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~ g NRC FORM 374 U.S. NUCLEAR REGULATORY COMMISSIONi s "' Amendment No. 46 ,6
M M ATERIALS LICENSE 's

N hj Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 9.L43M. and Title 10. Code of is
j feJeral Regulanons. Chapter 1. Parts 30. 31. 32. 33,34. 35. 36. 39. 40, and 70, and in rehance on statements and representations heretofore ma& i
g by the beenwe, a hcenw is hereby inued authoruing the licensee to receise, acquire, poness, and transfer byproduct. source, and special nuclear (g
C material designated Nlow; to use such material for the purposeN and at the placeN designated below; to dehser or transfer unch matenal to -,
'S pzrmns aud need to recets e it m accordance with the regulanons of the appheable Part(s). This beense shall be deemed to contain the conditions

f specifie. i Section 10 of the Atomic Energy Act of 1954. as amended, and is subject to all applicable rules, regulations, and orders of the y
Nutlear gulaton Comnuwon now or hereafter m ettest and to any tonditions specified Niow g*g= "

o '
_

IE' Licensee In accordance with the letter dated e

@ July 8, 1996, E

L Yale-New Haven Hospital 3. pcense Number 06-00819-03 is amended in g

its entirety to read as follows: A*

% 20 York Street !
!Q ,New Haven, Connecticut~

06504 a. Espiration Date June 30, 2005 ,

)i
.

,

| i Docket or 030-01244/06-17434-01 6
|g Reference No. ;

'

|2 6.11) product. Source and'or 7. Chemical and/or Ph> sical 8. N!atimum Amount that Licensee i j,

|2 Special Nuclear N!atenal Form Nia) Powew at Any One Time I;
|d L'nder This License

f

@hA.AnybyproductmaterialwithA. Sealed sources A. Not to exceed 500 I; I|

| Atomic Numbers between millicuries per ;
|? 3 and 83 radionuclide and 25 ;
|2 curies total ;

[|' B. Any byproduct material with
B. Any, other than sealed B. Not to exceed I curie per ;

| Atomic Numbers between sources radionuclide and 50 ii
|Q 3 and 83 and half-life less curies total ;
|g than or equal to 120 days q

d|Q C. Any byproduct material with
C. Any, other than sealed C. See Condition 12 ;

Atomic Numbers between sources
[!

'

3 3 and 83 and half-life
|? greater than 120 days "

2 0. Molybdenum 99 D. Any D. 20 curies $5 E. Technetium 99m E. Any E. 20 curies |"$ F . Iodine 125 F. Sealed sources included F. 5 curies F$ in 10 CFR 35.400 $
@5G. Cesium 137 G. Sealed sources included G. 3 curies f

in 10 CFR 35.400 0
8 H. Iridium 192 H. Sealed sources H. 2 sources not to exceed 6
$ (Byk-Mallinckrodt Model 15 curies each ff Cll BV, RTS Model 722,

f,i
i

{ or RTS Model 723)
5

1. Iridium 192 I. Sealed sources (RTS I. 2 sources not to exceed
f@L Model 721, or RTS Model 12 curies each

9 724)
|?%J. Americium 241 J. Any sealed source J. 10 curies per source and t

N 90 curies total 5

9|iK. Americium 241 K. Sealed source (Amersham K. 50 millicuries per source L'E
%| L. Depleted Uranium Model AMC.24) and 250 millicuries totalit9 L. Metal L. 314 kilograms E'
-W f is

1 I!s191p:lipp:lltUl ML~10' D i
*

r e
P 9706230349 96111s h
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3 A. through G. Medical diagnosis, therapy and research in humans in accordance with any I
N * applicable ' Food and Drug A' ministration (FDA)Telfuirements. 'Resear'ch and" Id
3 development as defined in 10 CFR 30.4, including animal studies; instrument ,

3 calibration; student instruction; and in-vitro studies. | |
3 H. One source to be used in a Isotopen Technik Dr. Sauerwein GmbH Model GammaMed Ili ; | '

4 high dose rate remote af terloading brachytherapy device for interstitial, ij

Hj intercavitary or bronchial therapy. One source in its shipping container to be in ;
3
d|

possession of the licensee as necessary for replacement of the source in the {irradiation device.
%j I. One source to be used in a Isotopen Technik Dr. Sauerwein GmbH Model GammaMed 121 h-
|3 high dose rate remote afterloading brachytherapy device for interstitial, E '

i

9 intercavitary or bronchial therapy. One source in its shipping container to be in ;E

@|
,

possession of the licensee as necessary for replacement of the source in the ,E|
@ irradiation device. E '

f J. Medical diagnosis, therapy and research in humans in accordance with any applicable %'

A Food and Drug Administration (FDA) requirements. Research and development as defined h
)I in 10 CFR 30.4.!

e|3 K. Medical diagnosis and research. Research and development as defined in 10 CFR 30.4, E i

3 including animal studies and student instruction. E|
L. For use as shielding in linear accelerators, a Isotopen Technik Dr. Sauerwein GmbH

W@'

s Model GammaMed Ili high dose rate remote afterloading brachytherapy device, and a
3f Isotopen Technik Dr. Sauerwein GmbH Model GammaMed 12i high dose rate remote h

,

,

3 af terloading brachytherapy device.
;E

4 E
hl CONDTTTORS

|E!3! E
g10. Licensed material may be used only at the licensee's facilities located at 20 York 2
y1 Street and 60 Temple Street, New Haven, Connecticut. j !

I
3 '

ll 11. A. Licensed material.shall be used by, or under the supervision of, individualsg
y designated in writing by the Radiation Safety CommitteeCRobert Lange, Ph.D.,
4

Chairperson. .

.

k O
y B. The use of licensed material in or on humans shalifbe by a physician, dentist,
g or podiatrist as defined ing JFR 35.2., . "'

10

g TNY
q Individuals designated in writing to work as authorized users or authorized |C.

g nuclear pharmacists, as defined in 10 CFR 35.2, shall meet the training and
y experience criteria established in 10 CFR Part 35, Subpart J and shall be ,N

g designated by the licensee's Radiation Safety Committee.
A D. Individuals designated in writing to work as authorized users or authorized E
5 nuclear pharmacists, as defined in 10 CFR 35.2, shall meet the training and k
N experience criteria established in 10 CFR Part 35, Subpart J and shall be

{fdesignated by the licensee's Radiation Safety Committee. j

W E. The Radiation Safety Officer for this license is Michael J. Bohan. E
R )
M F. Medical Physicists shall meet the training criteria established in 10 CFR 35.961 M
M and shall be designated in writing by the licensee's Radiation Safety Committee. d
9 For purposes of satisfying the requirements of 10 CFR 35.961(b) for the medical M
N physicist for the high dose rate remote afterloading brachytherapy unit, the

licensee may accept experience in the tasks listed in the source calibration and

u m m m m m.m mmmm mmmmm .. ...... :
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I the safety checks required by this license for the high_ dose. rate remote 5

1 after16ading brachytherapy unit in lieu of the tasks' listed in 10 CFR 35.632, i

N 35.63a, and 35.641.
i

N I

N 12. A. If only one radionuclide is possessed, the possession limit is the quantity
p specified for that radionuclide in 10 CFR 33.100, Schedule A, Column II. If two

1
p or more radionuclides are possessed, the possession limit is determined as k |
p follows: For each radionuclide, determine the ratio of the quantity possessed 1

p to the applicable quantity specified in 10 CFR 33.100, Schedule A, Column II, 's I
y for that radionuclide. The sum of the ratios for all radionuclides possessed b

y under the license shall not exceed unity.
N 5

g B. Notwithstanding Paragraph A of this Condition and 10 CFR 33.100, Schedule A, L.,

y Column II, the applicable quantities for the followl,ng radionuclides are reduced
g to: -

N
ly Carbon 14 100 millicuries

y Krypton 85 100 millicuries
g_ Iodine 129 100 microcuriesi

Any byproduct material other
y than alpha emitting byproduct

material not listed iny ,
10 CFR 33.100, Schedule A 100 microcuries j,

k 13. In addition to the possession limits in Item 8[the licensee shall further restrict
N

I the possession of licensed material at a single location to quantities below the
Nj limits specified in 10 CFR 30.72 which require consideration of the need for an

i

f emergency plan for responding to a release of licensed material'.
,

|d

N Notwithstanding the requirements of 10 CFR 35.75,'the licensee may release from !!

N| 14.confinement patients being treated with temporary ocular brachytherapy plaques in [L
1

N accordance with the letters dated July 2,1993, May 24N1994, and April 7,1995. It i
N [ '

N 15. Notwithstanding the requirements of.10 CFR 35 d9(a); the licensee may use for any t
N medical use any byproduct material as a sealed source. The licensee shall possess E .'

N and use byproduct material for medical use in accordance with the prescriptive and E

N performance criteria in the other sections of 10 CFR Part 35. This does not relieve E ,

N the licensee from complying with applicable U.S. Food and Drug Administration (FDA) E

R and other Federal and State requirements. E i
N E i
R 16. Notwithstanding the requirements of 10 CFR 35.400(d) and (g), the licensee may use r '

N iridium-192 as seeds encased in nylon ribbon and palladium-103 as a sealed source in i

R seeds for topical, interstitial, and intracavitary treatment of cancer. The licensee E

N may deviate from the manufacturer's radiation safety and handling instructions to the E

R extent that the instructions are not applicable to the type of use proposed by the E

R licensee. E i
N

E

N 17. Maintenance, repair, cleaning, replacement, and disposal of foils contained in i

R detector cells shall be performed only by the device manufacturer or other persons E
B specifically authorized by the Commission or an Agreement State to perform such
N services. '

N

OYh WMRMMMKhMMMM MMMMMMMMERM_MMmmMMMMMMMMMMME
~
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| E'
| 18. A. Detector cells containing a, titanium tritide foil or a. scandium tritide foil F

t shall only be used in conjunction with a properly operating temperature c atrol y
p mechanism which prevents the foil temperatures from exceeding that specified in

|4 |g the certificate of registration referred to in 10 CFR 32.210. |
| i'
s B. When in use, detector cells containing a titanium tritide foil or a scandium i
g tritide foil shall be vented to the outside. r
p

E
'

y 19. The licensee shall not use licensed material in field applications where activity is '

E
y released except as provided otherwise by specific condition of this license.

k|
g

N
y 20. Experimental animals, or the products from experimental animals, that have been ( <!g administered licensed materials shall not be used for human consumption.

((!
21. The licensee is authorized to hold radioactive material with a physical half-life of

y less than 65 days for decay-in-storage before disposal in ordinary trash, provided:
I A. Waste to be disposed of in this manner shall be held for decay a minimum of ten || hal f-l ives .

|,
;

8. Before disposal as ordinary trash, the waste shall be surveyed at the container
I surface with the appropriate survey instrument set on its most sensitive scale i

I and with no interposed shielding to determine that its radioactivity cannot be {U distinguished from background. All radiation labels shall be removed or
I obliterated. -

;
g

B C. A record of each such disposal permitted under this License Condition shall be }R retained for three years. The record must include the date of disposal, the #
W date on which the byproduct material was placed in storage ~, the radionuclides E

1

N disposed, the survey instrument used, the background dose rate, the dose rate f
N measured at the surface of each waste container, and the 'name of the individual jE
N who performed the disposal. 1
N N
N 22. A. Sealed sources and detector cells containing ' licensed material shall be tested

!I for leakage and/or contamination 'at; intervals not to exceed six months or at |
e

N such other intervals as are specified by the certificate of registration 'r

R referred to in 10 CFR 32.210, not to exceed three years.
W
N B. Notwithstanding Paragraph A of this Condition, sealed sources designed to emit
N alpha particles shall be tested for leakage and/or contamination at intervals |
N not to exceed three months.
N
g C. In the absence of a certificate from a transferor indicating that a leak test
p has been made within six months prior to the transfer, a sealed source or 6'

N detector cell received from another person shall not be put into use until (
p tested. g,
N 6g D. Each sealed source fabricated by the licensee shall be inspected and tested for I
y construction defects, leakage, and contamination prior to any use or transfer as
u a sealed source.
N

>

p E. Sealed sources and detector cells need not be leak tested if:
I
l

- m m m w w m = = = w anumm m m m m m m wca m m m m m m m m m m m m m-m m m m m m m m m ma -
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I 6

I (1) they contain only hydrogen-3; or I,

d :
4 (ii) they contain only a radioactive gas; or

(iii) the half-life of the isotope is 30 days or less; or
I

(iv) they contain not more than 100 microcuries of beta and/or gamma emitting i
material or not more than 10 microcuries of alpha emitting material; or i

e i
g (v) they are not designed to emit alpha particles, are in storage, and are not p
l being used. However, when they are retnoved from storage for use or
hg transfer to another person, 'and have not been tested within the required

i

4
y leak test interval, they shall be tested before use or transfer. No sealed i
y source or detector cell shall be stored for a period of more than 10 years -,

y without being tested for leakage and/or contamination, j

F. The test shall be capable of detecting the presence of 0.005 microcurie of fradioactive material on the test sample- If the test revea
wination, a repo,ls the presence ofy ,0.005 microcurie or more of removable c rt shall be filed, ,j with the U.S. Nuclear 0.egulatory Commt. ..1 and the source or detector cell ishall be removed immediately from service and decontaminated, repaired, or

i
..

* disposed of in accordance with Commission regulations. The report shall be
filed within five days of the date the leak test result is known with the f;

I IU.S. Nuclear Regulatory Commission, Region I, ATTN: Chief,~ Nuclear Materials
[I8 Safety Branch, 475 Allendale Road, King of Prussia, Pennsylvania 19406. The '

8 Ireport shall specify the source or detector cell involved, the test results, and i

f corrective action taken.

1 G. The licensee is authorized to collect leak test samples for analysis by the $l
3 licensee. Alternatively, tests foi leakage and/or contamination may be T
# performed by persons specifically licensed by the Commission or an Agreement E l
3 State to perform such services. f!t L1'

3 23. Sealed sources or detector cells containing lictased material shall not be opened or T|
8 sources removed from source holders by the licensee. E
3 E

''
,

# 24. The licensee shall not acquire licensed material in a sealed source or device unless E ;
8 the source or device has been registered with the U.S. Nuclear Regulatory Commission E
1 pursuant to 10 CFR 32.210 or equivalent regulations of an Agreement State. E |

,

1 !

1 25. The licensee shall conduct a physical inventory every three months to account for all 1

1 sealed sources and devices containing licensed material received and possessed
a pursuant to 10 CFR 35.59, 35.400 and 35.500 and every six months for all other sealed E
I sources and devices. (.

9 (
I 26. A. Access to the treatment room housing each high dose rate remote afterloading g
i brachytherapy unit shall be controlled by a door at each entrance. n.
4 ( |
4 8. Each entrance to the treatment room shall be equipped with an electrical E
I interlock system that wil? cause the source to return to the shielded position (I immediately upon opening o- the entrance door. The interlock system shall be gi

!e connected in such a mann~ that the source cannot be placed in the irradiation
(q3

$mmmoniYmYKKm~ m m m moim a m a m m m m m m m m imrm m m m m m m m m m-m m m m m m m m m m
Prwwed on recycled paper
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1

- I position until the entrance door is closed and the source "on-off" control is 6
'

I reset at the control panel. '

5
g' Electrical interlocks on each entrance door to the treatment room shall beC.
p tested for proper operation at least once each day of use.
B i

p D. In the event of malfunction of the door interlock, the unit shall be locked in ti

1 p the "off" position and not used, except as may be necessary for repair or
i;

p replacement of the interlock system, until the interlock system is shown to be
p functioning properly.
W '

g|27. Prior to initiation of a treatment program, and subsequent to each source exchange
y for each I.igh dose rate remote afterloading brachytherapy unit, a radiation survey
y shall be made of:

}
A. The source housing, with the source in the shielded position. The maximum

radiation levels at 10 centimeters from the surface of the main source safe |

| shall not exceed 1 millirem per hour, i+' j ,

I

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

,

position. The survey shall clearly establish: '

(1) That radiatjon doses to occupationally exposed individuals do not exceed, ,

the limits specified in 10 CFR 20.1201(a), 20.1207 and 20.1208.y

N
i (2) That radiation doses to individual members of the public do not exceed the 1

3 limits specified in 10 CFR 20.1301(a). i
$

l
N 28. The following shall be performed only by persons specifically authorized by the
N Commission or an Agreement State to perform such service: s

R

R A. Installation, and replacement of the sealed sources contained in the t
N GammaMed 121 high dose rate remote afterloading biachytherapy unit. E

N I
N B. Maintenance or repair operations on any high dose rate remote afterloading i
N brachytherapy unit and associated equipment involving work on the source safe, I i

N the source driving unit, or other mechanism that could expose the source, reduce i 1
N the shielding around the source, or compromise the safety of the unit and result i !

W in increased radiation levels. E )
W E

W 29. Installation and replacement of the sealed sources contained in the GammaMed Ili high E

i b dose rate remote afterloading brachytherapy unit may be replaced in accordance with i
b the letter dated November 2,1988, as amended by the letter dated April 7,1995. t '

N Individuals performing source installations and replacements shall have been by the i i
p unit's manufacturer in the procedure used. I j
N L i
u 30. In lieu of the source inventory described in 10 CFR 35.406, the licensee shall: t

'

N i
p A. Promptly determine that all sources have returned to the safe, shielded position i '

N at tae conclusion of each high dose remote brachytherapy procedure. I I

B. Promptly make a survey of the area of use to confirm that no sources have been h
p misplaced. i

bwmyn a m m moscrmTscrierrn u m m m m_m m m m m m m m m m m m m m m m m m m a d
Prmted on recycled pne
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C. Make a record of the survey including survey instrument used, dose rate, time, E
date and name of the individual making the survey. F

B; E

p! D. Retain the record of the survey in lieu of the record required in 5
1

p| 10 CFR 35.406(d). F

b. E
p'31. In lieu of 10 CFR 35.404(a), immediately after retracting the source from the patient F
p into its shielded position in the remote afterloading device, radiation survey shall g

b be made of the patient and the remote afterloading device with a portable radiation g
detection survey instrument to confirm that the source has been removed from the

!gpatient. Records of the survey shall be maintained in lieu of the record required in
10 CFR 3.404(b). !gg

F
32. At the beginning of each day of use, the licensee shall perform the following checks g

of the equipment and facilities associated with the high dose rate remote g
afterloading brachytherapy unit in accordance with the manufacturer's instructions: y

A. The permanent radiation monitor will be checked with a dedicated check source fy
g, for proper operation; Ig

B. Source status indicators integral to the high dose rate remote af terloading
i brachytherapy unit, as well as the fixed radiation detection device located in |gg

the treatment room doorway will be checked using a dedicated check source;
g

J C. Electrical interlocks installed at the entrance to the dedicated treatment room 8'N

5 will be tested for proper operation; iI

g|
g

5 D. The treatment console will be checked for proper operation, and all indicator k
N| lamps, other status and operational displays, and the printer for the device LE

'

U will be chechd for proper operation; fjI E
l I

E. The intercom and closed-circuit video systems will be checked to verify proper E.

operation; and

F. The integrity of the source guide tubes will be checked.

I A record of each of these checks will be maintained for a period of three years and W
N will include the date of the check, the results of the check, and the initials of the (
B individual who performed the check.
B

B 33. The high dose rate remote afterloading unit shall not be used unless the following
N checks have been performed in accordance with the manufacturer's instructions within
W the preceding thirty (30) days: (

'

N E
I' A. A check of the accuracy of source positioning to 11 millimeter; (

B. A check of the timer accuracy and linearity;
W E'

N C. Measurement of source guide tubes to confirm the length to an accuracy of (
N il millimeter; and (
R

I D. A check, with the AC power disconnected, of the backup battery which verifies
B emergency source retraction capability upon power failure.
!,rwuneravmTmannsivanuriaan a a a a a m - mamaaammaamd>
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N A record of each of these checks will be maintained for a period of three years and 8 |
M will include the date of the check, the results of the check, and the initials of the W |
( individual who performed the check. W |
N N i

N 34. The high dose rate remote afterloading brachytherapy device training program, a |

N outlined in the letters dated May 24, 1994 and April 7,1995, shall be performed by, N i

N or under the supervision and in the physical presence of, the manufacturer's 8 ;

p representative. N i

5 5 ,

p 35. During all patient treatments, both the authorized user or a physician under the g
,

g supervision of the authorized user, and. either the medical physicist or the Radiation g
'

y Safety Officer must be physically pr,esent.+ iPh'ysical,ppesence, for this purpose, is g
y defined as within audible r,ange of ' normal human speech. ;gp,
g ,v m, y
y 36. The licensee is authorized >to transport licensed material in accordance with the g

'

4

y provisions of 10 CFR Part 71, " Packaging and Transportationjf Radioactive Material." g <

g ..,.n g
g 37. Except as specifically provided otherwise in this license,jthe* licensee shall conduct g
y its program in accordance with the statements, representations,Jand procedures y
y contained in the documents, including any. enclosures,< listed below, except for minor y
y changet in the medical use radiation safety p'rocedureslas provided in 10 CFR 35.31. g ;

s

The U.S. Nuclear Regulatory Commissi' n's; regulations shall govern"unless the g |oy
g statements, representations, and procedures-in the licensee's application and g :

icorrespondence are more restrictive'than the regulations. -

gy

N '
A. Letter dated June 17,Ji991

N B. Letter dated July 2, 1993, - E I
N E '

C. Letter dated May=24, 1994 .

8
,

! D. Letter dated April 7, 1995 1

E. Letter dated July 8, 1996 .

N N

N iE
9 E |

N % 1

N E
'

N |g
.

N I|
N t
N E
N N
N y

'

5 [N

, .
N For the U.S. Nuclear Regulatory Commission N

| NOV I 51996 ORIGINAL SIGNED BY: )
N Date By THOMAS K. THOMPSON q

'

N
~-

Nuclear Materials Safety Branch $
N Region I 't
W King of Prussia, Pennsylvania 19406 N
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NOV l 51996

Norman G. Roth, VP
Yale-New Haven Hospital
-20 York Street
New Haven, Connecticut 06504

Dear Mr. Roth:

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:
THOMAS K. THOMPSON

Thomas K. Thompson, Sr. Health Physicist
Division of Nuclear Materials Safety

License No. 06-00819-03
Docket No. 030-01244
Control No. 123464

Enclosure:
Amendment No. 46

DOCUMENT NA
n ,..e . , .,ME : R:\WPS\MLTR\LO600819.03

a. , . we.... a m. wm c . co,y .cout .n.ca, nv.nce.... r co,y we .n.cn, nu.new... r no co,y
__

0FFICE DNMS/RI | | | | |
NAME thornpson 72< |,

DATE 11/15/96 11/ /96 11/ /96 11/ /96 11/ /96 |w
0FFICIAL RECORD COPY ,
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TEMPLE NUCLEAR MEDICINE P.C.

]
Getald S. Fraeoman. M D. . Mecal Director

M Tempe Stred I

sude 20 b !
New Hevon, CT 006to

Tel(203) 7092299 Fat (203) 789 2231
' October 21, 1996

1Tom Thompson |

U.S. Nuclear Regulatory Commission. Region I
Nuclear Materials Safety Branch
Division of Radiation Safety and Safeguards
475 Allendale Road
King of Prunnia, PA 19406-1415

|Re Termination of Freedman and Associates NRC license No 06-17434-01 l

Docket No.: 030-12747 / Control No.: 1234IJ" l
h ," ;

Dear Hr. Thompson

In reference to your letter dated October 10 1996 Freedman and
Associntes. Nuclear Medicine, P.C., 60 Temple Street, New Haven, CT |
06510 requests termination of its* existing license and transfer of all
allowed activitlen under the licence to Yale-New Haven Hospital's broad
scope License No.e 06-00819-03. All existing licensed radioactive
materials will be transferred to YNHH's licence immediately upon the
successful termination of this license and amendment of YNHH's licence.
A closcout ourvey and inventory transfer will be conducted on or about
October 21. 1996. A copy of the survey will be sent to the NRC ao part
of this licenning action.

Please disregard my earlier requests, in two letters dated July 17, !
1996 and September 9. 1996, to transfer my existing license to the
Stafford Profeccional Building, 8 C. Main Street, Clinton, CT. Any
plano to initiate licensed activities at this site will be done under a
separate license application.

If you have any further questione concerning the termination and
transfer of all activities currently under this license please contact |

Dr. Gerald Freedman at (203) 789-2299. |

Since'r ly.
|

(/ \
.' bb |

Ghr ld 8. Fre cman. .D., R.9.0.
Tr edman & A sociates. Nuclear Medicine, P.C.
j -

Me Michael J. Bohan. YNHH Radiation Safety Officer
Robert C. Lange, Ph.D., chairman, YHHH Radiation Safety Committee

,

Ravinder Nath. Ph.D., Chief, YNHH Radiological Physics !

Norman G. Roth, V.P., YNHH Administration
Druce Heclennen, M.D., Chairman, Dept. of Diagnostic Radiology
John P. Seibyl. H.D., Chairman, YNHH Nuclear Medicine
State of Connecticut, Dept. of Environmental Protection, Radiation

Control Unit

'0FF!0tl RECORD 00:Y.
KRE ~ 4 h1 / 7.3 %S/h2.3 YW

~

IUt b 3U.

OCT 31 996
'

FAX REC'D
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.
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.

Michael A. Varole
Aeoletant R80

Yale New Haven Hospital i
Redletion Safety Office i

Room WW 204 '

20 York Street
New Haven, CT 06510 3220

l

DATE: 23 October 1996

SITE: Freedman and Associates
Templo Medical' Center

|
Nuclear Medicine Facility
60 Temple Street

!
Suite 2D l
Now Haven CT 06510

SUBJECT: Close out survey for NRC's termination of Freedman and
Associates NRC licensed activities (License #06-17434 01), |
and subsequent amendment to Yale New Haven Hospital's NRC j

limited modical broad scopo byproduct material License |
#06-00819 03.

|

Instrumentation & Wipe Samples Counting Parameters

Ludlum Model 3 G M survey mater with pancake probe, Ludlum Model 44-9, with*

analog dial set on the 0.1X scale.
|

Picker Model Spectroscalor 4, with an MeV range setting of 0.2. and an LL: - 400 and-

UL = 625 (counting 122 - 137 kev photopeaks; simulated Tc 99m setting).

/sotopo Products Laboratories 57Co standard of 0.864 pCi on 01 April 1995.-

CLOSECUTSURVEYfIESlA.TS:
(All data keyed to the enclosed topographical sketch of facility; specHically, the areas of
preparation and injection are the only arnas that were wiped, besides boing surveyed with the
G-M pancake probe in search for hot spots to wipe. All data taken and analyzed as of the date
shown above.)

57Co std: A (sof 3f,53 = 410.011 dpm ........ Std. Count = 330,109 cpm

. - .- _ _ - _ - _ _ - _ _ _ _ _
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YY Nie

Freedman and Associates' Close Out Survey Report /Y-NHH/2

Hot Spots: All areas of Temple's hot lab and injection and storage areas were surveyed with the
Ludlum G M meter -- especially areas where spills might have landed (floor) and where
contaminated hands and sleeves might have rubbed any contamination (doorknobs L-Block edges.
Table edges, and instrument controls). After removal of normal Tc 99m wasto, all surveys
with the pancake probe revealed 0.01 mR/hr levels, which aro equal to the normal background
lovelo in that area of Temple. Conclusion: No hot soots were found.

Wipe D.tta

Area surveyed Contamination Lovel (dptn/100 cm )2

1. Hot Lab Floor 3 I

2. Hot Lab Doorknobs 4

3. L Block (Inside and Outside) 4

4. Formica Countertop & Edges 5

5. Camera #1 Gurnoy (Pt. Injection Table) < LLD

6. Camora #5 Gurney (Pt. Injection Table) 7

7. Injection Arms (Removablo Plastic inserts) 10
8. Computer, Fax & Instrumen'ation Surfaces 7

Surve yor:_. .f;&,
_. E e ______

Michael A. Varela, Asst. RSO, Y NHH .

'

<
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TELEPHONE CONVERSATON RECORD Date: Time:
September 5,1996

Mall Control No.: 123465,123464 License No.: Docket No.:
06-17434-01/06-

*

00819-03

Person Called: Organization: Telephone
Michelle Rispoli, Chief Tech. Freedman and Number:

Assoc./ Yale-New -
Haven Hosp.

Person Calling: Thomas K. Thompson

Subject: Amend. request clarification.

Summary: Asked Michelle if she would explain their request. Do they want to maintain
a stg. only license or terminate upon xfer to Yale- New Haven?

Action Required /Taken:
_,

/c ~ pgSignature: Date: ;

.

OFFICIAL RECORD COPY lll10'
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' Wale-NewHaven O'

. .

~ ' Hospital. -

20 York Street,New Haven,CT06504

Radiation Safety Office
WW-204

July 8,1996

License No.: 06-00819-03
Docket No.: 030-01244

Control No.: 113173

U.S. Nuclear Regulatory Commission
Region i
Nuclear Materials Safety Branch
Division of Radiation Safety and Safeguards
475 Allendale Road
King of Prussia, PA 19406-1415

RE: License Amendment Application for Second Area of Use

Gentlemen: |

I

Yale New Haven Hospital (YNHH) has recently acquired admiriistrative control of Temple (
IMedical Center,40-60 Temple Street,2nd Floor, New Haven, CT 06510. The hospital

requests this site be added through amendment as another area of use on YNHH's broad scope
License No. 06-00819 03. The hospital wants to complete this licensing action as soon as
possible; therefore, we request this action be considered under an expedited review process.

Licensed use at this site, by YNHH, will be the provision of prostate implants and standard
nuclear medicine services. The existing NRC specific nuclear medicine License No.: 06-
17434-01, Freedman and Associates, Nuclear Medicine, P.C.,60 Temple Street, Suite 2D,
New Haven, CT 06510, will be terminated. Dr. Freedman's letter requesting termination of
his license is enclosed with this letter to ensure these actions are considered in tandem.

As shown by the attached map of New Haven, Temple Medical Center is located approximately
1/4 mile from Yale-New Haven Hospital. All transfers of radioactive materials between the
two sites will be cone with all applicable DOT and NRC transportation requirements.
Additionally, maps of the Temple Medical Center's physical facilities involved are attached.

The sealed sources used in the brachytherapy program will routinely be received, inspected and
stored in Temple's nuclear medicine hot lab. When needed, they will be transferred across the
Temple building's corridor to the surgical facility for the prostate implant. Since both areas
are located on the second floor of the facility, routina movement of materials within the Temple
Medical Center will be confined to the second floor area.

Page 1 of 2 1234G4_,
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,

a. - ' * -.,
,

' Th3 existing.equipm:nt inh 6 Freedman's program, includ,hg gammircam: ras, a doss'

. calibrator, a Nal(TI) based thyroid and well counter, and any survey equipment will be included.

'with and supplemented by YNHH's equipment. As always, NRC required caltrations, surveys
and quality assurance activities will be incorporated into and supervised by the YNHH Radiation

i Safety Office under the conditions of the hospitars license.

Attached to this letter, you will find a check in the amount of $560.00 to cover the amendment
fees. If there are any further questions concerning this amendment application, please contact
the Radiation Safety Office at (203) 785-2950,

Sincerely,1

h r

!' MichaelJ. an, RSO
: Medical Health Physicist
i

0 _

(/ V %
Norman G. Roth
V.P. Administration

,

cc: Gerald S. Freedman, M.D., Freedman and Associates, Nuclear Medicine. P.C.
Robert C. Lange. Ph.D.,' Chairman, YNHH Radiation Safety Committee '

Ravinder Nath, Ph.D., Chief, Radiological Physics
John P. Seibyl, M.D., Acting Chairman, Nuclear Medicine
State of Connecticut, Dept. of Environmental Protection, Radiation Control Unit

Attachments: YNHH Check No.: 395539,' $560.00
Map of New Haven
Room Diagram Temple Nuclear Medicine
Room Diagram - Temple Surgical Center
Termination Letter - NRC License No.: 06 17434-01

.

Page 2 of 2
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TEMPLE NUCLEAR MEDICINE. P.C.- -

, , ,

Gerald S. Freedman, M D. . Medical Director*

60 Temple Street
Suite 2D

j. New Haven, CT 06510

Tel (203) 789-2299 Fax (203) 789 2231'

|-

|
July 17, 1996 License No.: 06-17434-01

' Docket No.: 030-12747-

-

U.S. Nuclear Reg'ulatory Commission.

Region Iy
Nuclear.Haterials Safety Branch^

,

Division of Radiation Safety and Safeguards
475 Allendale Road-

King.of Prussia..P.A 19406-1415,

' Res Transfer of Freedman and Associates NRC license No.: 06-17434-01

Gentlemen:

Freedman and Associates, Nuclear Medicine, P.C., 60 Temple St.-2D, New
Haven, CT 06510, requests transfer of 111 allowed activities under the'

license at this location to Yale-New Haven Hospital's broad scope,

License No. 06-00819-03. All equipment and existing licensed,

; . radioactive materials will be transferred to YNHH's license immediately
upon the successful acceptance of the YNNH's license amendment. |,

ij 'The existing license is to be terminated at this location and I request
it be assigned to'the Stafford Professional Building, Radiology Suite,
8 E.Hain St., Clinton, CT 06413 as a " storage only" classification at4

this time. Enclosed is a $300.00 fee as advised by Brenda Brown of the ;

NRC. 1

If you have any further questions concerning the termination and i.

transfer of all activities currently under this license please contact |
Dr. Gerald Freedman at (203) 789-2299. !

'

Sincerelj , ,

fi,

Gerald Freedman, M.D., R.S.O.-.

'

F{eeds n & Associates - Nuclear Medicine, P.C. -

cci ichael J. Bohan, YNHH Radiation Safety Officer
obert C. Lange, P h '. D . , Chairman, YNHH Radiation Safety Committee

Ravinder Nath, Ph.D., Chief, YNHH Radiological Physics
Norman G. Roth, V.P., YNHH Administration
John ~P. Seibyl, M.D., Acting Chairman, YNHH Nuclear Medicine
State of Connecticut, Dept. of Environmental Protection, Radiation

; Control Unit

JUL 2 219961

!

l
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NftC. FORM 677 _ . NUCLEAR RE ULATORY COMMISSION |
'

,

LICENSE FEE AND DE3T COLLECTION BRANCH I

, DIVISION OF ACCOUNTING AND FINANCE
LICENSE FEE REQUIREMENTS OFFICE OF THE CONTROLLER

U.S. NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20666-0001

|

TYPE OF ACTION

] NEW LICENSE i

1
'

] RENEWAL OF LICENSE

YALE-NEW HAVEN HOSPITAL @ AMENDMENT TO LICENSE
ATTN: MICHAEL J. BOHAN, RSO g g g. --

MEDICAL HEALTH PHYSICIST j
7-8-9620 YORK STREET

~

1

NEWHAVEN CT 06504 UCESSE 5ffMiiEff |
06-00819-03 |

CONTRdL NUMisER
~ ~

123464
1

1. APPLICATION FEE DUE IL FEE NOT REQUIRED

Your request for a licensing action is subject to the fee (s) in the
category 0es) noted below in accordance with Section 170.31 of the

-
Enclosed is Check No. which accompanied your I-

'

cnciosed Federal Register notice. Payment of the fee is required prior to request. The fee is not required because:
thJ issuance of the hcense, renewal, or amendment. j

We received your Check
2fG[ APPLICATION RENEWAL AMENDMENT ] _ in payment ofNo.

the fee."78~s s ~s 580.00
js s s

p!j] The Licensing staff has informed us that your request is to be
Is s s
I__ consklered as a continuation of your request dated

s s s
~

-

8 8 s , Control No.
s s s !

1- -. .

_-d_s__
request, Control ,

I l Your request was combined, prior to review, with your

3 ._._ _. _ d 8
I

._ :s I$
_ .

No.
-. . 4

-. 1

I 8
_ _ ___ _ _ _ ..b _.

lli. CHECK RETURNED
_ _ _ _

FEE (s) DUE $ 580.00

PAYMENT RECEIVED 8 560.00 Enclosed is Check No. _ which was retumed to us
#* D'"" ' C

.

|
AMOUNT DUE s 20.00

_

[g | feeYour request was received without the prescribed application -
] INSUFFICIENT FUNDS

r
|W ]_ ACCOUNT CLOSED

T
._ . . We received your Check - --- .- . -.-_ --

[O OTHER
M No. ~ 45539 in the amount of

I# $ 560.00 . P[yment of the additional fee noted
cbove is required'

MAIL THE REPLACEMENT CHECK TO THE ADDRESS LISTED AT THE
p i Your request will increase the scope of your license program. TOP OF THIS FORM AND REFERENCE THE ABOVE CONTROL
,,2j Therefore, your request is sub ect to the apphcation fee (s) noted NUMBER.i

above. Refer to Section 170.31 and Footnote 1(d)(2).
IV. LICENSE ISSUED WITHOUT THE REQUIRED FEE

I5ditihinse expireditior to tiie receipioTy'ou'r~ah51icalioh"for- k0-
~

eense' , Amendmenr -
.

-M renewal. Therefore, your request is subject to the apphcation fee (s) m -
0-

-
, issug on

]
noted above. Refer to Section 170 31 and Footnote 1(a).

~
was ssued without the required fee being |

BliectedEThi fee required is noted in Section I of this )
IENICE P VMENT OF TN5 FEE ('S)T6THEI' STNUCUE R~ ~TNscope of your heensed program was increased. Therefore, your |

'
l r

PEGULATORY COMMISSION AND MAIL THE PAYMENT TO THE L_J request is subject to the application fee (s) noted in Section 1 of this |

ADDRESS LISTED AT THE TOP OF THIS FORM IF WE DO NOT ~ form. Refer to Section 170.31 and Footnote 1(d)(2).
'

RECEtVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS FROM
THE DATE LISTED BELOW. WE SHALL ASSUME THAT YOU DO NOT

]BT ecause of the urge cy of your request, the hcense was issuedWISH TO PURSUE YOUR APPLICATION AND WILL VO!D THIS
-} without remittance of the prescribed fee noted in Secten 1 of thisACTION j

form. \/ |
SIGNATURE - UCENSE FEE ANALYST

( LFDCB I LFDCB D:stnbution. .pgNgg j0 ATE
BB~h

~

ndence
DCB LFOCB Analyst OC MBRENDA BROWN ~8/6/96 i Invoice File w/enct LFDCB R/F (3 DA R/F i 8 6- '

Mc f ORht 6H p .46) This form was encromcewy peoduced oy Ea4e Feoorsi Forms. inr.

_ _ _ _ _ _ _ _ _ . _ __
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: (FOR LFMS USE)
: INFORMATION FROM LTS

|BETWEEN. .

:
LICENSE FEE MAN AGEMENT .BR ANCH, ARM : PROGRAM CODE: 02110

AND : ST ATUS CODE: 0
' REGIONAL LIC ENSING SECTIONS : FEE CATEGORY: 78 2B

: EXP. DATE: -20050531
: FEE COMMENTS: 3E DEL P ER 8/12/93 RE
: DECOM FIN ASSUR REQO: N
: ::: : :::: : : :: : :: : ::: : : : : : ::: : : :: : ::: ::

LICENSE FEE TRANSMITTAL

A. . REGION [
1. APPLICATION ATTACHE 0 __

APPLIC ANT / LICE NSEE:' YALE-NEW HAVEN HOSPITAL 'd
R ECEIVED . D AT E : 960722 f
DOCKET ~NO: 3001244 p i
CONTROL NO.:- 123464 jn,
LICENSE NO.: 06-00819-03 u
ACTION TYPE:. . A MENOMENT 3= <

FEE ATTACHED [ f;_9
92. i

AMOUNT: o___
CHECK'NO.: _ @]gl[fg '=

3. COMMENT.S ,

SIGNED ________'_ ,_______________
DATE _______'lg.A hcp,p _________

.

B. LTCENS E. FEE M AN AGEMENT BRANCH (CHECK WHEN MILESTONE 03 IS ENTERED /__/)

1., ' FEE C ATEGORy AND AMOUNT: ,flg __________________ __________

2. CORRECT FEE PAIO. APPLIC ATION M AY BE PROCESSED FOR:
AMENOMENT _,____ C ______ .

RENEWAL , _ _ _ _ _ _ , _ _ _ _ , , _

LICENSE ______________

3. OTHER [____ _____________________________

__________________________________

.

SIGNE0 _ _ ,_ ___________,_,,_____ ,

m /fo OATE ______ __p i

____________________

tes..__/hp_____._______ ,

n = = ___ _ .
l_ Glo b k__

_____,_ ,

c- % JDTJL .
'p(9 24xRjf&,

_ L_ ngs)-

:! u . , v a n w a . ., s _ _ _ _ _ _ _'
i 4. __ __________ .

% v w1 W ._____
; & ________ ____________

!

d


