D No
radiation surveys
Checking survey meters for [ ves
proper operation B No '
|
Preparing, implanting, and safely E] Yes
'removing brachytherapy sources D No
Maintaining running inventories [ Yes
of matefial on hand [ No
Using administrative controls to D Yes
prevent a medica! event
involving the use of byproduct D No
material
, [ Yes
Using emergency procedures to
control byproduct material m No
Clinical experience In radiation Locati : ;
cation of Experience/license or Dates of
oncology s p ar't of an approved Permit Number of Facility Experience*
formal training program
Approved by:
[} Residency Review
Committee for Radiation
Oncology of the ACGME
D Royal College of Physicians
and Surgeons of Canada
D Committee on Postdoctoral
Training of the American
Osteopathic Assaciation
Supervising Individual License/Permit Number listing supervising Indlvidual as an
Authorized User

PAGE 2
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g_?g-,fORM 313A (AUS} U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)
¢. Supervised Clinical Experience for 10 CFR 35,491

- . Location of Experience/License or ] Clock Dates of
Description of Experience Permit Number of Facility Hours Experience*
Use of strontium-90 for
ophthalmic treatment, including:
examination of each individual to
be treated; calculation of the
dose to be administered;
administration of the dose; and
follow up and review of each
individual's case history
Supervising Individual License/Permit Number listing supervising individual as an
Authorized User
d. Supervised Work and Clinical Experience for 10 CFR 35.690
[[] Remote sfterloader unit(s) [ ] Teletherapy unit(s) [[] Gamma stereotactic radiosurgery unit(s)
Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/license or Confirm Dates of
Must include: Permit Number of Facility Experience”

.

Reviewing full calibration
measurements and periodic
spot-checks

[ Yes
m No

Preparing treatment plans and
calculating treatment doses and
times

g Yes
[ No

Using administrative controls o
prevent a medical event
involving the use of byproduct
material

[ ves
[CINo

Implementing emergency
procedures to be followed in the
event of the abnormal operation
of the medical unit or console

[ Yes
[ No

Checking and using survey
meters

[ yes
CNo

Selecting the proper dose and
how it is to be administered

D Yes
[JwNe

PAGE 3
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ggocov )FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMIS

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

SION

3. Trgining and Experience for Proposed Authorized User {continued)

d. Supervised Work and Clinical Experience for 10 CFR 35.690 (continued)

Clinical experience in radiation
oncology as part of an approved
formal training program

Approved by:

D Residency Review
Committee for Radiation
Oncology of the ACGME

[ ] Royal Coliege of Physicians
and Surgeons of Canada

Location of Experience/License or Dates of
Permit Number of Facility Experience®

[] Committee on Postdoctoral
Training of the American
Osteopathlc Association

Supervising Individual License/Permit Number listing supervising individual as an
Authorized Usar

e. For 35 .600, describe training provider and dates of training for each type of use for which authorization is
sought.

Description - .
of Training Training Provider and Dates
Remote Afterloader Teletherapy Gﬂfg;ndﬁoifg:éamc
Afteroipd O~y €y
i ol” B Y15 S¢ :} 4
Device operation Oy i mm KX d <
Wraines \ ee U')(_
Fanv oy -2 .,ogg
Safety procedures .
for the device use leas « e
é\\{ fache A
C,'&f"" T
T (/ e/ [3 \2
Clinical use of the o f
device ca v /u/
.Fr-ﬁ," \_\ C_d 'JlJc

Supervising Individual. /f training provided by Supervising : License/Permit Number listing supervising individudf as an
Individual (If more than one supervising ingividual is necessary ! Authonzed User
to document supervised work experience, provide multipié

copies of this pags.)
Authorized for the following types of use:
D Remote afterloader unit(s) D Teletherapy unit(s) @éamma stereotactic radiosurgery unit(s)

f. Provide completed Pari Il Preceptor Attestation.

PAGE 4
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glztotz :ORM 313A (AUS) ' U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

PART |l - PRECEPTOR ATTESTATION

Note:  This part must be compieted 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 hecessary to document experience. obtain a separate preceptor statement from each.

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

For 35.490;
Board Certification

[ 1 attest that has satisfactorily completed the requirements in

Name of Proposed Authorized User
35.499(3)( 1) and has achleved a level of competency sufficient to function independently as an
authorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400.

OR
Training and Experience

[ 1 sttest that has satisfactorily completed the 200 hours of

Name of Proposed Authorized User
classroom and laboratory training, 500 hours of supervised work experience, and 3 years of supervised
clinical experience in radiation oncolegy, as required by 10 CFR 35.490(b)(1) and (b)(2), and has achieved a
level of competency sufficient to function independently as an authorized user of manual brachytherapy
sources for the medical uses authorized under 10 CFR 35.400.

For 35.491;

D i attest that has satisfactorily completed the 24 hours of

Narme of Proposed Authorized User

classroom and laboratory training applicable to the medical use of strontium-90 for ophthalmic radiotherapy,
has used strontium-90 for ophthalmic treatment of 5 individuals, as required by 10 CFR 35.491(b), and has
achieved a level of competency sufficient to function independently as an autherized user of strontium-80 for
ophthalmic use.

PE MO AT EaE T s RE S Tl R r s a T TR e PR AT S E SR RS e e SRR e e R WE e Nl RS EE @
Second Section
For 35.690:

Board Certification

D | attest that has satisfactorily completed the requirements in
Name of Proposed Authorized User
35.890(a)(1).
OR
Tralning and Experience
[ 1 attest that has satisfactorily completed 200 hours of classroom
Name of Proposed Authorized User

and faboratory training, 500 hours of supervised work experlence, and 3 years of supervised ¢linical
experience in radiation therapy, as required by.10 CFR 35.600(b)(1) and (b)(2).

AND

e e E S o E DN eSSl SRSl P T T e N RS AN TSGR E R TERE R
PAGE 5
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gg‘g :om 313A |AUS) U.8. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
Third Section

For 35.890: (continued)
[gl/attest that M) avid S l\ ac / f.: ~  has received training required in 35.690(c) for device

Name of Proposed Authorized User

operation, safety procedures, and clinical use for the type(s) of use for which authorization is sought, as
checked below.

D Remote aftertoader unit(s) D Teletherapy unit(s) Eéamma stereotactic radiosurgery unit(s)
AND
Fourth Section

Bl/attest that O nvldA S oo ffer nas achieved a level of competency sufficient to
Name of Proposed Authorized User
achieve a level of competency sufficient to function independently as an authorized user for:

{:] Remote afterioader unit(s) I:] Teletherapy unit(s) Gamma stereotaclic radiosurgery unit(s)

L-.-.h---------H---------.-.-----------.-ﬂ-----------'--.-.--

Fifth Section
Complete the following for preceptor attestation and signature:

| meet the requirements in 10 CFR 35.490, 35.481, 35.690, or equivaient Agreement State requirements, as
an author(zed user for:

[ ] 35.400 Manual brachytherapy sources [ | 35.600 Teletherapy unit(s)

D 35.400 Ophthalmic use of strontium-90 35.600 Gamma stereotactic radiosurgery unit(s)

35.600 Remote afterioader unit(s)

Name of Preceptor Signature Telephone Number Date
“Felun M- She tdow. @D M(«,/“AL(/L_—-« g6 2776 14/ | |- /7’09
|

License/Permit Number/Facility Name

PAGE S




University of Pittsburgp,

Center for Image-Guided Neurosurgery
 Ghis is te Contify That
David T. Shaeffer, M.D.

Uttended

Principles and Practice of Gamma Knife® Radiosurgery
from January 7-11, 2008

%&,%—/

L. Dade Lunsford, M.D., FACS Dougtas Kondziolka l((»fé., M.Se., FRCS(C)

Jagdish Bhatnagar, ScD ¢ A“ C. Flickinger, M.D.

~

8000 "9 934

Wd4p |

NN VIWAYOD LSIMQIN

9E60 "oN

d

6”



