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mS-{l
MIDSTATE MEDICAL CENTER

435 Lewis Avenue, Meriden, CT 08451

To: US Nuclear Regulatory Commission, Region | October 27, 2011
475 Allendale Road
King of Prussia, PA 19406-1415

Re: Amendment request: NRC Materials License No. 06-05686-02 0 300 , )‘57

Oear Sir or Madam:

The following letter serves to present additional information requested by your office in order to
proceed with an HDR license amendment for our institution

Should you have any questions or desire additional information for this licensing action, pleage
contact Mrs. Leticia Morrissey, MS, Medical Physicist, at (203) 694-8433. Thank you for your
time and efforts.
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1Nf2{gﬁ FORM 313A (AUS) '- ~Us.NUGLEARR Réauua_ronv COMMISSION
(2-2008)-
AUTHORIZED USER TRAINING AND EXPERIENCE ' , 1
AND PRECEPTOR ATTESTATION |Erzs: sy O ot

(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35 491, and 35.690]

. [Name of Proposed Authorized User State or Territory Where Licensed
Alhn 5. Kratzer, MD ~ Connecticut
Requesled |:| 35.400 Manual: brachytherapy sources [j 35. 600 Telemerapy unK(s)
Authorlzation(s) ' [T] 35.400 Ophthalmic use of strontium-90. || 35.600 Gamma stereatactic radiosurgery unit(s)
I
(check all that app ) . v} 35.600 Remote afterioader unit(s) . . ‘

PARTI - TRAIN|NG AND EXPERIENCE
(Select one of the three methods below)

Training and Experierice, including Board Certlfication, must have been obtalned within the 7 years preceding the
date of application or the individual must have obtalned related centinuing education and expetience since the
required lraining and experlénce was completed. Provide dates; duration, and description of contlriuing educathn
and’experience related {o the uses chiecked above.

H[] 1. Board Cértification
a. Provide a copy of the board certification.

b. For 35.600,go to the {able in 3.e. and describe tralnlng provider and dates of tralning for each type of use for
which authorization Is saught.

c. SIdp to and complete Part I¥ Preceptor Aftestation.

ﬁD 2. Current 35,600 Authorlzed Usar Requesting Addltlonal Amhorlzatlon for 25.600 Use(s) Chec_ked Abgve _

a. Go to the table In saction 3 . to documenl tralnlng for new device.
b. Sklp to and complete Part ] Preceplor Attestation,

+3, Training,

a. Classroom and Laboratory Tralmng . 35.490 [F35.491 35690 .
Descriptlon of Trammg 1 Location of Traiflng = . : S'o‘:fr'; A P,%}ﬁfngf
. ResdencyProgmim . L faey,ises
[Radiation physics and rvard Jolnt Center for Radiation nmpy ‘ 16S trough . |
_{instrumentation .. [s0Binney Street o T S L5one30, 1989
. [Boston, Ma , | _' S
. S - ' [Residency Program - - - : ' Sl aeabiove '
{Radlation protection , -~ ! L o s . AS |
.-Mamematlc.s pertalning to'the 3”““””’,"‘"" | : - : a “ ahove R
‘luse'and measurement of - o o o o 8o | o
. [redioactivity
L g S e ;. . .ﬁidencyl{:%ogn'\m . . . ﬁ ' El.s.tb_ove
Radla_tlon'blology\ g -l S S S s
| Total Hours;of Tralnlng:- 340 .-
R

N
X,

AN
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NRC FORM 313A (AUS)
(3-2008)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Yralning and Experience for Proposed Authorlzed User (continued)

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

safely and performing the related

50 Binney Street

Supervised Work Experience Total Hours of
Experlence: minimum of 500
Description of Experience Location of Experience/License or Confirm Dates of .
Must Include: Permit Number of Facility Experience
Ordering, recelving, and Residency Program Yes July 1, 1986
unpacking radioactive materials |Harvard Joint Center for Radiation Therapy through

] No

June 30, 1989

[ ] Royal College of Physicians
and Surgeons of Canada

[ ] Committee on Postdoctoral
Training of the American
Osteapathic Association

radiation surveys Boston, MA

Residency Program a4 above
Checking survey meters for Yes
proper operation [ ]No

Residency Progam as above
Preparing, implanting, and safely Yes
removing brachytherapy sources [[INo

Residency Program as above
Maintaining running inventories e Yes
of material on hand D No
Using administrative controls to | Residency Program Yes |*tbove
prevent a medical event
involving the use of byproduct D No
material

Residency Program E Yes as above
Using emergency procedures to
contro! byproduct material L] No
0?2';?' e:segingféﬁ ;adlféseg d Location of Experience/License or Dates of

forgn):‘al trgining progrpa[:n Permit Number of Facility . Experience*®
Approved by: Residency Program July 1, 1986
Residency Review Harvard Joint Centetr for Radiation Therapy through
Committee for Radiation 50 Binney St June 30, 1989
Oncology of the ACGME Boston, MA

Supervising Individual
Jay Harris, MD

License/Permit Number listing supervising individual as an

Authorized User

PAGE 2
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AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Description of Experence

Location of Exp P or
Permit Number of Facility

Clock
Hours

Dates of

follow up
individuaf's case history

|| | Supervising Individual

| Authorized User

d. Supervised Wark and Clinical Experlance for 10 CFR 35.690

PQ Remots afteicader unitfs) ~ [ ] Teletherapy unif(s) [ ] Gamma stereotactic radiosurgery unit(s)
Supervised Work Experience °'otal ng’l:
Experience:
Description of Location of Experience/License or Confirn | Dates of
Must I‘r’t'élumde: Permit Number of Facility Experience*
[Reviewing full calibration Univ. of CT Health Ctr. (06-13022-02) aX Yes [10/1¥/11
measurements and periodic
spot-checks - o No
Preparing treatment and |Nucletron Headquarters, Maryland oX Yes [6/22/11
calculating treatment doses and | Hartford Hospital (06-00263-04) 6/16,6/17.6/20
times o No 6727828629
715,711,
7/18/11
Using administrative controls 0 [Nucletron Headquarters, Maryland oX Yes [6/22/11
pravent a medical event MidState Medical Ctr.(06-05686-02) /811
involving the use of byproduct | Univ. of CT Mealth Ctr. (06-13022-02) o No [10/13/11
material Hartford Hospital (06-00253-04) 715,711,711,
712,714,718
Implementing emergency MidState Medical Ctr.(06-05686-02) oX Yes |d8/11
procedures to be folowed Inthe |Nucletron Headquarters, Maryland 622/11
eventof the abnormal operation  |Univ, of CT Health Ctr. (06-13022-02) a No 10/13/11
of the medical unitorconsole | Hartford Hospital (06-00253-04) 7/6111
a'ecldng and using survey MidState Medical Ctr.(068-05688-02) oX Yes |7M14/11,
meters , 8/11/11
Univ, of CT Health Ctr. (06-13022-02) a No 10M13/11
Selecting the properdose and  |Hartford Hospital (08-00253-04 oX Yes [6/16,6/17,6/20
how It Is to be administered ) 8/27,6/29,7/5.
o No |M7n171M9
Nucletron Headquarters Maryland 6/22/11
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AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
d. Sx:pa\nsedwmand Ciinical ExpenemeformCFRaasBO(wﬁ\ued)

Clinlcat experience In radlation | Location of Experience/Licanse or Permit Dates of .
oncology as part of an approved | Number of Facility Experience
formal tralning program

by:

Regidency Review Commitiee
go!' Rediation Oncology of the
ACGME
{ ] Royat College of Physldans

and Surgeons

——

Training of tho American
Osteopathic Association

. . . ® O -
Supervising individua) mmmﬂmmwgmm asan

& For 35.600, describe training provider and dates of training for each type of use for which authorization is

sought.
Description of Training Provider and Dates
Tralning
Remote Afterfoader ‘Teletherapy Gamma
Stereotactic

Device operation | Nucletron Headquarters(6/22/11)

Hartford Hospltal (6/29,7/5/11)

MidState Med Ctr (3/8,4/29/11)

. |Univ.of CT Health Cir (10/13/11)

Safely procedres  [Nucletron Headquarters(6/22/11)
for the devica use | Hartford Haspital (6/29,7/5/11)
MidState Med Ctr (3/8,4/29/11)
Unlv. of CT Health Ctr (10/13/14)

Cinical Boofhe | Hartford Hospital (6/26711,
devico 8/29/11,6/30/11,7/5/11, 711,
THAMA,7M211,714/11,7H914)
Midstate Med Ctr (4/26/11)
PLEASE SEE DR.KRATZER'S |ATTACHED LETTER FOR |DETAILS

e s i 2 o g b o) | RS o Mo Dy >0

{0 document supervised work m
copies of this psge.)

Tm\oHM/ S. Boyd, MD

0L-002%3-04 -~ Havtlerd l'\osp'('a\

Authortzed for the following types of use:
[ X ] Remoals afterloader unii(s) [ ] Telatherapy unit(s) [1 Gamma stereotactic redlosurgery unit(s)

1. Provide completed Part || Preceptor Attestation.
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NRC FORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009) '
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have 1o 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, abtain a separate preceptor statement from each.

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 requested authorization:
For 35.490:
Board Certification
D | attest that has satisfactorily completed the requiremsnts in

Neme of Proposad Aulhorizad User

35.490(a)(1) and has achisved 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

|___| | attest that has satisfactorily completed the 200 hours of
Name of Proposed Autharized User

classroom and laboratory training, 500 hours of supervised work experience, and 3 yaars of supervised
clinical experience in radiation oncology, 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 | attest that has satisfactorily completed the 24 hours of
Name of Proposed Authonized 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-90 for
ophthalmic use.

Second Section
For 35,690:
Board Certification

D | attest that has satisfactorily completed the requirements in
35-690(3)(1 ) Name of Propased Authorized User

OR
Training and Experience
| attest that Allan S, Kratzer has satisfactorily completed 200 hours of classroom
Name of Proposad Aulhorized User

and laboratory training, 500 hours of supervised work experience, and 3 years of supervised clinical
experience in radiation therapy, as required by 10 CFR 35.690(b)(1) and (b)(2).

AND

PAGE §
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gl}gsl;ORM 313A (AUS) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
Third Section
For 35.690: (continued)

l attestthat  Allan S, Kratzer, MD has received training required in 35,690(c) for device
Name of Proposed Authorized User

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

Remote afterioader unit(s) [ | Teletherapy unit(s) [ | Gamma stereotactic radiosurgery unit(s)

AND
Fourth Section

) attest that Allan S. Kratzer, MD has achieved a level of compstency sufficient to
Name of Proposed Aulhorized User
achieve a level of competency sufficient to function independently as an authorized user for:

Remote afterloader unit(s) D Teletherapy unit(s) D Gamma stereotactic radiosurgery unit(s)

Fifth Sectlon
Complete the following for preceptor attestation and signature:

| meet the requirements in 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement State requirements, as
an authorized user for:

35.400 Manual brachytherapy sources [ | 35.600 Teletherapy unit(s)
35.400 Ophthalmic use of strontium-90 [] 35.600 Gamma stereotactic radiosurgery unit(s)

35.600 Remote afterloader unit(s)

Name of Preceptor Telephone Number Date

Signgtyre
Timothy S. Boyd 77,‘ Miﬂ‘"\\.{ 5 . 0@1 l (860) 545-2803 10/25/2011
] .

License/Permit Number/Facility Name
06-00253-04 - Hartford Hospltal

PAGE &
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HARTFORD HOSPITAL

Helen & Harry Gray Cancer Centar
Hartford, CT 06102 Tel 860-545-26803

To: US Nuclear Regulatory Commission, Region | October 25, 2011
475 Allendale Road
King of Prussia, PA 19406-1415

Re: Training and Experience of Allan S. Kratzer, MD

Dear Sir or Madam:

This letter sorves as my confirmation of the Training and Experience as detailed by Allan
8. Kratzer, MD, radiation oncologist. Dr. Kratzer is seeking to become an HDR authorized user
on the Radioactive Materials License of Midstate Medical Center in Meriden, CT.

Should you have any questions or desire additional information for this licensing action,
please contact me at (860) 545-2803. Thank you for your time and efforts.

Respectfully submitted,

OI'M oy 6 g‘.( V)]
Timothy S. Boyd, MD
Helen & Harry Gray Cancer Center




