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MATERIALS LICENSE Amendment No. 31

W19,

T

33

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of
Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70. and in reliance on statements and representations heretofore made
by the licensee, # license 15 hereby issued authorizing the licensee 1o receive, acquire, possess, and transfer byproduct, source, and special nuclear
material designated below; to use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material to
persons authorized to receive it in accordance with the regulations of the apphcable Part(s). This license shall be deemed to contain the conditions
specified in Section 183 of the Atomic Energy Act of 1954, as amended. and 1s subject to all applicable rules, u-ﬁulamms. and orders of the

Nuclear Regulatory Commission now or hereafter in effect and tc any conditions specified below OFHC‘AL Econo COP'

. In accordance with the letter dated
| May 6, 1596,

l.St. Vincent’s Medical Center 13 License Number 06-00843-03 is amended in
|
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Licensee

its entirety to read as follows:

-
o

2.2800 Main Street e e ,
Bridgeport, Connecticut 06606 | 4. Expiration Date Apyii 30, 2003

et et e

-'75 Docke’ or .
| Refeence No. 030-01245

|
!
|
|
l
|
{
[
|

A

L3

6. Byproduct, Source, and/or 7. Chemical and/ » Physical 8. Maximum Amount that Licensee
Special Nuclear Material Form ! May Possess at Any One Time
Under This License

L9191 W ¥ 1

# A. Any byproduct material A. Any radiopharmaceutical A. As needed -
: identified in 10 CFR identified in 10 CFR 3

! 35.100 35.100 :

® B. Any byproduct material B. Any radiopharmaceutical B. As needed .
ideiitified in 10 CFR identified in 10 CFR -
35.200 35.200 except generators “

C. Any byproduct material C. Any radiopharmaceutical C. As needed -
identified in 10 CFR identified in 10 CFR l:

35.300 25,300 =)

D. Any byproduct mater:al D. Any brachytherapy source 0. As needed =)
identified in 10 CFR identified in 10 CFR =

35.400 35.400 a)

E. Uranium depleted in E. Cadmium plated metal E. 160 kilograms A

Uranium 235 )

F. Iridium 192 F. Sealed sources (BYK F. 2 sources, 1 source not g

- Mallinckrodt Model CI L to exceed 12 curies and 1 |g
’ BV) source not to exceed 10 |g
‘ curies ‘

Authorized use

Any uptake, dilution and excretion procedure approved in 10 CFR 35.100.

Any imaging and localization procedure approved in 10 CFR 35.200.

Any radiopharmaceutical therapy procedure approved in 10 CFR 35.300.

Any brachytherapy procedure approved in 10 CFR 35.400.

Shielding in a linear accelerator.

One source to be used in a Nucletron Corporation MicroSelectron HDR remote
afterloading brachytherapy device for interstitial, intraluminal and intracavitary
radiotherapy in humans. The source activity may not exceed 10 curies at the time of
installation. One source in its shipping container for source replacement.
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9 mom 374A us. EAR REGULATORY COMMISSION PAGE OF 4 PAGES  |od
# License Number e ,’
- 06-00843-03 5
. MATERIALS LICENSE Docket or Reference Number =
‘ SUPPLEMENTARY
o SHEET 030-01245 ¥
- b
& Amendment No. 31 .
. CONDITIONS "
»
: 10. Licensed material may be used only at the licensee’s facilities located at 2800 Main '
2 Street, Bridgeport, Connecticut. :
B 11. The Radiation Safety Officer for this Ticense is Norman R. Vincent, M.D. :
: 12. A. Licensed material listed in Item 6 above is only authorized for use by, or under i’
the supervision of, the following individuals for the materials and uses 2
5 indicated: o
. y D =
» Authorized Users ; (h_?ﬂ Mifeéiaf:énd.Use ®
b W J 4
ﬂ Norman R. Vincent, M.D, 35.100; 35.20b7<35,300; 35.400; depleted o
S ) uranium W o »
- Robert D. Russo, M.D. 35.100; 35.200; 35.3004 35.400; depleted 4
. - uranium o .
‘? A - (“’ - o »
ﬁ John C. Olsavsky, M.D. ' 35.100; 35.?60;'35.300;.35.400; depleted .
- uranium/ 5.7 o
- o y 4 . ’\ ‘:‘. 4 P I»
. Henry J. Fox, M.D. L £35.100; 35.200; 35.300; 35.400; depleted .
o uranium ~ >
a ] Vv 'j.l,\.""" . b
. Robert D. Russo, Jr., M.D. -35.100; 35.200 .
‘1 » & ‘p‘
.} Thomas D. Olsavsky, M.D. 35.100; '35.200; 35.300 "
. .
4 Ralph W. Romano, M.D. 35.400; Strontium 89 and Phosphorus 32 for =
-{ radiopharmaceutical procedures approved in ~
o 35.300; Iridium 192 in a high dose ratc ~
o remote afterloading device for the treatment ‘
= of humans ~
i .
" Bernard S. Jay, M.D. 35.100; 35.200; 35.300 5
: Barbi L. Kaplan-Frenkel, D.O. 35.300; 35.400; Iridium 192 in a high dose £
= rate remote afterloading device for the &
;! treatment of humans ;.
j B. The Medical Physicist for this license is Jerome A. Meli, Ph.D. :'
j 13. In addition to the possession limits in Item 8, the licensee shall further restrict ::
3 the possession of licensed material to guantities below the minimum 1imit specified “I
o in 10 CFR 30.35(d), 40.36(b), and 70.25(d) for establishing financial assurance for ‘1
| decommissioning. iy
j 14. In addition to the possession limits in Item 8, the licensee shall further restrict ::
. the possession of licensed material at a single location to quantities below the g‘
. limits specified in 10 CFR 30.72 which require consideration of the need for an &
4 emergency plan for responding to a release of licensed material. &
o .
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NRC FORM 3744 u.a‘:.nn REGULATORY COMMISSION ’ PAGE oF PAGES i
License Nu 3 4 it

~

MATERIALS LICENSE [Docker or Reference NOMER 084 3=63 ®

SUPPLEMENTARY SKEET o}

636-01745 >

»

WH'}'——_"". .

N

15. The Ticensee is authorized to transport licensed material in accordance with the
provisions of 10 CFR Part 71, "Packaging and Transportation of Radioactive Material."

R

16. A. Access to the treatment room housing each high dose rate remote afterloading
brachytherapy unit shall be controlled by a door at each entrance.

9. ¥

B. Each entrance to the treatment room shall be equipped with an electrical
interlock system that will cause the source to return to the shielded position
immediately upon opening of the entrance door. The interlock system shall be
connected in such a manner that the source cannot be placed in the irradiation
position until the entrance dooriis dlbsedsand the source "on-off" control is 3
reset at the control panel.~ F5"° " "=~ L3/

LY W R

C. Electrical interlocks on each entrance door to tﬁé“t;;qﬁment room shall be :

tested for proper gperation at least once each day o ?fﬁ. &

D. In the event of malfunction of the door interlock, the umit shall be locked in :

the "off" position and.not used, except as may be necess ry for repair or 5

replacement of<the interlock system, until the interlock €yStem is shown to be K

functioning properly. . : < o H

17. Prior to initiatibh‘of a treatment program, qnd°$ubsequent to each' source exchange ::
for each high dose.rate remote afterioading brachytherapy unit, a.radiation survey

shall be made of: X el « *

‘ 1 o

A. The source housing. with the source in'the snielded position. The maximum W

radiation levels at 10 centimeters from!/the surface of the main source safe i

shall not exceed 1 millirem per hour. :

B. A1l areas adjacent to the treatment room with the source in the exposed .

position. The survey shall clearly establish: .

>

(1) That radiation doses to occupationally exposed individuals do not exceed o

the limits specified in 10 CFR 20.1201(a), 20.1207 and 20.12(8. o

.

(2) That radiation doses to individual members of the public do not exceed the [

Timits specified in 10 CFR 20.1301(a). o

o

18. The following shall be performed only by persons specifically authorized by the >

Commission or an Agreement State to perform such service: .

.

A. Instaliation, and replacement of the sealed sources contained in each high dose [®

rate remote afterioading brachytherapy unit. o

s

B. Maintenance or repair operations on ary high dose rate remote afterloading »

brachytherapy unit and associated equipment involving work on the source safe, »

the source driving unit, or other mechanism that could expose the source, reduce 3

the shielding around the source, or compromise the safety of the unit and result 3

in increased radiation levels. .

ot

19. In Tieu of the source inventory described in 10 CFR 35.406, the licensee shall: 3

o

..
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bd NRE FORM 374A U JLEAR REGULATORY COMMISSION PAGE OF PAGES >
i ¢ License Numbx 4 4 -
. 06-00843-03 =
i MATERIALS LICENSE Docket of Reference Numbcr :
.; SUPPLEMENTARY SHEET 030-01245 s
g Amendment No. 31 #
: ™
:' A.  Promptly determine that all sources have returned to the safe, shielded position |8
.f at the conclusion of each high dose remote brachytherapy procedure. R
:; B. Promptly make s survey of the area of use to confirm that no sources have been :1
. misplaced. s
:; C. Make a record of the survey including survey instrument used, dose rate, time, :
'i date and name of the individual making the survey. L
:! D. Retain the record of the survey in lieu of the record requirad in ®
‘ 10 CFR 35.406(d). o DE o~ o
s s ey .

i 20. In lieu of 10 CFR 35.404(a), immediately aftef retratting the source from the patient |g
into its shielded position %in' the remote afterloading ;S, radiation survey shall ”
th

‘; be made of the patient and)the remote afterloading device a portable radiation o
8 detection survey instnument to confirm that the source has UEBn removed from the i
i patient. Records of the survey shall be maintained in lieu ofethe record required in g
e 10 CFR 35.404(b). &/ .
. U <, o
4 21. Except as specifiggl]y provided atherwise in this'}jéébfe, the licensee shall conduct [3
. its program in accordance with the statements, nep e?entations,(anh procedures o
“ contained in the doguments, including any enclosures; Jlisted below; except for minor 4
9 changes in the megigal use radiation safety procedures as providéd in 10 CFR 35.31. .
o The U.S. Nuclear Regulatory Commission’s regulations shall govern-tinless the .
. statements, representations, and procedures ‘invthe Vicensee’s application and .
) correspondence are more restrictive than the regulations. a L4
o »
. A. Application dated June 25, 1992 3
. B. Letter dated March 2, 1993 »
. C. Letter dated March 5, 1993 .
; D. Letter dated May 6, 1996 >
’ E. Letter dated July 29, 1996 >
, F. Letter received August 12, 1996 >
‘ >
}
. 3
o .
o &
o .
T’ .
. o
: >
. ..
. .
- 3
: For the U.S. Nyclear Regulatory Commission i
iﬂmnﬂ gfgned By? g :

; AIG 10 19% Michelle Beardsiey )
4 Date - F" - By =
. Nuclear Materials Safety Branch =
Region 1 Fi

. King of Prussia, Pennsylvania 19406 R}
s 3
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William J. Riordan

President /CEQ

St. Vincent’s Medical Center
2800 Main Street

Brideport, CT 06606

Dear Mr. Riordan:

This refers to your license amendment request. Enclosed with this letter is
the amended license. Please note that as part of this amendment, in
accordance with 10 CFR 30.36, effective February 15, 1996, the expiration date
of your license has been extended by a period of five years. Your new
expiration date is stated in Item 4 of the license.

Please review the enclosed document carefully and be sure that you understand
and fully implement all the conditions incorporated into the amended license.
If there are any errors or questions, please notify the U.S. Nuclear
Regulatory Commission, Region I Office, Licensing Assistance Team,

(610) 337-5093 or 5239, so that we can provide appropriate corrections and
answers.,

Thank you for your cooperation.

Sincerely,

Original Signed By:
Michelie Beardsiey

Michelle R. Beardsley
Division of Nuclear Materials Safety

License No. 06-00843-03
Docket No. 030-01245
Control No. 123213

Enclosure:
Amendment No. 31

DOCUMENT NAME: R:\WPS\MLTR\L0600843.03

To recelve & copy of this document, indicate in the box: "C" = Copy w/o sttach/encl "E" = Copy w/ attach/encl “"N" = No copy

OFFICE |DNMS/RI . | N JONMS/R]
[ NAME Beardsiey [ |
HDATE 08/07/96 08/ /96 08/ /96 08/ /96
——a—————————— ==
OFFICIAL RECORD COPY ML 10

R R T



AG-12-199 03944 FROM ‘wm'mn-:.rm» TP MEILPOOM  TO "3.1._1.*W“‘“‘t"3* P01
r75 €

Ms Michelle Beardsiey J-L
Division of Nuclear Matenals Safety

United States Nuclear Regulatory Commission

Region |

475 Allendale Road

King of Prussia, PA 19406-1415

Lacense No. 06-00843-03
Daocket No. 03001245
Control No 123213
Dear Ms Beardsley

The following 1= the additional information you requested to ammend the above mentioned
license

1. Sources will be calibrated on installation, pnior to clinical use. and monthly
thereafter

2. Source inventory will be done quarterly.

Sincerely vours,

Jerome A Meli, Ph D

q 'r;,' of |/ A
OFFICIAL RECORD £OPY Lik 10
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NMSB TELEONE CONVERSATIO@ RECORD

™ VA f e 30
PERSON CALLED: 75 o4 /) 7 /. }/. ¢ PHONE NO.
(Outgolng Call)

FACILITY NAME: '
LICENSE NO.: il
SUBJECT:
{ { 4 F A F Lo V
A At > | I
! ' 4 f ‘ . ‘ -
Aie , g ¢ /«’V’ (. (/4‘__
/ g~ ’.l" 4
/S
ACTION REQUIRED/TAKEN:
}
/ // SIGNATURE: i MAIL CONTROL NO. _ -
-1 /)N _ ) / G o / 7 i AP/
& ’ 7 . 4 - o ) L Y - 4 = £
L / £ ‘l /4 - ‘ . /’ [ A A IG (.
i e 8P - / " V¥ — ¢




Falab
F.D, M |‘.' D b J83-331-4536 .
2.1 = ¢

8T. VINCENT'S MEDICAL CENTER

DEPARTMENT OF RADIOLOGY 343 o3
2800 MAIN BTREET 06~ o0
ERIDGEPORT, CT 06606
TELEFAX

TOr MICHAEL BEARDSLEY FRON: JRROME MELi

COMPANY: NRC DM CB: R/6/96

CITY/BTATE: NO. OF PAGES:

FAX NO: 610-337-5393 FAX NO: 203-331 4530

SUBJECT: ABR CERTICIFICATE Con7ro L #/ 2223

IF ANY PROBLEM DURING TRANSMISSION, PLEASE CALL (203) 576-5062.
Thie Faceimile containe mmm___mrmmmmgmm
intended only for the use of the addressee (8) named above. If
You are not Lhe intended recipient of this faceimile, or the
employee or agent responsible for delivering it to the intended
recipient, you are hereby notified that any dissemination or
copying of this faceimile is strictly prohibited. 1If you have
received this tacsimile in error, please immediately notify us by
telephone and return the original facsimile to us at the above
addrece via the U.S, Postal Service. Thank you.

iiio:
AS REQUESTED, FOLLOWING IS A COPY OF MY THERAPEUTIC RADIOLOGICAL
PHYSICS CERTIFICATE.

/2 72147
AUG -6 199%

-
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*

Medical Center

2800 MAIN STREET, BRIDGEPORT, CONNECTICUT 086064202 ¢ (203) 576-6000

JL St. :ncent's
L}

July 29, 1996

Ms. Michelle R. Beardsley

Division of Nuclear Materials Safety
United States Nuclear Regulatory Commission
kegion I

475 Allendale Road

King of Prussia, PA 19406-1415

LICENSE NO. 06-00843-03
DOCKET NO. 030-01245
CONTROL NO. 123213

Lear Ms. Beardsley:

MS (6

The following is the additional information requested to ammend

License No. 06-00843-03.

ITEM RESPONSE

1. We request that Dr. Roman. be authorized for Sr-89 and
P-32 only.

2. Cammie Gee will be added to the license at a later date.

3, The model is CI LBV.

4a. The hands-on-training is specific to the HDR device

proposed. The duration for each topic inciuded in the
training is specified in the original Attachment 1
starting with section III.

Addendum to IV.A.2: This will take about one hour.

4b. Periodic retraining will be given at intervals not to
exceed 12 months.

5. The check source used to check the radiation monitor will
be dedicated for this monitor.
6a. Surveys in restricted areas will be done to ensure that
exposures to personnel are in the spirit of ALARA and,
when combined with other duties of the staff, do not
exceed 5 rem per year. /2. 22/3
" AG - | 195
erricaLRECORD oY [AL 40 o
0 ke BV

Member of DAUGHTERS OF CHARITY NATIONAL HEALTH SYSTEM i N
A Major Teaching Affiliate of The Yale University School of Medicine and New York Medical College




6b.

%9a.

9b.

9c.

10a.

10b.

10c.

Addendum to V.F (Survey Program). 2: With each source
installation after the first, the exposure rate at B will
be determined from an exposure measurement on the inside
wall oppoeite B. This measurement will be idjusted for
the wall attenuation.

Area surveys will be conducted if the location of the HDR
unit is changed from that originally described.

Addendum to tection VI: film badges will also be issued
to

a. Anyone whose duties might result in an annual dose
in excess of 0.5 rem

b. Minors and declared pregnant women whose duties
might result in an annual dose in excess of 0.05
rem.

Amendment to 8. of Attachment 8: At the end of each
treatment determine if the source is fully retracted by
scanning with a survey meter. Scan the patient’s body
surface in the vicinity of the treatment site, scan the
applicators, scan the length of the source guide tubes,
and scan the safe of the HDR unit. Record the results of
this survey on the log sheet along with the date, the
patient’s name, background exposure rate, the model and
serial number of the HDR unit, the survey instrument used,
and initials of the individual performing the surveys.

All safety checks will be done acccrding to the
manufacturer's instructions where they exist.

Amendment to VIII.B.l.c: Testing all control console

functions including indicators which tell if the source is

in or out of the safe, source stepping indicators, and
door interlock indicators.

Monthly checks of source positioning, timer accuracy, and
linearity, and the backup battery will be done prior to
use and within the preceding 30 days.

Sources will be calibrated only on installacion.

If the measured source strength differs by more than +/-5%

from that stated by the manufacturer, the physicist will
review the entire calibration prior to putting the source
into clinical use.

As described in the original applicatiou, source strength
will be determined with a calibrated we.l (re-entrant)
chamber, for which, the effect of room scatter is
generally negligible ("Evaluation of New Re-entrant
Ionization Chambers for High Dose Rate Brachytherapy
Calibrations", G. A. Ezzell, Endocurie.Hypertherm.
Oncol.9:233-237.)



~ I1f the well er malfunctions, source.rength will be
determined f an in-air measurement as tailed in AAPM
Report No. 41 (Remcte Afterloading Technology). In brief,

this method uses a calibrated thimble chamber (in our
case, PTW Model 30-352, 0.6cc) placed at least 10 cm from
the source which dwells at one position in a plastic or
thin metal catheter. The chamber will have a side wall
toward the snurce and its long axis perpendicular to that
of the source. Contribution from room scatter will be
accounted for by either of the two methods described in
Report 41. These are (1) measuring the scatter directly by
placing a shieldir 7 block (at least a tenth value layer)
of small cross seccion (about 1 cm. diameter) between the
source and chamber; (2) making exposure measurements at
several distances from the source and determining room
scatter as a linear regression deviation from the inverse
square law. Contribution to the exposure measurement
cduring source transit will be eliminated by either of the
two methods described in Report 41. These are (1) using
the programmable feature of the Keithely 617 electrometer.
Charge integration is begun after the source reaches its
calibration location and repetitive timed measurements are
stored and displayed. These integrated charges do not
contain contributions during source transit; (2) taking
integrated exposure readings for two different control
console times. Each reading contains the same contribution
from source transit which is eliminated by eimple
subtraction of the integrated charges.

11. This is a single source device. 1In effect, an inventory
is taken every time the source is used.

12. The survey meter will be at the control conso.e for all
treatments. A shielded container will be in the room for
all treatments. A suture removal kit and sterile drapings
will be in the room for all interstitial implants using
flexible needles. Tools appropriate for loosening needles
from templates used will be in the room for all such
implants.

13, Our Quality Management Program will be reviewed to
determine if any changes or modifications should be made
which are specific to HDR.

e
Sincerely, g
7 / 7 ¥ »
/s 7 ¥ 4 . b L s
HJQ)/Z?ayv,,w (, - ;/¢{1ff/‘%—-

William J. Riordan \
President /Chief Executive Officer
St. Vincent;é Medical Centér

WJIR/nmf
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License No. 06-00843-03
Docket No. 030-01245
Control No. 123213

William J. Riordan

President /Chief Executive Officer
St. Vincent’'s Medical Center

2800 Main Street

Bridgeport, CT 06606

Dear Mr. Riordan:

This is in reference to your letter dated May 6, 1996 to amend License No. 06-
00843-03. In order to continue our review, we need the following additional
information:

1.

You request for Dr. Romano to be authorized for 35.300 materials, his
recent experience appears to be with only Sr-89 and P-32; in order for
him to be authorized for 35.300, in toto, he needs to have
training/experience within the past 7 years with iodine-131 as required
by 10 CFR 35.930 (b) (2). Please submit the required documentation,
otherwise you may request for him to be authorized for Sr-89 and P-32
only.

Please submit documentation showing that Cammie Gee has the required
training and experience as required by 10 CFR 35.961.

You state that the model number for the sealed source is "CI LBY", please
clarify if this should be "CI LBV".

Regarding your Personnel Training program:

a. Please indicate the duration of hands-on-training to be given and
confirm that this will be specific to the device.

b. Please confirm that periodic training will be given at intervals not
to exceed 12 months (as opposed to annually).

Please confirm that the check source used to check the radiation monitor
will be "dedicated" for this monitor.

Regarding your Survey program:

a. Please confirm that surveys will be performed that will be
sufficient to ensure that radiation levels in restricted areas are
not 1ikely to cause personnel exposures in excess of the limits in
10 CFR 20.1201.

OFFICIAL RECORD cOPY WML 10
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W. J. Riordan

St. Vincent’s Medical Center -2~

b. Please confirm that surveys will be taken if and when the device
location changes from previous conditions.

Regarding your Personnel Monitoring program, you state that others who
enter the room will be badged only if it is "deemed necessary...".

Please confirm that this will be according to the conditions specified in
10 CFR 20.1502.

Regarding your Operating Procedures, please confirm that the surveys
taken of the patient will be over the body surface near the treatment
site and that the device will include connectnars and applicator
apparatus, the full length of the catheter guide tube and the external
surface of the device. In addition, please confirm that records of these
surveys will be maintained for a period of 3 yrars which include the date
of the survey, identification of the device (model and serial number),
identification of the patient, identification of the instrument used to
conduct the survey, a representative background dose rate, the survey
results and the initials of the individual performing the surveys.

Regarding the Safety Checks performed on the device:

a. Please confirm that they will be done according to the
manufacturer’s instructions.

Please confirm that they will include checks of the source status
indicators (safe or unsafe) including those which are integral to
the afterloading device as well as any additional indicators
installed at the treatment console or room entrance.

Please confirm that the monthly checks of source position, timer
accuracy/linearity and backup battery will be done prior to use and
within the proceeding 30 days.

Regarding your procedure for Calibration Measurements:
a. Please indicate the frequency of calibration measurements.

b. Please confirm that if the results of these measurements are greater
than +/- 5%, the results will be reviewed by the Radiation Safety
Officer or Medical Physicist.

Please describe the method ucea to determine the exposure rate under
specific criteria (i.e., distances used for the measurement, whether
the measurement is an "in-air" or done using a phantom,
configuration of the chamber with respect to the source guide tube
and device, scatter factors used to compute the exposure rate,
etc.).

Please describe the method used for conducting quarterly inventories as
required by 10 CFR 35.59.

OFFICIAL RECORD COPY




St. Vincent’s Medical Center -3-

W. J. Riordan

12. Please confirm that all of the various pieces of equipment mentioned in

your emergency procedures will be available and accessible during all
treatments,

13. Please confirn that you will review your current Quality Management
Program to determine vhether any changes/modifications need to be made
for High Dose Rate afterloading treatments. You may make changes to your
program without prior NRC approval, however, these must be submitted to
this Office within 30 days as required by 10 CFR 35.32 (e).

We will continue our review upon receipt of this information. Please reply in
duplicate to my attention at the Region I Office and refer to Mail Control

No. 123213. If you have any technical questions regarding this deficiency
letter, please call me at (610) 337-6942.

If we do not receive a reply from you within 30 calendar days from the date of
this letter, we shall assume that you do not wish to pursue your application.

Sincerely,

ORIGINAL SIGNED BY:

Michelle R. Beardsley
Division of Nuclear Materials Safety

License No. 06-00843-03
Docket No. 030-01245
Control No. 123213

Enclosures:
1. 10 CFR Parts 20 and 35

DOCUMENT NAME: R:\WPS\DLTR\L0600843.03

To receive 8 copy of this document, in e in the box; "C" = Copy w/o attach/encl "E" = Copy w/ attach/encl "N = No copy
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Medical Center

2800 MAIN STREET, BRIDGEPORT, CONNECTICUT 06606-4292 * (203) 576-6000

May 6, 1996

Nuclear Materials Safety Branch

Division of Radiation Safety and Safeguards
U.S. Nuclear Regulatory Commission, Region 1
475 Allendale Road

King of Prussia, PA 19406-1415

Dear Sir:

l. Add Bernard S. Jay, M. D., as an authorized user under 10 CFR Parts 35 00, 35.200 and
35.300. Dr. Jay completed his training in Radiology, and was certified by the American
Board of Radiology (ABR) in 1979. A copy of his ABR certificate is enclosed. Dr. Jay
was an Authorized User on the Byproduct Materials License of Freedman and Associates,
Nuclear Medicine, 60 Temple Street, New Haven, CT 06510, US NRC Byproduct
Materials License No. 06-17434-01. during the late 1980's. In addition, Dr. Jay has
recently attended a Nuclear Medicine Update Course at Emory University School of
Medicine. A copy of the Registration Certificate from that course is enclosed. Further. a
copy of Form 313, showing recent participation in I-131 treatments for hyperthyroidism
and thyroid carcinoma is enclosed. We believe that Dr. Jay meets all the requirements of
Subpart J of 10 CFR Part 35 to be an Authorized User under 10 CFR Parts 35.100, 35.200
and 35.300.

ra

Add Joseph A Gagliardi, M. D., as an authorized user under 10 CFR Parts 35.100, 35.200
and 35.300. Dr. Gaghardi completed his training in Radiology, and was certified by the
American Board of Radiology (ABR) in 1991. A copy of his ABR certificate is enclosed.
We believe that Dr. Gagliardi meets all the requirements of Subpart Jj of 10 CFR Part 35
to be an Authorized User under 10 CFR Parts 35.100, 35.200 and 35.300.

3. Add Robert D. Russo, M. D. as a Authorized User under 10 CFR Part 35.300. Dr. Russo
completed his training in Radiology, and was certified by the American Board of
Radiology (ABR) in 1979, A copy of his ABR certificate is enclosed. Dr. Russo is
already an Authorized User on this hicense, under 10 CFR Parts 35.100 and 35.200. A
copy of Form 313, attesting to Dr. Russo’s recent participation in [-131 treatments for
hyperthyroidism and thyroid carcinoma is enclosed. We believe that Dr. Russo meets all
the requirements of Subpart J of 10 CFR Part 35 to be an authorized user under 10 CFR

Part 35.300. -
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Add Barbi L. Kaplan-Frenkel, D.O. as an Authorized User under 10 CFR Parts 35.300
and 35.400. Dr. Kaplan-Frerkel completed her training in Radiation Oncology, and was
certified by the American Osteopathic Board of Radiology (AOBR) in 1994. A copy of
her AOBR certificate is enclosed. We believe that Dr. Kaplan-Frenkel meets all the
requirements of Subpart J of 10 CFR Part 35 to be an Authorized User under 10 CFR
Parts 35.300 and 35.400,

Add Ralph W. Romano, M.D., as an Authorized User under 10 CFR Part 35.300. Dr.
Romano completed his training in Radiology, and was certified by the American Board of
Radiology (ABR) in 1974. A copy of his ABR certificate is enclosed. Dr. Romano is
already an Authorized User on this license, under 10 CFR Part 35.400. A copy of Form
313, attesting to Dr. Romano’s recent participation in Therapeutic use of Strontium-89 is
enclosed. We believe that Dr. Romano meets all the requirements of Subpart J of 10 CFR
Part 35 to be an authorized user under 10 CFR Part 35.300.

Add License Application for a High Dose Rate Remote Afterloader described in attached
document.

A check for $470.00 is enclosed to cover the cost of these amendments.

We trust you will find the information provided complete. We are looking forward to the prompt
renewal of our NRC License.

Sincerely,
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President/Chigf Executive Officer
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SUPPLEMENT

PARAGRAPH 1.

TRAINING AND EXPERIENCE

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF PROPOSED AUTHORIZED USER OR

BERNARD S, JAY, M. D.

RADIATION SAFETY OFFICER

2. FOR PHYSICIANS, STATE OR
umng'}v WHERE LICENSED

3 CERTIFICATION

SPECIALTY BOARD

3 CA":IONV MONTH AND vgn CERTIFIED
DIAGNOSTIC RADIOLOGY JUNE, 1979
INTERNAL MEDICINE JUNE, 1974
INTERNAL MEDICINE (Recert.} JUNE, 1986

4 TRAINING RECEIV

ED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING
CLOCK HOURS IN| CLOCK HOURS OF
FIELD OF TRAINING LOCATION AND DATE (8) OF TRAINING LECTURE OR SUPERVISED
» . LABORATORY ON-THE-J0B
EXPERIENCE
s, RADIATION PHYSICS AND YALE-NEW HAVEN HOSPITAL
INSTRUMENTATION DIAGNOSTIC RADIOLOGY
T
b. RADIATION PROVECTION SAME AS ABOVE
¢. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT R . & :
OF RADIOACTIVITY SAME AS ABOVE
d. RADIATION BIOLOGY
SAME AS ABOVE
0. RADIOPHARMACEUTICAL
CHEMISTRY SAME AS ABOVE
|
6. EXPERIENCE WITH RADIATION. (Actual use of Radiisotope or Equivatent Expetience)
1SOTOPE |mC{ USED AT ONE TIME LOCATION CLOCK HOURS TYPE OF USE
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SUPPLEMENT

U & NUCLEAR REGULATORY COMMISSION

PRECEPTOR STATEMENT

CXErIONCE, QLN 8 WOACE statement from e

Supplement B must be camplared by thw .oplic‘s tphysician's preceptor. [f more then one preceptor is necessary to document

1. PROPOSED PHYSICIAN USTR'S NAME AND ADORESS

FULL NAME

LS. JAY

STRELY ADDRESS

27 1SLAND AVENUE

KEY TOCOLUMN C
PERSONALPARTICIPATION BHOULD CONBIET DF:

1 Suparvised sxamination of patients 1o determire the sultebility for
radolsotope dagnosls and/or tresiment and reco mmaendetion for
provcribed dosmpe,

2L ollaboration in dose calibration and sctusl administration of doye
10 the patient includng calculation of (he radistion dose, related
s iurermants and plotting of dete,

J-Adequete period of 1raining 10 enable physicien 10 manege radicective

Cardiac perfusion scan.
Cardiac stress ventriculogram

Cardiac rest ventriculogram

S| Gallium scan

CITY ["sTATE TZi? oDk
patients snd loliow petients through diegnosii and/or course of
traatrment,

MADISON # 06443

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additional informatian o comments may
FARTICIPATION b s bmiimd 0 plicem o0 mparam sheets |
A [ ] C [}
| Thyroid scan

v et )
i ‘\/ ‘ Thyroid uptake
\/ L Lung perfusion scan

- 7
/- ‘.\\/'
\ ."{'. NS Xenon ventilation study

A
S / Aeroso) ventilation scan
Y ) Renal flow scan
-{ LR Brain scan

5 o

7 ‘\_/ Liver/spleen scan
‘\\},/ | Bone scan

iy, A
e \\ Castroesophageal study
L

LeVeen shunt study

W4 QS e
/0] Cystogram

’ | Decryocystogram

SN




PROPOSED PHYSICIAN USER
BERNARD S§. JAY, M<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>