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ATTACHMENT A-*

,

Item 3:
,

.

Places of use will'be as shown-in Amendment 01, namely:

A. The licensee's facilities as follows:
'

Suite 2
AMH Health Center
2701 Blair Mill Road
' Willow Grove, PA 19090

PLEASE' DELETE
Suite 309
Holy Redeemer Hospital Office Building
1650 Huntingdon-Pike
Meadowbrook,'PA 19046

PLEASE DELETE
Suite 103'
Saint Mary Hospital Medical Office' Building
Langhorne-Newtown Road
Langhorne,: PA

B. As,specified in Amendment' 01 to this license, we will continue
with nursing homes in a. fifty mile radius, and . request an
increased radius from 10 to 20 miles'for hemodialysis units.

We are applying ~to add.TWO-ADDITIONAL' FACILITIES, as follows:

Suite 118
Holy Redeemer' Hospital Office. Building
1650 HuntingdonfPike
Meadowbrook, PA 19046

The Mammography and Osteoporosis Diagnosis Center
~283 Office. Condo
283 Second Street Pike
Upper'Southampton, PA 18966

k:____.____L._________.____.___.________.____.m_.. _ _ _ _ . . . _ _ . . _ _ _ _ _ _ _ _ _ _ _ _ .______.____.._________..i_______.____..____.___
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030-20733
'

Amendment No. 01

Waiter D. Reese, M.D. |Suite 2 g
AMH Health Center

E
2701 Blair Mill Road E

Willow Grove, Pennsylvania 19090
'

|
In accordance with letters dated December 24, 1984, February 4,1985 and February 5,1985, |License Number 37-20695-01 is amended as follows: y

iItem 2. (Address) is changed from 1245 Highland Avenue, Abington, Pennsylvania 19001 to i
Suite 2, AMH Health Center, 2701 Blair R@dgl Grove, Pennsylvania 19090. j
Items 6.,7.,8.,and9.areamended o add: I

3v eA j
6. Byproduct, source, and/or g 7. Chemical and/or physical gNaximumamountthat g

special nuclear materiaR form censee may possess t
any one time i. ~-

. un er this license i

A. Iodine 125 $$ le s urces A. T b ources not*

- @(hE CP )(dile s -
e[2

to ceed 400 g,

$C 2 or/ Amer y tj s mi curies per source i
's h 1M 25,4052, r f i
$ (f) AMG .) gggggg i
.B. Iodine 125 Sea ddssourcest Twhourcesnot I" ,

j p A g " e;
' ./' .

|xceed 200y icuries per source.s

9. Authorized use Y W)/ Q"

j A. For use on humans in a Nofjand Corporation Model No. one Densitometer for bone I

! mineral analysis. /
For use on humans in a Nuclear Dqta 1 cogp,or4xpd-hfEdel ND1100 Bone bensitometer for |.j

! B.
b3 ,bone mineral analysis. M 6

#p
g

I
CONDITIONS I

I
'

Conditions 10. and 15. are amended to read: I

10. Licensed material shall be used only at the licensee's facilities, Suite 2, AMH Health |
s Center, 2701 Blair Mill Road, Willow Grove, Pennsylvania; Suite 309, 1650 Huntingdon |3 Pike, Meadowbrook, Pennsylvania; Suite 103, Saint Mary Hospital Medical Office |

Building, Langhorne-Newtown Road, Langhorne, Pennsylvania. The licensed material may I
also be used at any Nursing Home within a 50 mile radius or Hemodialysis Center within I

a 10 mile radius of 2701 Blair Hill Road, Willow Grove, Pennsylvania provided: I

i

!
'

<

|

.

A

29,1 ,3 ask up. |
-m

- - . _ . - - . . - _ _ _ . _ _ _ ,
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Ucense number I.

I g,,,,,,,g,g,,,,,,,([NbMATERIALS LICENSE
SUPP(.EMENTARY SHEET - ,

i
Amendment No. 01

|
(10. continuec) CONDITIONS |

1(a) The licensee has prior written permission from the Nursing Home's Administrator or
|Hemodialysis Center's Administrator, and
I

(b) The licensee removes all byproduct material when he departs, and j
(c) The licensee does not perform source removal or replacement at the Nursing Home or jHemodialysis Center, and

i

!(d)
The licensee maintains a listft

fa nuQ nf'hoines or Hemodialysis Centers serviced
and submits the list to thq clear egu(g{ pry Commission, Region I, Nuclear I

Materials Safety Section M YST Park Avenue, Ving<of(jPrussia, Pennsylvania 19406 by(

|IMarch 1 of each year. \e
f

!The licensee shall maint1Q for ins
(a)pection by the Commis copies of the written

permission specified i - ub te above at 2701 BJai > ll 12. Road, Willow Grove, IPennsylvania. N
ID -

I
{ 15. Except as specifida+1y providh t rw. se% i ense,thhicenseeshallpossess

|I| and use licensed q perial des in/Mm 6, 1 id 8 of th license in accordance
| with statements,

anh represeptatt , _, arJdsproeufgs7containe 'n application dated
i

| April 11,1984 lettqrsM!afqddiay 4,1984 Decembe 24, 19 February 4, 1985 and I
February 5,1985. (fJhe NucTear@jguJgjory 6qin{siion ' egulQions shall govern the I

;

restrictive than thpegulatggy. ' ions #o''} letters,p"p'esslicensee's statements in$hblicati

ttts statements are more i

Q |
;

! M [t g
/ < K, , x , / h I4

8> !
. g i

-o

/ un\W "4/ x i4 0
: O $ |

-

,

| N khp% II
I

!
I(
|

i
I;
I

|
t I :

j For th .S. Nuclear Re latory Commission |

FEg 2 81985 (pDate

,! puclear Ma)MialypafetTand
g Safeguards Bran W, Region I
|4 King of Prussia, Pennsylvania 19406

4
<xvv=xx,_. :

a n , , , , , , , , ,, _ , , , , _



i : o o -- -

.

. . . . .
, .

, ,

REQUIREMENTS FOR MATERIALS LICENSEES-

,

'

As a holder of an NRC material license, you must:
,

1. ' Operate in accordance with NRC regulations contained in 10 CFR Part 19
" Notices, Instructions and Reports to Workers; Inspections," 10 CFR Part '.-

20, " Standards for Protection Against Radiation," and other applicable
regulations.

2. Possess radioactive material'only in the quantity (ies) and form (s) in- .

dicated in your license. -

3. Use radioactive. material only for the purpose (s) indicated in ycur license.
'

4. Notify NRC in writing of any change 'in mailing address (no fee required if
the location of ' radioactive material remains the same).

5. Request and obtain appropriate amendments if you plan to change the owner-
ship of your organization, change locations of radioactive material, or

- make any other changes in your facility or program which are contrary to
your license conditions or representations made in your license application
and any supplemental correspondence with NRC. A license fee may be charged
for the amendment as specified in 10 CFR Part 170.

-6. Submit a complete renewal application with proper fee or termination request
at least 30 days before the expiration date on your license. You should-

receive a reminder notice approximately 90 days before the expiration date.
However, it is your responsibility to file a renewal application at the
proper time. Possession of radioactive material after your license expires
is a violation of NRC regulations.

7. Request termination of your license if you plan to permanently discontinue
activities involving-radioactive material.

.

k

.-

.
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LICENSED MATERIAL
.

Item 5 - Radioactive Material

Element and mass number: I-25

Chemical and/or physical form: sealed source (AECL C-235 source
in AECL C-236 source holder), or any other equivalent NRC
registered sealed source

Maximum abount which will be possessed: 3 sources at 800 mei
per source

Item 6 - Purposes For Which Licensed Material Will Be Used

Use in Model SPSHAXXX bone mineral analyzer for performance (human
use) testing and development, training and demonstration. The Model
SPSHAXXX bone mineral analyzer has received custom device approval
from the NRC.

Note: Item 5

Please retain License for Byproduct source and special nuclear
material and maximum amounts, previously approved in previously
issued License (37-20695-01) amendment no. 01

Note: Item 6

Please retain License for Authorized Human Use in (A) Norland
Corporation, model number 2780 Bone Densitometer for Bone Mineral
Analysis, and in (B) Nuclear Data Incorporated, model number
ND1100 Eone Lensitometer for Bone Mineral Analysis.

Items 5& 6 - page 1

i
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Item 7 -

Individuals responsible for Radiation Safety Program and-

, their training and experience

Walter D. Reese,M.D.
licensed with three years experience

Henry G. DeVincent, M.D.
licensed, February 1985

Item 7, page 1

!
'

. ..- .. .- - _. - - - - ------ - ..



_ - _ . - _, . . , - . . - - .. _ - - - _ . ,

*) M .
.

i
j

,

,
- I

c
,

' TRAINING AND EXPERIENCE I
'

.

I

Name of Authorized User Physician's_ License #
"

?
-

i
!

'

' CERTIFICATION I

|

I
i

Specialty Board Category Month and Year Certified
;

I
!*

i
:

TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES |

Field g Training Location and Dates Type and Length f
I
:Radiation Physics Lecture - 2 hours !and Instrumentation Supv. exp..- I hour i

|
!.

Radiation Protection Lecture - 2 hours I

Supv. exp. - 2 hours !

Mathematics Pertaining Lecture - I hour fto the Use and Measure- Supv. exp. - I hour jment of Radioactivity
I

i

iRadiation Biology Lecture - 3 hours
i
i

Ra'diopharmaceutical n/a !

t

Chemistry
I

t

EXPERIENCE WITH RADIATION '

'

Isotope Amount Where Gained ^ Duration Typ.e'of Use
,

'

?I-125 800 mci 6 hrs Radiation safety ;,

aspects of sealed *

; sources & mechan-' '

ics of source re-
placement. |

,

;

,
-

Item 8 page 1
r

!
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Item 8

Training and Experience

9

"I certify that I have read the source changing
procedures as shown in Item 10, and that I understand
them completely."

| ($b 'L
Walter D. Reese, M.D.

9/13/85

Item 8 Page 2

- 1
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INSTRUMENTATION

Survey Instrument
,

'

Type: A low-level. survey meter capable of detecting 0.1 mR/hr
to perform radiation surveys.

Model: Bicron Surveyor 50 or equivalent.

Diagnostic Instrument

Type: Bone mineral analyzer;~also know as bone densitometer.

Models. OsteoAnalyzer Model SPSHAllO bone mineral analyzer for
performing diagnostic studies.

,

i

i

|

1

i

!

)
i

!
'

.

i

.

!

|
'

Item 9 - page 1
1
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Item 9 of NRC Form 313; FACILITIES AND EQUIPMENT

Except during Source exchanges, the I-125 Sources listed in
Item 5 will be locked in the various densitometers. This I-125
Source is contained in Sourceholders. If necessary, the Source
will be temporarily stored in a lead container within a locked
area in the restricted room.

:
|

Item 9 Page 1

2
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RADIATION SAFETY PROGRAM

TEM 10 - Radiation Safety Program

1. SURVEY PROGRAM

1.1. The use of the scaled source in the bone mineral analyzer
consists of placing the source in a fixed geometry position in
the analyzer. Once it is in place, the shielding and beam
direction cannot change unless the analyzer suffers some damage.

1.2. A detailed radiation survey has been performed with the
source in an OsteoAnalyzer. The results of the survey are shown
in Figures 1 to 3, normalized to a full strength 800 mci
source. A decay curve is also provided in Figure 4 so that the
radiation levels for any source strength can be estimated from
Figures 1 to 3.

2. RECORDS MANAGEMENT PROGRAM

2.1. Records of source receipt and transfer shall be kept for
at least five years.

2.2. Records of leak tests of sealed sources shall be kept for
at least five years.

2.3. Records of personnel exposure shall be kept indefinitely.

2.4. Records of source disposals shall be kept indefinitely.

2.5. Records shall be reviewed for completeness and accuracy
semi-annually by the Radiation Safety Officer or his designate.

3. LEAK TEST PROCEDURES

3.1. Leak tests shall be performed on sources in use every six
months. The leak testa shall be able to detect 0.005 uCi of
activity. Results of the leak tests shall be documented. Leak
tests shall be performed according to the following procedures:

3.1.1. Take a canvas wipe and wipe it around the joint between
the source holder and source cap. Place the wipe in the folded
paper envelope used to hold it.

| 3.1.2. Calibrate the laboratory counter with a mock iodine
'

source. Count the mock iodine source for one minute.
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3.1.3. Count background for one minute. Calculate the
conversion factor for the detector as follows:

K = uCi / (C -C 3) uCi = source activitys.

~ C = source ents per min
Cs = bkgd ents per min

3.1.4. Remove the source and take a one minute background
count. Calculate the minimum detectable activity (MDA) and
minimum detectable count rate (MDCR) according to the following
formulas:

MDCR = 1.64 x [2xCb

MDA = K x 1.64 x {2xCb

3.1.5. Count the wipe for 1 minute. If the measured count rate
is less than MDCR, record the activity as <MDA. If the measured
count rate is greater than MDCR, calculate and record the actual
activity.

3.1.6. With typical counting equipment, this counting procedure.

will result in a MDA of less than 0.0005 uCi.

5.
PACKAGE RECEIVING AND OPENING PROCEDURES

5.1. The I-125
-

sources are also less than Type A quantities of
radioactive material. Consequently, no radiation surveys are
required on receipt of the package. When shipped from the
manufacturer, the packages carry a WHITE-I radioactive label,
indicating that radiation levels on the surface are less than0.5 mR/hr.

5.2. Open the outer shipping container. Open the inner shipping
container with the brass source capsule. Take a canvas wipe and
wipe the brass source capsule. Analyze the wipe to verify 2is no removable contamination greater than 200 dpm/100 cm .there

5.3. Verify the serial number on the source against the serialnumber on the shipping documents.
into the source receipt log. Log the receipt of the source

5.4.. Leave the source in the original shipping container untilit is actually installed in the analyzer.

6.
SOURCE REPLACEMENT PROCEDURES

6.1.
Remove the outer cover of the scanner unit. Using the keyfor the source compartment,

source compartment. unlock and remove the cover from the

-
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! 6.2. Unscrew the source from the receptacle in the source j

compartment. Immediately screw on the brass cap on the source. ;

Make sure the end of the source capsule with the threads is [

always pointed away from you when the cap is not on.;

6.3. Place the source in the shipping container to be returned
to the manufacturer.

6.4. Remove the new brass source capsule with the brass cap
attached from the shipping container. Unscrew the cap from the
source and screw the source into the receptacle in the source,

compartment. Make sure the end of the source capsule with the
threads is always pointed away from you when the cap is not on.

. !

1

u
2

h i

.' ~ |
,; <-

''
..

,f'.' ;. ' ; ..
|r3t -

..

A #N. .
_

'

'

,4.j ?
'

|r -a ca

6.5. Using the key, lock the source compartment cover in place. |
Remove the key and store it in a secure location. !

!

6.6. Replace the cover on the scanner unit.
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7. SOURCE PACKAGING AND SHIPPING PROCEDURES

7.1. Place the source with the cap tightly screwed en in the
foam insert from the original shipping container.

7.2. Place the foam insert in the original inner container
(metal can) and tape the lid on the can with fabric-backed tape.
7.3. Place the metal can in the original outer shipping box and
tape the box closed with-security tape.

7.4. Remove old shipping labels, packing slips, and other old
labels from the box. Make sure the words " RADIOACTIVE
MATERIAL", " TYPE 'A' PACKAGE", "I.A.E.A. C.T.C-12B25", and the
manufacturer's name and address are still clearly legible on the
box.

7.5. Place two new RADIOACTIVE WHITE-I labels over the old ones
on the box. Enter I-125 as the contents. Calculate and enter
the activity of the source.

7.6. Place a shipping label on the box with the name and addrest
of the facility shipped from and shipped to.

7.7. Write or stamp the words " RADIOACTIVE MATERIAL, N.O.S." and
"UN2982" on the box in letters at least 1/2" high.
7.8. Fill out the shipping papers for the shipment. The proper
shipping name for the source is " Radioactive Material, N.O.S.(Iodine-125)" and the proper classification is "UN2982".

8. INVENTORY REQUIREMENTS

8.1. An inventory of all sources in use and in storage shall be
made every six months. Records of the semi-annual inventories
shall be kept.

9. EMERGENCY PROCEDURES

9.1. The low energy gamma and x-rays emitted from the I-125
source are completely absorbed by the brass source holder.

9.2. If for any reason the source is dropped when the cap is
off, pick up the source by the end opposite the threaded.end,
being careful not to point the hole from the source window
towards you. Pick up the brass source holder cap in your other
hand and screw it on the source holder. This will totally shield
any radiation coming from the source.

.
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10. DUTIES AND RESPONSIBILITIES' ' '

;

10.1. The authorized users will be responsible fors k

10.1.1. Receipt of sources and logging in the source receipt-

,

log.
f

f. 10.1.2. Storage of sources received in the radioactive materials {'
! storage area.

{ 10.1.3. Source replacement in the OsteoAnalyzer'.
2

f
j 10.1.4. Packaging of sources for shipping and delivering to a '

carrier for shipment to the manufacturer.-<

10.1.5. Leak testing of sources in use over six months.;

,

10.2. The Radiation Safety Officer will be responsible for the ffollowing: '

.

10.2.1. Assuring that byproduct materials possessed under the
license conform to the materials listed on the license. ,

'
,

10.2.2. Assuring that use of the device is only by individuals
authorized by the license.

10.2.3. Assuring that all users wear personnel monitoring;

equipment when required.i

I .

t

10.2.4. Assuring that the sources are properly secured against,

;
j unauthorized removal at all times when not in use.
; 10.2.5. Serving as a point of contact to give assistance in case
; of an emergency, and assuring that proper authorities are

notified in case of an emergency.i

10.2.6. Assuring that the terms and conditions of the license
,' are met and that required records are periodically reviewed for

compliance with NRC regulations and license conditions.

<

4

4 .

:
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WASTE MANAGEMENT
;

i

j 1. Sources that have decayed below an acceptable level will be
,

! removed from the bone mineral analyzer and stored in a locked
i storage area.
t

} 2. The storage area will be posted with a " CAUTION -
1 RADIOACTIVE MATERIALS" sign.
!

,
3. When sources are transferred to the source manufacturer for |

! final disposal, the disposal shall be noted on the (
{ receipt / disposal log. n
.

4. Sources will be returned to the manufacturer in the original
fshipping containers they were shipped in. The requirements of4

i 10 CFR 49 shall be followed with regards to packing, labelling, ;

1 marking, and surveying of the package and filling out the
shipping documents.

!
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Isodose lines for Osteon
Analyzer (OsteoAnalyzer), Inc. Model SPSilAXXX bone mineral

.

Readings shown for shutter open and 800 mci 1-125 source in
place. Readings taken with Victorcea 490 survey meterf and
489-110 pancake probe. Survey meterc calibrated specifically
for 1-125, using two separate sources and source activity /hr-

data supplied by AECL. Calibration factor of 0.00009 mR
per cpm was used, based on gamma factor of 0.7 R-sq.cm./hr-mci
for 1-125.

OReadings on all surfaces of the analyzer were less than
0.001 mR/hr with the shutter closed.
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Isodose lines for Osteon, Inc. Model SPSilAXXX bone mineral
Analyzer (Os teoAna lyze r) . .

Readings shown for shutter open and 800 mci I-125 source in
place. Readings taken with Victoreen 490 survey meterf and
489-110 pancake probe. Survey metere calibrated specifically

'for I-125, using two separate sources and source activity
data supplied by AECL. Calibration factor of 0.00009 mR/hr
per cpm was used, based on gamma factor of 0.7 R-sq.cm./hr-mci
for I-125.>

Readings on all surfaces of the analyzer were less than
0.001 mR/hr with the shutter closed.
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