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g MATERIALS LICENSE g -
B

Eg Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorgar.ization Act of 1974 (Public Law 93 438), and Title 10. Code of
g Federal Regulations Chapter I, Parts 30,31. 32,33,34,35,36,39,40, and 70, and in rehance on statements and representations heretofore made

g
g by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct. source, and special nuclear

g

$ 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 applicable Part(s). This license shall be deemed to contain the conditions T
specified in section 183 of the Atomic Energy Act of 1954, as amended. and is subject to all applicable rules, regulations, and orders of the fy Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below. g{Q g{Qgg {Q]* yIS

f
I

$m Licensee I

;ii

f1.CentralPennsylvaniaMedical
'sq

3. License Number 37-30329-01 |iB Imaging Institute, LLC
|3 ;6

,

I e

|s$,30 E. Shady Lane ~Enola, Pennsylvania 17025
4. Expiration Date October 31, 2001

5

na
19 6|a 5. Docket or 030-34211 ej Reference No. g
g 6. Byproduct, Source. and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee 6a Special Nuclear Material Form May Possess at Any One Time

g$A.Anybyproductmaterial
a

Under This License j
A. Any radiopharmaceutical A. As needed iG identified in 10 CFR identified in 10 CFR f

$ 35.100 35.100 li
<a

|E B. Any byproduct material B. Any radiopharmaceutical B. As needed fi@!g
identified in 10 CFR identified in 10 CFR s35.200 35.200 except generators j,

y and gas
a g
j9.Authorizeduse f

ss

5
A. Any uptake, dilution and excretion procedure approved in 10 CFR 35.100. j

'
a

,E B. Any imaging and localization procedure approved in 10 CFR 35.200.
E
-

CONDITIONS

10. Lice. sed material may be used only at the licensee's facilities located at 30 E.
g Shady Lane, Enola, Pennsylvania.

g
N 11. A. The licensee may not possess and use materials authorized in Items 6, 7, and 8, $

until: (1) the licensee has constructed the facilities and obtained the i
-

! equipment described in the application and supporting documentation; and (2) the ?E U.S. Nuclear Regulatory Commission, Region I, ATTN: Chief, Nuclear Materials T|? Safety Branch, 475 Allendale Road, King of Prussia, Pennsylvania 19406 has been d
8
B

notified in writing that activities authorized by the license will be initiated. @
e

N

9 B. In accordance with the requirements set forth in 10 CFR 30.36(b), 40.42(b), and 0
70.38(b), the licensee shall promptly notify the Nuclear Regulatory Commission, 6

W|
B in writing, of a decision not to complete the facility, acquire equipment, or E'

possess and use authorized material. 6
j9

/ @
(B 12. The Radiation Safety Officer for this license is Henry K. Smith, D.0

/>
,
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1 37-30329-01 F

1 MATERIALS LICENSE Docket or Reference Number )

i SUPPLEMENTARY 8HEET 030 34211 F

I f

|
|

_.
i

I E

I13. Licensed material listed in Item 6 above is only authorized for use by, or under the F

1 supervision of, the following individuals for the materials and uses indicated: 5

1 '

1 Authorized Users Material and Use ' ;

I
i

1 Henry K. Smith, 0.0. 35.100; 35.200 il
'

3 i

1 George Popkey, M.D. 35.100; 35.200 .

1 i
1 14. In addition to the possession limits in Item 8, the licensee shall further restrict !
i the possession of licensed material to; quantities below the minimum limit specified ! .

3 in 10 CFR 30.35(d), 40.36(b), and 70.25(d) for Lestablishing financial assurance for p |
3 decommissioning. t

j 15. The licensee is author.ized to transport licensed mater n accordance with the i |
'

| provisions of 10 CFR Part 71, " Packaging and Transportation 1f Radioactive r
j Material."

, '
'

~,p j
!

1
''

I16.y Except as specifically provided otherwise in this lic_ense, the licensee shall ;
y conduct its program in accordance with the statements'~, tepresentations, and
j procedures contained in the documents, including any enclosures,< listed below, ,

y except for minor changes in the medical use radiation: safety procedures as provided
[

'

y in 10 CFR 35.31. ,The U.S. Nuclear Regulatory Commission's regulations shall govern
~

Eunless the statements, representations, and p,rocedures in the licensee's applicationy ,and correspondence are more restrictive than the regulations. '

y g,

8 A. Application dated July 19, 1996
|,

3 ~& t
1 i
1 1

1 E

1 E.

1 E

1 E

1 1
'

1 i
1 1

1 i
1 E

1 it
1 i
5 t
1 E

1 1

1 For the U.S. Nuclear Regulatory Commission E

I ' Original Signed By: E

8 OCT - 9 1996 MicheNe Beardsley i
1 0 ate By i
1 Division of Nuclear Materials Safety i>

1 Region I E

I King of Prussia, Pennsylvania 19406 i
i E
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OCT - 9 1996

' License No. 37-30329-01
Docket No. 030-34211
Control No. 123509a

: Henry K. Smith, D.0. I

Central Pennsylvania Medical Imaging
; Institute, LLC

30 E. Shady Lane
Enola, PA 17025

Dear Dr. Smith:

Please review the enclosed document carefully and be sure that you understand 1
-

all conditions. If there are any errors or questions, please notify the U.S. l

| Nuclear Regulatory Commission, Region I Office, Licensing Assistance Team, |
(610) 337-5093 or 5239, so that we can provide appropriate corrections and |
answers. 1

Please be advised that your license expires at the end of the day, in the
.

month, and year stated in the license. Until your license is terminated, you"

must conduct your program _ involving byproduct materials in accordance with the
conditions of your NRC license, representations made in your license
application, and NRC regulations. In particular, note that you must:

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
" Standards for Protection Against Radiation," 10 CFR Part 35, " Medical
Use of Byproduct Material," and other applicable regulations.

I2. Not possess and use materials authorized in Items 6, 7, and 8, on the
license until:

a. you have constructed the facilities and obtained the equipment ,

described in the license application and supporting documentation; i'

and
,

b. you have notified the U.S. Nuclear Regulatory Commission, Region I,
ATTN: Chief, Nuclear Materials Safety Branch, 475 Allendale Road,

,

King of Prussia, Pennsylvania 19406 in writing, that activities I

authorized by the license will be initiated.

3. Notify NRC, in accordance with 10 CFR 35.14, no later than 30 days after:

- a. the date that you permit any individual to work i an Authorized
User or an Authorized Nuclear Pharmacist pursuant to 10 CFR

,

35.13(b)(1) through (4), and provide to the Commission a copy of the
board certification, the Commission or Agreement State license, or
the Permit issued by a licensee of broad scope identifying the
individual;-

01 0FFICIAL RECORD COPY
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H. Smith, D.O.
Central PA Medical Imaging Inst., LLC -2-

b. an Authorized User, Authorized Nuclear Pharmacist, Radiation Safety
Officer, Teletherapy Physicist, or Medical Physicist permanently
discontinues performance of duties under the license or has a name'

change; or

c. when the mailing address on the license changes (no fee is required
if the location of byproduct material remains the same).

i

4. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC, ,

Ipromptly, in writing, and request termination of the license:

a. when you decide to terminate all activities involving materials l

authorized under the license; or j
,

,

1

b. if you decide not to complete the facility, acquire equipment, or I

possess and use authorized material. I

5. In accordance with 10 CFR 35.13, request and obtain a license amendment
before you:

,

|

a. receive or use byproduct material for a clinical procedure permitted
under Part 35 but not permitted by your license issued pursuant to
this Part;

b. permit an individual, except as specified in 10 CFR 35.14(b)(1)'

through (4), to work as an Authorized User or Authorized Nuclear
Pharmacist under the license;

c. change Radiation Safety Officer, Teletherapy Physicist or Medical
Physicist;

d. order byproduct material in excess of the amount, or radionuclide,
or form different than authorized on the license; or

4

e. add or change the areas of use, or address or addresses of use
identified in the license application or on the license.

6. Receive written approval from the NRC prior to any change in ownership of
your organization, in accordance with 10 CFR 30.34(b).

7. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date of your license. You
will receive a reminder notice approximately 90 days before the
expiration date. Possession of byproduct material after your license
expires is a violation of NRC regulations. A license will not normally
be renewed, except on a case-by-case basis, in instances where licensed
material has never been possessed or used.

OFFICIAL RECORD COPY
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H. Smith, D.0.
Central PA Medical Imaging Inst., LLC -3- !

In addition, please note that NRC Form 313 requires the applicant, by his/her
signature, to verify that the applicant understands that all statements
contained in the application are true and correct to the best of the ,

applicant's knowledge. The signatory for the application should be the |

| licensee or a certifying official of the licensee rather than the Radiation |
Safety Officer or a consultant. |

You will be periodically inspected by the NRC. Failure to conduct your i

program in accordance with NRC regulations, license conditions, and j

l representations made in your license application and supplemental
'

correspondence with NRC will result in enforcement action against you. This
could include issuance of a notice of violation, or imposition of a civil
penalty, or an order suspending, modifying or revoking your license as

lspecified in the " General Statement of Policy and Procedure for NRC
Enforcement Actions," (Enforcement Policy), NUREG 1600.'

Since serious consequences to employees and the public can result from failure
to comply with NRC requirements, prompt and vigorous enforcement actions willi

I be taken when dealing with licensees who do not achieve the necessary
meticulous attention to detail and the high standard of compliance which NRC
expects of its licensees.

Thank you for your cooperation.
I

Sincerely,

Original Signed By:

| Michelfe Beardsley

Michelle R. Beardsley
Division of Nuclear Materials Safety

i
'

License No. 37-30329-01
Docket No. 030-34211
Control No. 123509

Enclosures:,

! 1. License No. 37-30329-01
2. 10 CFR Parts 2, 19, 20, 30, 31, 35, and 170

I

|

DOCUMENT NAME: R:\WPS\MLTR\L3730329.01
To receive a copy of this document. indicate in the box: "C" = Copy w/o attach /enct 'E' = Copy w/ attach /enci "N" = No copy

0FFICE DNMS/RI n|N DNMS/RI | | |

NAME Beardsley hd ')
DATE 10/08/96 l' 10/ /96 10/ /96 10/ /96

! 0FFICIAL RECORD COPY
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DIOLOGICAL HEALTH SVCS 62 "'526 P.02'

J H/ 'S H
_

W$
.

630,3 tr%Central Pennsylvania Medical Imaging Institute
Gadani Medical Center |

30E.Shadylane ,

Enola, PA 17025'

4

September 26,1996

U.S. Nuclear Regulatory Comntission
Region Ii

! 475 Allendale Road
King of Prussia, PA 19406

,

ATfN: Ms. Michelle Beardsley i

Re: Central Pennsylvania Medical Imaging Institute
Control Number: 123509

Dear Ms. Beardsley:; ,

This correspondence is in response to your questions
concerning our recent license application. With regard to the use of |

I-131, it will not be utilized at our facility In the event we wish to |

use I-131 in the future, we will amend our license to include i
|

.

submission of a Quality Management Program at that time.

Please ensure that all future correspondence is directed to the
attention of Dr. Henry K. Smith, as Mr. Fran Owen is no longer at ourJ

.| facility.

:

Sincerely,

b
Diana L Stockdale, MS for'

: Henry K. Smith, D.O.

ML 10 amv
! '0FFICIT1 bd?.D con
4
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1
.

U. S. Nuclear Regulatory Commission Date:8-22-96
1

Telephone or Verbal Conversation Record Time:10:00 a.m.

| Incoming Call _x_ Outgoing Call Visit

! Person Calling: Office: USNRC Region I Phone #:(215) 337-6942s

| Michelle Beardsley j
Person Called: Office: Phone #:
Francis Owens

|

Conversation
|

Subject: License application-Central PA Medical Imaging Inst. ;

Docket No.030-34211 Control No. 123509

Summary: I explained to Mr. Owens that they will need to submit a
Quality Management Program if they will be using NaI-125/131 >30uCi
othenvise, that can give a statement of negative declaration for
their use.

1

Referred to: |

Action Requested: QMP submittal

Action Taken:

OFFICIAL RECORD COPY}Q -
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NRC FORM 313 U. S. NUCLEAR REGULATORY COMMISSION A7 PROVED sY oMo; NO. 31504120<

|NES M
(1CL94)
10 CFR 30. 32 33 ESTIMATED BURDEN PER RESPONSE TO COMPLY WTTH THIS |
M 35' 36,30 M 40 NFORMATION COLLECTION REQUEST. 9 HOURS. SUBMrfTAL OF THE

APPUCATION IS NECESSARY TO DETERMINE THAT THE APPUCANT IS
QUAUFIED AND THAT ADEQUATE PROCEDURES EXIST TO PROTECT

1 THE PUBUC HEALTH AND SAFETY. FORWARD COMMENTS
APPLICATION FOR MATERIAL LICENSE ReGARDNG BURDEN ESmATE To mE NFORuA= AND RECORDS

'

MANAGEMENT BRANCH (T4 F33), U S. NUCLEAR REGULATORY
COMMISSION. WASHINGTON, DC 2065540ni, AND TO THE
PAPERWORK REDUCTION PROJECT (315CLO120). OFFICE OF
MANAGEMENT AND BUDGET WASHINGTON DC 20603 j

i INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION,
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW,

APPUCATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPUCATIONS WTTH: IF YOU ARE LOCATED IN:

DMSON OF NOUSTRIAL AND MEDICAL NUCLEAR PAFETY ILUNO48, INDIANA, IOWA, MICHOOAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SENO APPUCATIONS TO' -

U & NUCLEAR REGULATORY COMMISSION |
'WASHINGTON DC 20555 0001 MATERIALS UCENSING SECTON

ALL 0" % PERSONS FILE APPUCATIONS AS FOLLOWS:
801 WARRENVILLE RD.

IF YOU ARE LOCATED IN: USLE, IL 00632-4351

CONNECTICUT, DELAWARE. DISTRICT OF COLUM8tA, MAINE, MARYLAND, ALASKA, ARIZONA, ARKANSAS, CAUFORNIA, COLORADO, HAWAll, IDAHO, KANSAS,
MASSACHUSETTS. NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA, LOUISlANA, MONTANA, NE9RASKA, NEVADA, NEW MEXICO, NORTH DAKOTA.

EHODE ISLANO. OR VERMONT, SEND APPUCATIONS TO: OKLAHOMA, OREOON, PACaFIC TRUST TERRITORIES, SOUTH DAKOTA. TEXAS, UTAH,
WASHtNGTON. OR WYOMINO, SEND APPUCATIONS TO:

NUCLEAR MATERIALS SAFETY BRANCH NUCLEAR MATERIALS UCENSNG SECTION
j U S. NUCLEAR REGULATORY COMMISSION, REGION l U.S. NUCLEAR REGULATORY COMMISSION. REGION IV

475 ALLENDALE ROAD 011 RYAN PLAZA DRIVE. SufTE 400
KNG OF PRUSSIA, PA 19406-1415 . ARUNGTON, TX 78011-8064 ggp

ALABAMA, FLORIDA, OEORGIA, KENTUCKY, MISStSatPPl. NORTH CAROUNA, PUERTO
RICO, SOUTH CAROUNA, TENNESSEE, VIRGINIA, VIR0lN ISLANDS, OR WEST VIRO 8NIA,
SENO APPUCATIONS TO' d f#

NUCLEAR MATER!ALS UCENSING SECTON

gl,)U S. NUCLEAR REGULATORY COMMISSION, REGION N
101 MARIETTA STREET, NW, SUITE 2900
ATLANTA, GA 30323 4190

PERSONS LOCATED IN AGREEMENT STATES SEND APPUCATIONS TO THE U.S. NUCLEAR REGULATORY COMM6SSION ONLY IF THEY WISH TO POSSESS ANO USE UCENSED |
MATERIAL IN STATES SUBJECT TO U.S. NUCLEAR REGULATORY COMML*SiON JURISDICTIONS.

1 THIS IS AN APPUCATION FOR (Check appnynele dem) 2. HAME AND MAluNG ADDRESS OF APPUCANT (incAdeLp cc,1e!

X A. NEW UCENSE
-

B AMENDMENT TO UCENSE NUMBER
~~

Imag ng InstittitesLLCC RENEWAL OF UCENSE NUMBER
-

(see Item 3 for address)
3 ADDRESS (ES) WHER2 UCENSED MATERIAL WILL BE USED OR POSSESSED 4 NAME OF PERSON TO BE CONTACTED ABOUT THIS

APPUCATON- , g

< % . N f Ao m csic h, - Fran Owens30 E. Shady Lane |
' ' ' " " " ' " " " ' ' " 'EnOla, PA 17025

717-732-4554
SUBMfr (TEMS 5 THROUGH 11 ON 8112 X 11* PAPER THE TYPE AND SCOPE OF NFORMATON TO BE PROVIDED 15 DESCRIBED N THE UCENSE APPUCATON GUIDE.

5 RADIOACTIVE MATERLAL. !
a Element and mass numter; b. chemical and/or physcal bem; sad c. mancmum amount 6. PURPOSE (S) FOR WHICH UCENSED MATERIAL WILL BE USED.

when wil be possessed at any one ame

7. NDIVIOUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
8. TRANING FOR INDIVIDUALS WORKNG N OR FREQUENTING RESTRICTED AREASTRAINING EXPERIENCE.

9. FACluTIES AND EQUIPMENE 10. RADIATION SAFETY PROGRAM

12. UCENSEE FEES (See 10 CFR 110 and Seckon 170.31)
11 WASTE MANAGEMENT. 3 AMOUNT

FEE CATEGORY 7C IENCLOSED s 1400.00
13 CERTIFICATION. (Must be comptofed by apphcen0 THE APPUCANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATONS MADE IN THl3 APPUCATON ARE BINDING

UPON THE APPUCANT.

THE APPUCANT AND ANY OFFICIAL EXECUTNG THIS CERTIFICAT10h ON BEHALF OF THE APPUCANT, NAMED N ITEM 2, CERTIFY THAT THis APPUCATION IS PREPARED IN
CONFORMffY WITH TTTLE 10. CODE OF FEDERAL REGULATIONS. PARTS 30. 32. 33,34. 35,36. 30 ANO 40, AND THAT ALL INFORMAf t)N CONTAINED HEREN IS TRUE AND
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BEUEF.

WARNING 18 U S C. SECTION 1001 ACT OFJUNE 25.1948 62 STAT 749 MAKES IT A CRIMIN OFFE " TQ MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO .

|( \ gANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN]S_JU ISDICTON
'+

,

N W R%
DATE I

,mmonuw M ~%~ E.,
CERTIFYlNG OFFICER - TYPED /PRNTED NAME AND TITLE

s <,

FOR NRC USE QNW\
' (_) L*

TYPE OF FEE FEE LOG FEE CATEGORY AMOUNT RECEIVED CHECK NUMBER ' OMWNTS

123509:

! L 10,'
-

x 2 e me~ " "' " ^"
'0FFICIAL RECORD COPY

:
NHC FORM 313 (10 9q PRINTED ON RECYCLED PAPER
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' '

O o-
.

|
,

Centml Pennsylvania Medical Imaging lastitute, LLC
Items 5 and 6.

ITEM 5- RADIOACTIVE MATERIAL,

ITEM 6 - PURPOSE (S) FOR WHICH LICENSED MATERIAL WILL BE USED,

i

! BYPRODUCT MATERIAL AMOUNT PURPOSE
,

; 5.a. Material in 35.100 As Needed 6.a. Medical Use |
5.b. Material in 35.200 - As Needed 6.b. Medical Use

.

4

!

1

!

!:

!

<

i
'

l

i

I
^

I

. .j
i '

i

4

1

i

i Attachment 5
:

<

A

i

.

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

:

j Central Pennsylvania Medical Imaging Institute, LLC
i Item 7
!

,

: INDIVIDUALS RESPONSIBLE FOR RADI ATION SAFETY PROGRAMS -
THEIR TRAINING AND EXPERIENCE

ATTACHMENT 7.1.1
,

Authorized Users for Medical Use
:

,,

d Y
'

Name:
Tmining: Previously authorized on Materials License for Community General,

j Osteopathic Hospital, Harrisburg and Physician's Diagnostic Center, York, PA
i

Use: ALL

;

;. ,

;

) Name: Henry K. Smith, D.O.
Training: Previously authorized on Materials License for Community General.

Osteopathic Hospital, Harrisburg and Physician's Diagnostic Center, York, PA,

4

| Use: ALL
i

NMc &cauc Pc H M H b. [p f_ g ,, _
<a N^k'^ b! Truhau pea.v,w;k} Av&&yA ,g.,,,,g, i

,,

%g by s nw ,Csry Lu?L /kvi ^ * ' *

vsc Acc

Attachment 7.1.I
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Central Pennsylvania Medical Imaging Institute, LLC
ltem 7

INDIVIDUALS RESPONSIBLE FOR RADI ATION SAFETY PROGRAMS -
THEIRTRAINING AND EXPERIENCE

ATTACHMENT 7.2

Authorized Users for Nonmedical Use

There are presently no authorized users for nonmedical use of byproduct materials.

,

,

Attachment 7.2

. .- - - ..
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Central Pennsylvania Medical Imaging Institute, LLC
Item 7 .

!

1

INDIVIDUALS RESPONSIBLE FOR RADI ATION SAFETY PROGRAMS - !
THEIR TRAINING AND EXPERIENCE j

ATTACHMENT 7.3

Radiation Safety Officer

Name: Henry K. Smith, D.O.
Tmining: See Attachment 7.1.1

l

|

1

l

Attachment 7.3
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Central Pennsylvania Medical Imaging Institute, LLC
Item 8

|
i

!

TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING |

RESTRICTED AREAS
'

,

.

,

i ,

; l

|

We will establish and implement the model tmining program that was published in Appendix A to |
)

Regulatory Guide 10.8, Revision 2, and have appended a table ATTACHMENT 8.1 that identifies i3

{ the groups of workers who will receive training and the method and fregency of training. !

.

| |

,

Attachment 8
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Central Pennsylvania Medical Imaging Institute, LLC
ltem 8

i

TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING
RESTRICTED AREAS

ATTACHMENT 8.1 |
'

1

Workers to Receive Training .

l

1

1
I

Personnel in the following categories will receive the indicated training based on their need to work
,

with, or in the vicinity of, radioactive materials. All appropriate employces will be oriented before |

beginning work in restricted areas. Records will be maintained of all personnel training. All I

employees specified below will be trained during annual refresher courses. 1

!

|
Type of Personnel Method of tmining Frequency

1

Nuclear Medicine Technologists Lectures / Discussions Yearly

Housekeeping Handouts Yearly

)

Attachment 8.1

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



O O-

.

Central Pennsylvania Medical Imaging Institute, LLC
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FACILITIES AND EQUIPMENT

! ATTACHMENT 9.1 -

1

Annotated Drawing

j-

I
; Floor Plan Attached

Shielding Available:
i
; A lead fort and L-block are present in the hot lab area for prepamtion and storage of
i radioactive materials.

i

| Syringe shields, leaded pigs, leaded waste containers, leaded sharp container,
remote tongs, etc. are available for use.

I' Equipment: (the following or comparable equipment will be availabic)
T

i Gamma Camem
i GE Starcam 2000

!Well
Model 220 Portable Rate Meter with model 187-243 Well Counter |

Survey Instr ments
Lud um Model 14C (0.01 - 2000 mR/hr) I availabic

Function as radiation detcetion and radiatiot. .ncasurement survey instruments

Dose Calibmtor
Capintec CRC-7 or comparable unit

|

1
i

Attachment 9.1

|
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FACILITIES AND EQUIPMENT

ATTACHMENT 9.1.1

Annotated Drawing )
i

The Nuclear Medicine facility is currently under construction. The attached diagrams describe our ,
,

l current understanding of how the department will be organized. The actual rooms will remain the |
- same, however, the layout of each room may vary, depending on equipment needs. We will

'

forward the final floorplan following completion of the depanment and arrival of the equipment.
:

.

)

|

| Address: Gadani Medical Center
30 E. Shady Lane

,

t Enola, PA 17025

i

!
I

i
.

Attachment 9.1.1
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Ctntral Ptnnsylvanis dical imiging Institute, LLC
,

Enola, PA
1

1

~

i Tentative Floorplan Gadani Medical Center

Ground Floor 30 E. Shady Lane
Enola, PA 1702S |'

(

|i

Current
: Conference Room Unoccupied Space

'

i

Hot Lab'

:

,

!-
Hallway

' Office Area |

Nuclear Medicine |

Scanning Room
Waiting Area j

|
1

4 i
l

$
/

/
/

Outside Walls
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! FACILITIES AND EQUIPMENT

i ATTACHMENT 9.2

l S' urvey Instrument Calibration

|
>

: All survey instruments will be calibmted on a yearly basis and following senicing by an outside
'

: contmetor. We will ensure that the contractor has established and implemented the model

j procedure for calibrating survey instruments that was published in Appendix B to Regulatory
: Guide 10.8, Revision 2.
. i
,

i

During the time period that survey instruments are off-site for calibmtion, back-up instrumentation
will be available or no work with radioactive materials will be performed.

i
4

A dedicated check source will be attached to cach survey instrument for daily spot-checks of the;

equipment. Baselines will be established at the time of calibmtion.,

Calibmtions will be performed by the following calibmtion company or a comparable licensed;

vendor:
.

RMC Calibration Senices
j 2107 N. Harrison Street

Wilmington,DE 19809.

| (302) 798-6850

NRC License #: 07-30114-01
Expires: 1/31/99

Attachment 9.2

._



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

3

.

! -

T

! Central Pennsylvania Medical Imaging Institute, LLC
Item 9:-

!
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! FACILITIES AND EQUIPMENT
J

J

j ATTACHMErff 9.3

Dose Calibmtor Calibration
1

!
t

:

We will establish and implement the model procedure for calibmting our dose calibmtor that was
! published in Appendix C to Regulatory Guide 10.8, Revision 2.
.

4

4

i
.

!
1

4

i
4
a

i
!
i
,

!

:
i
4

:
;
!

!

!

!

!

:

:

i,
,

;
J

!

i
i

4
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l
i FACILITIES AND EQUIPMENT
\
,

i
'

ATTACHMENT 9.4
i

q Personnel Monitoring Program

'. We will establish and implement the model personnel extemal ex;nsure monitoring program that
; was published in Appendix D to Regulatory Guide 10.8, Revision 2.

1

I
i
:

I

i-
i

;
,

; .

i
!

!

1-
.

4

4

1

$

,

:
n

.

i
I
.

F

i
i
.

i

:,
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FACILITIES AND EQUIPMENT
,

ATTACHMENT 9.5
1

Imaging Equipment |

l

1
.

This section is NA to our mdiation program

|.
1,

!

|1

>

1

|

<

s

Attachment 9.5
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FACILITIES AND EQUIPMENT
.

!
i

| ATTACHMENT 9.6
i

i Other Equipment and Facilities

!-
1

This section is NA to our mdiation program
,

a

f.

! |
d

|

I4

:
3

1
1

1

1
i
a

l

i
!

!
e

i
"

,

;
=!

?
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' RADIATION SAFETY PROGRAM
i

ATTACHMENT 10.1

]- Radiation Safety Committec/ Radiation Safety Officer
:
1

?

We will issue the model Radiation Safety Officer Delegation of authority that was published in
,

! Appendix F to Regulatory Guide 10.8, Revision 2.
;

As we are not a medical institution licensee, we will not establish a Radiation Safety Committee.
The Nuclear Medicine technologists work in close association with the Radiation Safety Officer i

and facility management. !

|

l

Attachment 10.1
|

1
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Item 10

RADIATION SAFETY PROGRAM

ATTACHMENT 10.2

ALARA Program -

i

We will establish and implement the model ALARA program that was published in Appendix G to I

Regulatory Guide 10.8, Revision 2.

|

Attachment 10.2

|
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i

RADIATION SAFETY PROGRAM

ATTACHMENT 103

Leak Test

We will establish and implement the model procedure for leak-testing scaled sources that was
published in Appendix H to Regulatory Guide 10.8, Revision 2.

i

Attachment 103
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i
i RADIATION SAFETY PROGRAM

5
i

ATTACHMENT 10.4;

1

! Safe Use of Radiopharmaceuticals

i
i

1

i
- We will establish and implement the model safety rules published in Appendix I to Regulatory
! Guide 10.8, Revision 2.
I
;

!

Attachment 10.4
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,

RADIATION SAFETY PROGRAM |'

;

i ATTACHMENT 10.5

Spill Procedures
4

:
1

e
1

1
We will establish and implement the model spill procedures published in Appendix J to Regulatory

,i

4

; Guide 10.8, Revision 2.
! |

|

,

i i

.

}

!

:

!

i
i
i

:
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RADIATION SAFI?rY PROGRAh!

ATTACHMENT 10.6

Ordering and Receiving Radioactive blaterials

We will establish and implement the model guidance for ordering and receiving
radioactive material that was published in Appendix K to Regulatory Guide 10.8,
Revision 2.

Radioactive materials received off-hours will be placed in the hot lab area and the '

area secured. The technologist will assume delivery of the package at the start of the
work day.

|

|

Attachment 10.6
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:

| RADIATION SAFirIY PROGRAh!

A'ITACllblINF 10.7
:

| Opening Packages Containing I.adioactive blaterials
i
t

, We will establish and implement the model procedure for opening packages that was |
published in Appendix L to Regulatory Guide 10.8, Revision 2.4

:
,

; In accordance with 10 CFR l'4rt 20.1906 all incoming packages will be monitored for !

external radioactive contamh.ation and radiation levels as soon as practicable after
j receipt of the package, but ao later than 3 hours after the package is received, if it is
i received during normal working hours, or not later than 3 hours from the

beginning of the next working day if it is received after working hours.:

!
;
i

!
;
4

|
: q

l
i

1

4

.

i

.
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i RADIATION SAFlilY PROGRAh!
!

NITACllhilNI' 10.8;

Unit Dosage Records of Ilyproduct blaterial Use

f
* '

jWe will establish and implement the model procedure for a unit dosage record system
4 that was published in Appendix bl.1 to Regulatory Guide 10.8, Revision 2. i

l:

t

4

i
;

a

i
!

,

+

i
!
,

1

:

!
:
!-

!

i

!

i

i

!
,.
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RADIATION SAFIHY PROGRAh!
,

! KITAClibilNI' 10.9
i
t

hiultidose Vial Records of Byproduct blaterial Use
,

.i-

| We will establish and implement the model procedure for a multidose vial record
! system that was published in Appendix bl.2 to Regulatory Guide 10.8, Revision 2.

.

I

i '

i
!
1

; ,

; l
, ;

1 1
'

I

Ii
.

;

)

;

;
,

i

!
!
e

i
,

1

,

Attachment 10.9



I

O o '

-

.

Central I- ,ylvania hiedical Imaging Institute, LIC
ltem 10

RADIATION SAFI?lY PROGRAbt

KITACitbilNI' 10.10 |

|

bicasuring and Recording biolybdenum Concentmtion

We do not use a technetium generator to prepare radiopharmaceuticals, as all
material is obtained from a distributor. For this reason, it is not necessary for us to
test for molybdenum concentrations

i

!

Attachment 10.10
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RADIATION sal:IIIY PROGRAh!>

KITACllbilNF 10.11

! Implant Source Use Records
,
,

!

j This section is NA to our radiation program.

|

l
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:

RADIATION SAFlilY PROGRAh!

} ATTAC| BLINI' 10.12
i

Area Survey Procedures
.

We will establish and implement the model procedure for area surveys that was
published in Appendix N to Regulatory Guide 10.8, Revision 2.

)

ji

i We have established the following trigger levels:
|

4 |

[ Survey I.evels:
.

i

; Unrestricted (hallways, scanning rooms, etc.): 0.5 mR/hr
'

Restricted (flot lab area) 5.0 mR/hr

|1

I Contamination Levels:
:

I Unrestricted (hallways, scanning rooms, etc.) 2000 dpm
i Restricted (flot 12b area) 20000 dpm
;

1

Attachment 10.12
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' RADIATION SAFlilY PROGRAM

NITACIIMINI' 10.13

Procedures for Monitoring, Calculating, and Controlling Air Concentrations

We will not'be using Xenon-133 at our facility.

!

1

I

|

l
4

'1
.

l
J
l

t

.
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i

KITACllhlINI' 10.14
!

$ Radiopharmaceutical'Iherapy
!

!~

This section is NA to our radiation program |

|

|
8

1

i.
i
!
t

I |

t

i..
!

;

(
:

i
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i
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I
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RADIATION SAFlilY PROGRAM 4

l

ATI'ACllMINT 10.15 j

'

Implant Therapy

!

This section is NA to our mdiation program
.

|

j'

|
i !

I
|

l
i
1

I

i

|
1

i
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l

I

i
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! RADIATION SAFEIY PROGRAM

|
ATTACilhllNI' 11.

i Waste Disposal

!
! We will establish and implement the general guidance and model procedures for
| waste disposal that were published in Appendix R to Regulatory Guide 10.8, Revision

,'

!.
i
1
.-
i
!

!

!
4
1

!

i-
!

-

t

|

!-

!
|
,

!
,

!

4

!
i
!
J

.

i
!
:

;

!

!
1

i
!

|
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