% KAISER PERMANENTE .

Mid-Atlantic Permanente Medical Group, P.C.
Kaiser Foundation Health Plan of the Mid-Atlantic States, Inc.
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U.S. Nuclear Regulatory Commission, Region I W
Materials Licensing .
Division of Nuclear Materials Safety ) zaol
Atlanta Federal Center
61 Forsyth Street, SW, Suite 23T85
Atlanta, GA 30303 @. 5.%07 30 - Ol)

RE: Application for New License

Dear Sirs:

Please find the enclosed application (two copies) for our radioactive materials license.
All provided 1nformat10n has been updated and includes modifications as per NUREG 1556,

Vol. 9.

Please contact me should you have any questions or need additional information. We
wish to have the process of the application review expedited in order to provide diagnostic
services to our patients. Your assistance with this request is much appreciated.

Sincerely,

Carol P.Cardinale, M.D.
Radiation Safety Officer
Enclosures |
Professional Services Building /_?é //3

1;‘00 Fore.st Glen Road, Suite 300 P“”AMR’\? 1 MATE R!ALS 0
ilver Spring, Maryland 20910 ﬁféa g"\j LA DEC
» ]

R
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NRC FORM 313 U. S. NUCLEAR REGULATORY COMMISSION

(3-1999)
10 CFR30,32,33
34, 35,34, 39 and 40

APPLICATION FOR MATERIAL LICENSE

APPROVED BY OMB; NO. 3150-0120 . ENPIRES: 101043172005

Inf, Ty

Estimated burdsn per resp to comph/with this daiory request.
7.4 hours, Submittal of the applicati y to di ine that the appik is qualified
and that adequate procedures exist to plabct the public health and satety. Send commants
rogardlna burden ntlrnlta to the Records Managsmant Branch (T-8 E6), U.S. Nuclear

y C Nashington, DC 20555-0001, or by internet e-mail to bis1@nrc.gov,

and ta tho Desk Officet, Oﬂk:e of Information and Regulatory AHalrs, NEOB-10202, {3150-0120),

‘] Office of Management and Budget, Washington, DC 20503, ¥ & maans used to impose an

infarmation collection does nat display a currently valid OME control number, NRc may not
conduct of sponsor, and 8 person s not 1equired te respond to, the inf

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.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH:

OIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS

U.S. NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20555-0001

. ALL DTHER PERSONS FILE APPLICATIONS AS FOLLOWS:
iF YOU ARE LOCATED IN:

CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND,

MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA,

RHODE ISLAND, OR VERMONT, SEND APPLICATIONS TO:

LICENSING ASSISTANT SECTION

NUCLEAR MATERIALS SAFETY BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION {
475 ALLENDALE ROAD

KING OF PRUSSIA, PA 19406-1415

ALABAMA, FLORIDA, GEDRGIA, KENTUCKY, MISSISSIPPI, NORTH CAROLINA, PUERTO
RICO, SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,

SEND APPLICATIONS TO:

SAM NUNN ATLANTA FEDERAL CENTER

U. S. NUCLEAR REGULATORY COMMISSION, REGION if
61 FORSYTH STREET, S.W., SUITE 23T85

ATLANTA, GEORGIA 30303-8931

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U,S. NUCLEAR R

IF YOU ARE LOCATED IN:

ILLINOIS, INDIANA, JOWA, MICKIGAN, MINNESOTA. #RISSOURI, OHIO, OR WISCONSIN,
SEND APPLICAYIONS TO:

MATERIALS LICENSING SECTION

U.S. NUCLEAR REGULATORY COMMISSION, REGION Il
801 WARRENVILLE RD.

LISLE, IL 60532-4351

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAN, IDAHO, KANSAS,
LOUISIANA, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH DAKOTA,
OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS, UTAH,
WASHINGTON, OR WYOMING, SEND APPLICATIONS TO:

NUCLEAR MATERIALS LICENSING SECTION

U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
611 RYAN PLAZA DRIVE, SUITE 400

ARLINGTON, TX 76011-5064 L 7 o ¢80
0% 36776

sreol

(§5-Fo 7 88-at)

EGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED

MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

1. THIS IS AN APPLICATION FOR (Check sppropriate fem}
A NEW LICENSE

|| B AMENDMENT TOLICENSE NUMBER
[ ] RrenewiL oF License NumBer

2. NAME AND MAILING ADDRESS OF APPLICANT (Include Zip code)
Kaiser Permanente
12011 Lee-Jackson Highway
Fairfax, VA 22033

3. ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

Kaiser Permanente

12011 Lee-Jackson Highway

Fairfax, VA 22033

4. NAME OF PERSON TO BE CONTACTED ABOUT THIS
APPLICATION

Alan W. Goldey

TELEPHONE NUMBER

(301) 345-6803

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION YO BE PROVIDED IS OESCRIBED IN THE LICENSE APPLICATION GUIDE.

s, RADIOACTIVE MATERIAL.

a. Element and mass numbar; b. chemical and/or physical form; and c. maiximum amount

which will be possessed at any one time.

6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR

TRAINING EXPERIENCE.

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

9. FACILTIES AND EQUIPMENT.

10. RADIATION SAFETY PROGRAM.

11, WASTE MANAGEMENT.

12 UICENSEE FEES (Se# 10 CFR 170 and Section 170.31) -
AMOUNT
FEecatEGORY /C | encrosen $2200.00

13. CERTYIFICATION. (Must b completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

UPON THE APPLICANT,

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION.ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPAREO IN
CONFORMITY WITH TITLE 10, COOE OF FEDERAL REGULATIONS, PARTS 20, 32, 33, 34, 35, 38, 38 AND 40, AND THAT ALL INFORMATION CONTAINED HEREIN IS TRUE AND
CORRECT TO THE BEST OF TREIR KNOWLEDGE AND BELIEF.

WARNING: 18 U.S.C. SECTION 1001 ACT DFJUNE 25, 1848 62 STAT. 748 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN TS JURISDICTION, |

CERTIFYING OFFICER ~ TYPED/PRINTED NAME AND TITLE

Carol P._Cardivak , MD

RS0

T s | W]y

FOR NRC USE ONLY
TYPE OFFEE - | FEELOG FEE CATEGORY | AMOUNTRECEIVED | GHECK NUMBER | COMMENTS
$
APPROVED BY DATE

/36 13



mailto:bjrl@nre.gov

Table C.2 outlines the detailed responses that may be made to Items 5 and 6 on Form 313 for
type of radioactive material requested and purposes for which it will be used. For example, if
the applicant is seeking a license for unsealed byproduct material under 10 CFR 35.100 or
35,200, then the applicant should check the “yes” column next to 10 CFR 35.100 and 35.200 in
Table C.2. The table then indicates appropriate responses for that type of use. An applicant may
copy the checklist and include it in the license application.

Table C.2 Items 5 and.6 on NRC Form 313: Radioactive Material And Use
(If using this checklist, check appllcable rows and fill in details, and attach copy of checklist to the

application.)

Form or Manufacturer/ Maximum
Yes Radionuclide I Model No. | Quantity Pur}:()se of Use l

Any byproduct material. | Any As needed Any uptake, dilution, and
X | permitted by 10 CFR , excretion study permitted
35.100 o by 10 CFR 35.100.
Any byproduct permitted | Any As needed Any imaging and
X |by 10 CFR 35.200 ' ' localization study
~ : permitted by
. 10 CFR 35.200.
Any byproduct material” | Any ___ millicuries Any radiopharmaceutical
permitted by 10 CFR . therapy procedure
35.300 A ‘ permitted by
g 10 CFR 35.300.
Iodine-131 Any ____ millicuries Administration of [-131
' sodium iodide.
Byproduct material | Sealed source or device | millicuries - . | Any brachytherapy
permitted by ‘ (Manufacturer procedure permitted by
10 CFR 35.400 , Model 10 CFR 35.400.
(Radionuclide ) | No. )
Byproduct material | Sealed source or device ____ millicuries Any brachytherapy
permitted by 1 (Manufacturer procedure permitted by .
10 CFR 35.400 ’ -, Model 10 CFR 35.400.
(Radionuclide _) | No. ) :
Byproduct material | Sealed source or device . | millicuries Any brachytherapy
permitted by (Manufacturer procedure permitted by
10 CFR 35.400 , Model 10 CFR 35.400. _
(Radionuclide } | No. ) |
Byproduct material © {Sealed source or device |___ millicuries Any brachytherapy
permitted by (Manufacturer ) procedure permitted by
10 CFR 35.400 . Model ~ |10 CFR 35.400.
(Radionuclide - ) | No. ) :
Strontium-90 Sealed source or device | millicuries | Treatment of superficial
(Manufacturer eye conditions using an
, Model applicator distributed
No. ) pursuant to 10 CFR 32.74
and permitted by
10 CFR 35.400.




Table C.3 is a checklist that may be used to identify the attached documents.that the applicant is
supplying for items for which a response is required. For example, an applicant may fill in the
name(s) of Radiation Safety Officer in Table C.3 and then check the boxes indicating which
documents pertaining to the RSO are being included in the license application. An applicant
may copy the checklist and include it in the license application.

Table C.3 ltems 7 through 11 on NRC Form 313: Training & Experience,
Facilities & Equipment, Radiation Protection Program, and Waste
Disposal : , '

(Check all applicablé rows and fill in details and attach a copy of the checklist to the application or

provide information separately.)

Check box
- to indicate
Item Number and Title Suggested Response material
‘ included in
application
TI'tsm 7: Radiation Satety Officer [Previous license number (if issued by NRC) ar a copy of the O
Name: license (if issued by an Agreement State) that authorized the uses
Carol P. Cardinale. M.D. |requested and on which the individual was specifically named as
: ’ " |the RSO.
OR
Copy of the certification(s) for the board(s) recognized by NRC a
and as applicable to the types of use for which he or she has RSO
responsibilities.
OR
Description of the training and experience specified in 10 CFR K
35.900(b).
OR
Description of the training and experience specified in 10 CFR K H
35.50(b) demonstrating that the proposed RSO is qualified by
training and experience as applicable to the types of use tor which
he or she has RSO responsibilities. -
' AND
Written certification, signed by a preceptor RSO, that the above K
training and experience has been satisfactorily completed and that
a level of radiation safety knowledge sufficient to function
independently as an RSO for a medical use licensee has been
achieved.
AND
[f applicable, description of recent related continuing education a
and experience as required by 10 CFR 35.59.




=

Item Number and Title '

Table C.3 (continued)

‘ﬂ

Suggested Response

Check box
to indicate
material

Item 7: Authorized Users Names
and Requested Uses for Each

Individual
Carol P. Cardinale,

M.D.

.

Previous license number (if issued by NRC) or a copy of the
license (if issued by an Agreement State) on which the physician
was specifically named as an AU for the uses requested.

OR
Copy of the certification(s) for the board(s) recognized by NRC
under 10 CFR Part 35, Subparts D, E, F, G, H, and as applicable
to the use requested.

_ OR
Description of the training and experience identified in 10 CFR
Part 35 Subpart J demonstrating that the proposed AU is qualified
by training and experience for the use requested.

OR

A description of the training and experience identified in 10 CFR
Part 35 Subparts D, E, F, G, and H demonstrating that the
proposed AU is qualified by training and experience for the use
requested;

AND A
Written certification, signed by a preceptor physician AU, that the
above training and experience has been satisfactorily completed
and that a Jevel of competency sufficient to function
independently as an AU for the medical uses authorized has been
achieved, ,

AND
If applicable, description of recent related continuiiig education
and experience as required by 10 CFR 35.59.

]

llitem 7: Authorized Nuclear
Pharmacists

Names: NA

Previous license number (if issued by NRC) or a copy of the
license (if issued by an Agreement State) on which the individual

was specitically named ANP.
OR v
Copy of the certitication(s) for the radiopharmacy board(s)
recognized by NRC under 10 CFR 35.55(a) or [0 CFR 35.980(a).
OR
Description of the training and experience demonstrating that the
proposed ANP is qualitied by training and experisnce.

AND

Written certitication, signed by a preceptor ANP, that the above
training and experience has been satisfactorily completed and that
a level of competency

+ sufficient to function independently as an ANP has been
achieved (10 CFR 35.55), or

«  sufficient to independently operate a nuclear pharmacy (10
CFR 35.980).

AND

If applicable, description of recent related continuing education

and experience as required by 10 CFR 35.59.




i

Item Number and Title -

Table C.3 (continued) -

Suggested Response

‘1 Check box

to indicate
material

included in

application

Ttem 7: Authorized Medical
Physicists

Names: _ NA

Previous license number (if issued by NRC) or a copy of the
license (if issued by an Agreement State) on which the individual
was specifically named as an AMP for the units requested.

' OR

‘| Copy of the certification(s) for the board(s) recognized by NRC in

10 CFR 35.51(a) or 10 CFR 35.961(a) or (b).
OR

Description of the training and experience demonstrating that the

proposed AMP is qualified by training and experience identified
in 10 CFR 35.961(c) for the units requested.
E OR

Description of the training and experience demonstrating that the
proposed AMP is qualified by training and experience identified
in 10 CFR 35.51(b) for the units requested.

AND

Written certification, signed by a preceptor AMP, that the above
training and experience has been satisfactorily completed and that
a level of competency sufficient to function independently as an
AMP has been achieved.

AND
[f applicable, description of recent related continuing education
and experience as required by 10 CFR 35.59.

Item 9: Facility Diagram

A diagram is enclosed that describes the facilities and identifies
activities conducted in all contiguous areas surrounding the
area(s) of use. The following information is included:

e Drawings should be to scale, and indicate the scale used.

»  Location, room numbers, and principal use of each room or
area where byproduct material is prepared, used or stored, as
provided above under the heading “Discussion™;

«  Location, room numbers, and principal use of each adjacent
room (e.g., office, file, toilet, closet, hallway), including areas
above, beside, and below therapy treatment rooms; indicate
whether the room is a restricted or unrestricted area as
detined in 10 CFR 20.1003; and

«  Provide shielding calculations and include information about
the type, thickness, and density of any necessary shielding to
enable independent verification of shielding calculations,
including a description of any portable shields used (e.g.,
shielding of proposed patient rooms used for implant therapy
including the dimensions of any portable shield, if one is
used; source storage safe, etc.).

In addition to the above, for teletherapy and GSR facilities,
applicants should provide the directions of primary beam usage
for teletherapy units and, in the case of an isocentric unit, the
plane of beam rotation. '

A

|




Item Number and Title

Table C.3 (continued)

Suggested Response -

Check box
to indicate
material
included in
application

h-
: Etem 9: Radiation Monitoring
Instruments

A statement that: “Radiation monitoring instruments will be
calibrated by a person qualified to perform survey meter
calibrations.”

AND/OR '
A statement that: “We have developed and will implement and
maintain written survey meter calibration procedures in
accordance with the requirements in 10 CFR 20.1501 and that
meet the requirements of 10 CFR 35.61.”

AND ‘

A description of the instrumentation (e.g., gamma counter, solid
state detector, portable or stationary count rate meter, portable or

stationary dose rate or exposure rate meter, single or multichannel

analyzer, liquid scintillation counter, proportional counter) that
will be used to perform required surveys.

‘ AND
A statement that: “We reserve the right to upgrade our survey
instruments as necessary as long as they are adequate to measure
the type and level of radiation for which they are used.”

Item 9: Dose Calibrator and
Other Dosage Measuring
Equipment

A statement that: “Equipment used to measure dosages will be
calibrated in accordance with nationally recognized standards or
the manufacturer’s instructions.”

Item 9:Therapy Unit -
Calibration and Use

We are providing the procedures required by 10 CFR 35.642,
10 CFR 35.643, and 10 CFR 35.645, if applicable to the license
application. :

Item 9: Other Equipment and
Facilities -

Attached is a description identified as Attachment 9.4, of
additional facilities and equipment.

For manual brachytherapy facilities. we are providing a
description of the emergency response equipment.

For teletherapy, GSR, and remote atterloader facilities, we are
providing a description of the following:

»  Warning systems and restricted area controls (e.g., locks,
signs, waming lights and alarms, interlock systems) for each
therapy treatment room;

*  Area radiation monitoring equipment;
«  Viewing and intercom systems (except tor LDR units);

«  Steps that will be taken to ensure that no two units can be
operated simultaneously, if other radiation-producing

equipment (e.g., linear accelerator, X-ray machine) are in the

- treatment room.

«  Methods to ensure that whenever the device is not in use or is

unattended, the console keys will be inaccessible to
unauthorized persons; and

*  Emergency response equipment.

Qa

aaaq

Q

Item 10. Safety Procedures and
l&nsrruc:tions

Attached procedures reqtﬁred by 10 CFR 35.610




Item Number and Title

Table C.3 (continued)

Suggested Response

|

Check box
to indicate
material
included in

application

Item 10: Occupational Dose

—

A statement that: “Either we will perform a prospective evaluation
demonstrating that unmonitored individuals are not likely to
receive, in one year, a radiation dose in excess of 10% of the
allowable limits in 10 CFR Part 20 or we will provide dosimetry
that meets the requirements listed under “Criteria” in NUREG-
1556, Vol. 9, “Consolidated Guidance About Materials Licenses:
Program-Specific Guidance About Medical Use Licensees,” dated
October 2002.”

OR
A description of an alternative method for demonstrating
compliance with the referenced regulations.

0

Item 10: Area Surveys

A statement that: “We have developed and will implement and
maintain written procedures for area surveys ib accordance with
10 CFR 20.1101 that meet the requirements of 10 CFR 20.1501
and 10 CFR 35.70.”

Item 10: Safe Use of Unsealed
Licensed Material

A statement that: “We have developed and will implement and
maintain procedures for safe use of unsealed byproduct material
that meet the requirements of 10 CFR 20.1101 and 10 CFR
20.1301.7

Item 10: Spill Procedures

A statement that: “We have developed and will implement and
maintain written procedures for safe response to spills of licensed
material in accordance with 10 CFR 20.1101.”

Item 10: Installation,
Maintenance, Adjustment,
Repair, and Inspection of
Therapy Devices Containing
Sealed Sources

Name of the proposed employee and types of activities requested:

AND
Description of the training and experience demonstrating that the
proposed employee is qualified by ’rrauun;;, and experience for the
use requested.

AND
Copy of the manufacturer’s training certification and an outline of
the training in procedures to be followed.

Item 10: Minimization of
Contamination

A response is not required under the following condition: the
NRC will consider that the above criteria have been met if the
information provided in applicant’s responses satisfy the criteria
in Sections 8.14, 8.15, 8.20, 8.24, 8.26, and 8.28, on the topics:
Facility and Equipment; Facility Diagram; Radiation Protection
Program; Safety Program; and Waste Management.

N/A

Item 11: Waste Management

A statement that: “We have developed and will implement and
maintain written waste disposal procedures for licensed material
in accordance with 10 CFR 20.1101, that also meet the
requirements of the applicable section of Subpart K to 10 CFR
Part 20 and 10 CFR 35.92."




Radioactive Material

Chemical/ Maximum
5.  Radioactive Material Physical Form Amount - 6. Purpose
5.a Material in 35.100 Any except-125 ~ Asneeded 6.a Medical use
and 1-131
5b Material in 35.200 Any except 1125  Asneeded 6b Medical use
- and [-131
6.a. Medical use of unsealed byproduct material for uptake, dilution, and excretion studies for
which a written directive is not required. :
6.b. Medical use of unsealed byproduct material for imaging and localization studies for which a
written directive is not required.
Kaiser Permanente Item 5 & 6

NRC 45-NEW-01 November 2004

p-1ofl



Individuals Responsible for Radiation Safety Program

7.1 User — Materials/Documentation

+7.1.1 Carol P. Cardinale, M.D.
Any material from Sections 35.100, and 35.200

Training and experience documentation for Dr. Cardinale is enclosed.

The radiation safety officer for the activities authorized by this license will Carol P. Cardinale,

M.D.
Kaiser Permanente Item 7
NRC 45-NEW-0 1 November 2004

p-lofl



Training for Individuals Working In or Frequenting Restricted Areas

8.1 Personnel Training

The personnel training will be given on an annual basis to all personnel who work with or in
the vicinity of radioactive materials. The training will be in the form of lectures or videotape
presentations and the duration of each session will depend on the extent of applicability to the
employees involved. The training program will be of sufficient scope to ensure that all
ancillary personnel, including technical, clerical, nursing, housekeeping, and security

ersonnel réceive proper instructions in items A and B below, and that radiation workers (i.e.,
technologists), receive instruction in all items below.

A.

N IO E g0 W

Areas where radioactive materials are used or stored.

Potential hazards associated with radioactive material.

Radiological safety procedures appropriate to their respective duties.
Pertinent NRC regulations.

Pertinent terms of the license including licensee's in-house work rules.
Their obligation to report unsafe conditions.

Appropriate response to emergencies or unsafe conditions.

Their right to be informed of their radiation exposure and bioassay results.

Locations where the licensee has posted or made available notices, copies of pertinent
licenses, and license conditions (including applications and applicable correspondence), as
required by NRC regulations. ‘

Personnel will be properly instructed as follows:

A.

B.

Before assuming duties with or in the vicinity of radioactive materials.

During annual refresher training.

C. Whenever there is a significant change in duties, regulations, or terms of the license.

Kaiser Permanente Item 8
NRC 45-NEW-01 November 2004

p.1of1l



Facilities and Equipment

9.1 See enclosed submitted floor plan for layout of the Nuclear Cardiology department depicting
details of the hot lab and scan room.

9.2 Equipment available:

a. Lead syringe shields

b. Lead syringe holders

c. Lead containers and pigs

d. Lead bricks

e. Lead L-block

f. Lead-lined waste containers
g. Plastic-backed absorbent pads
h. Rubber gloves

pte

Remote handling equipment (i.e., tongs)
j- Laboratory coats/smocks
k. Portable survey instrumentation (see Item 9.4)

9.3 Radiation monitoring instruments will be calibrated by a person qualified to perform survey
meter calibrations. We have developed and will implement and maintain written survey meter
calibration procedures in accordance with the requirements in 10 CFR 20.1501 and that meet
the requirements of 10 CFR 35.61.

Kaiser Permanente Item 9
NRC -45-NEW-0 1 November 2004
p-1of3



Facilities and Equipment (continued)

9.4 Instrument No. Range Use
Ludlum 14C GM meter
with 44-9 pancake probe 1 0.01 - 2000 mR/hr Monitoring
Ludlum 2200 Rate Meter
with 44-3 Nal Detector 1 0-999,999 cpm Measuring
Atom Lab Dose Calibrator
Model 100 (or equivalent) 1 0-20Gi Measuring

G.E. Millennium MyoSIGHT
Gamma Camera 1 ---- Imaging

95 We reserve the right to upgrade our survey instruments as necessary as long as the
instrumentation is adequate to measure the type and level of radiation for which they are used.

. 9.6  Equipment used to measure dosages will be calibrated in accordance with nationally
recognized standards or the manufacturer’s instructions.

Kaiser Permanente ' . Item9
NRC 45-NEW-01 November 2004
p-20of3
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10.1

10.2

10.3

104

Radiation Safety Program

Either we will perform a prospective evaluation demonstrating that unmonitored individuals
are not likely to receive, in one year, a radiation dose in excess of 10% of the allowable limits in
10 CFR Part 20 or we will provide dosimetry that meets the requirements under “Criteria” in
NUREG - 1556, Vol. 9, “Consolidated Guidance About Materials Licenses: Program-Specific
Guidance About Medical Use Licensees,” dated October 2002.

‘We have developed and will implement and maintain written procedures for area surveys in

accordance with 10 CFR 20.1101 that meet the requirements of 10 CFR 20.1501 and 10 CFR
35.70.

We have developed and will implement and maintain procedures for safe use of unsealed
byproduct material that meet the requirements of 10 CFR 20.1101 and 10 CFR 20.1301.

We have developed and will maintain written procedures for safe response to spills of licensed
material in accordance with 10 CFR 20.1101

Kaiser Permanente Item 10
NRC 45-NEW-0 1 November 2004

p-lof3



Waste Management

11.1 We have developed and will implement and maintain written waste disposal procedures for
licensed material in accordance with 10-CFR 20.1101, that also meet the requirements of the
applicable section of Subpart K to 10 CFR Part 20 and 10 CFR 35.92.

Kaiser Permanente Item 11
NRC 45-NEW-01 November 2004
p-1ofl



NRC FORM 313A
(10-2002)

U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE AND PRECEPTOR STATEMENT '

APPROVED BY OMB: NO. 3150-0120
EXPIRES: 10/31/2005

the applicable regulations.

PART | -- TRAINING AND EXPERIENCE

Note: Descriptions of training and experience must contain sufficient detail to match the training and experience criteria in

(e.g., 10 CFR 35.50)

.
.~

1. Name of Individual, Proposed Authorization (e.g., Radiation Safety Officer), and Applicable Training Requirements

Corol Coardinale, MD.

2. For Physicians, Podiatrists, Dentists, Pharmacists - State or Territory Where Licensed

New Yor, Dvwduwia, YY\RYY\.OUNA

3. CERTIFICATION

Specialty Board

Category

Month and Year
Certified

Stop here when using Board Certification to meet 10 CFR Part 35 training and experience requirements.

4. DIDACTIC OR CLASSROOM AND LABORATORY TRAINING (optional for Medical Physicists)

Description of Training

Location

Clock Hours

Dates of Training

Meatth Rodisiogeal Semmns

Radiation Physics and Instrumentation | 3 ddieret B Suit 00n I 00 hl’S L l 03
Foudamell D Aol
i
Radiation Protection 30nrs i l 03
1
Mathematics Pertaining to the Use ’ A0hrs i \-l 03
and Measurement of Radioactivity
il
Radiation Biology Q0hry H \ 03
. ¥
Chemistry of Byproduct Material for . \
Medical Use 30 \""-«’7 1103

OTHER

NRC FORM 313A (10-2002)
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NRC FORM 313A

U.S. NUCLEAR REGULATORY COMMISSION
(10-2002)

TRAINING AND EXPERIENCE AND PRECEPTOR STATEMENT (continued)

5a. WORK EXPERIENCE WITH RADIATION

Name of ~ Location and Dates and
. e .. . . Corresponding Clock Hours
Description of Experience Supervising Materials License of _
Individual(s) a Number Experience

5b. SUPERVISED CLINICAL CASE EXPERIENCE

N?. ofICases Name of Location ac\ind : Dates and
nvolving Corresponding Clock Hours
Radionuclide . Type of Use Personal S'tjz?r;l‘slnlg Materials License of
: Participation ndividua Number Experience

T2 , : | Colvmbun Rresyterian | 798 - 7/2001

Cwrhiac Imy.,.j J00 STeven Dergman, M | NY, Soohrs
- q & " bl
TQ.q i Coortling, LMo vy K00 _ ‘ XWohrs

g J "
aGm ) ) 4y

e Moga [ PYP 00 H 1oohwrs

PAGE 2



NRC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION
(10-2002) TRAINING AND EXPERIENCE AND PRECEPTOR STATEMENT (continued) '

6. FORMAL TRAINING (applies to Medical Physicisté and Therapy Physicians)
Name of Organization that

Name of Program and
Degree, Area of Study Location with : ( eAgppArzzf:dg]:ﬁz;og;zn’: cil
Resi dencorPro ram : Comzfsganlcsiing Dates for Graduate Medical Education)
y Frog License Number and the Applicable Regulation
(e.g., 10 CFR 35.490)

7. RADIATION SAFETY OFFICER —~ ONE-YEAR FULL-TIME WORK EXPERIENCE
D YES  Completed 1-year of full-tme radiation safety experience (in areas identified in item 5a) under supervison

N/A of the RSO forLicense No.

8. MEDICAL PHYSICIST -- ONE-YEAR FULL-TIME TRAINING/WORK EXPERIENCE

E] YES  Completed 1-year of full-time training in therapeutic radiological physics under the supervision of
N/A who meets requirements for Authorized Medical Physicists; and

U YES  Completed 1-year of full-time work experience (for areas identified in item 5a) for

E{N/A modality(ies) under the supervision of - whomeets
requirements of Authorized Medical Physicists for modality(ies).

9. SUPERVISING INDIVIDUAL -- IDENTIFICATION AND QUALIFICATIONS

The training and experience indicated above was obtained under the supervision of (if more than one supervising individual is
needed fo meet requirements in 10 CFR 35, provide the following information for each) :

A. Name of Supervisor B. Supervisor is:
C 31‘ = . . . -
) AV AN Q, T e rcus AN ,\) Authorized User B Authorized Medical Physicist
] Radiation Safety Officer [ ] Authorized Nuclear Pharmacist
C. Supervisor meets requirements of Part 35, Section(s) AL Lo 2 25 5 q 2L
for medical uses in Part 35, Section(s) 7 g;

D. Address‘ o i ‘ E. Materials License Number

G 30w [ep i st |

Newo Yo & | MY 75- 281 -0l

1COB

PAGE 3



(10-2002)

NRC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE AND PRECEPTOR STATEMENT (continued)

Note:

PART Il -- PRECEPTOR STATEMENT

This part must be completed by the individual's preceptor. If more than one preceptor is necessary to document
experience, obtain a separate preceptor statement from each. This part is not required to meet the training
requirements in 10 CFR 35.590.

item 10 must be completed for Nuciear Pharmacists meeting the requirements of 10 CFR Part 35, Subpart J.

Preceptors do not have to complete items 113, 11b, or the certifying statements for other individuals meeting the
requirements of 10 CFR Part 35, Subpart J.

E YES 10. The individual named in item 1has satisfactorially completed the training requirements in
N/A 10 CFR 35.980 and is competent to independently operate a nuclear pharmacy.

G YES 11a. The individual named in item 1 has satisfactorily completed the requirements in Part 35, Section(s)

N/A and Paragraph(s)

E YES  11b. The individual named in ltem 1. is competent to independently function as an authorized
N/A for uses (or units).

12. PRECEPTOR APPROVAL AND CERTIFICATION

| certify the approval of item 10 and certify | am an Authorized Nuclear Pharmacist;
or

| certify the approval of items 11a and 11b, and certify | am an Authorized Nuclear Pharmacist;

or

| certify the approval of items 11a and 11b, and | cerlify that | meet the requirements of

or equivalent Agreement State requirements to be a preceptor authorized

for the following uses (or units) of byproduct material:

A. Address

B. Materials License Number

35-2938-0]

M yd

C. NAME OF PRECEPTOR (print clearly)

__SX"&&Q_,\I\@~(\%€\’3‘V\:\AN1\) | %\O/ “/5{0%

phg \4




University Hospital and ' Continuum Heart Institute

Manhattan Campus for - Beth Israel Medical Center
the Albert Einstein College Milton and Carroll Petrie Division
of Medicine First Avenue at 16th Street

New York, NY 10003

Tel: 212 420 4681

Fax: 212 420 4222

E-mail: sbergmann@bethisraelny.org

Steven R. Bergmann, M.D., Ph.D.
Chief, Division of Cardiology

Professor of Medicine

Albert Einstein College of Medicine

January 15, 2004

U:S. Nuclear Regulatory Commission

Region 1

475 Allendale Road

ng ofPrussxa PA 194“6 o S S

Re: Carol Cardinale, M.D.

" Dear Sir or Madam:

This is to certify that Carol Cardinale, M.D. has been under my supervision and training
in performance of imaging and localizing techniques as related to the field of nuclear cardiology.
Dr. Cardinale was a Fellow in Clinical Cardiology: at.: the Colurnb1a Presbyterian Medical
Center/New York Presbyterian Hospital from: July 1998 to: JulyiQOOI and had 4 months of
dedicated nuclear cardiology training (>800 hours). Dr. Cardinale: used thallium and technetium
and performed more than five hundred thallium studies and upwards of two hundred technetium
studies. Dr. Cardinale also gained in-depth knowledge of gated pool studies and myocardlal
uptake and localization studies and their proper evaluation and interpretation.

Dr. Cardinale has had actual hands on experience in terms of properly handling the
isotopes with careful selection of patient’s with their clinical conditions, appropriate dose
calculation and administration of the radionuclide and thereafter scanning the patients using
Single Photon Emission Computerized Tomography (SPECT) and planar i 1mag1ng equipment.

I-also note that she has obtained 200 hours of didactic tralmng in nuclear cardiology
from the Health and Radiological Seminars Inc.

i inmy 31.dvmen1, Dr. Cardinale hos the ahpropriate- knowledce and experle rce to perform
these studles independently. Ihave no hesna’uon whatsoever in recommendmg her to be licensed

in the use of these isotopes.
If you have any questions or need additional information, please feel free to contact me at

(212) 420 4681.

Sincerely,

StevenR Bergm MD Ph D~-,-
©..; 1.:Chiefy Division of* Cardlology SIS SR
NYC Licenses: #75-2878:01 ORI SRS

i #91-3154-01 -

Continuum Health Partners, Inc.

I.on_'xj |§I5fid

st Like's
Hospltal :

" Roosevelt: NV Eye & Ear

. Hospital -

Inf'rmary

Bethisrael

Coll'lege Hospital
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iological Seminars, Inc.

Hereby certifies that g

Carol Cardinale,a M.D.

has isuccessfully completed the 200 Hour Physician Training
Program in Basic Radioisotope Handling conducted
in accordance with the requirements of the
: U.S. Nuclear Regulatory Commission (10 CFR 35).

COURSE OUTLINE -

, ~ * Radiation Physics and Instrumentation - 100 hours
Mathematics: pertaining to the use and measurement of radioactivity - 20 hours
Radiopharmaceutical Chemistry - 30 hours
Radiation Biology - 20 hours

Radiation Protection - 30 hou

\%mpﬂa{w fe et @} @m/& , é/g(%,f/ ;

Shannon R. Saville David J. Goodenough, Ph{p.
Course Coordinator - A Scientific Advisor

AN
)

5 e OO I pren2)) 0 A S Y, - (D S TN iy SO NI At
AN > _bf;n“ I‘L 4 2 N2 AR Wi & NS iin 22 Wi %
) 7 c’m%@}?f NI Gy A A 17} AR AR
SR T T T oA o) A RN RN "i} R fz}\v\
S NS v

(H})




This is to acknowledge the receipt of your letter/application dated

/ DZA“C’F{ , and to inform you that the initial processing which
includes an administrative review has been performed.

MGy LiCease ArflienTon (0TFcl677% )
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number /?6[,37 .
When calling to inquire aboutthis action, please refer to this contro! number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader




(FOR LFMS USE)
INFORMATION FROM LTS

BETWEEN : U

License Fee Management Branch, ARM :  Program Code: 02201
and ¢+  Status Code: 3
Regional Licensing Sections : Fee Category:

Exp. Date: 0
Fee Comments:

Decom Fin Assur Reqd: _

LICENSE FEE TRANSMITTAL

A.

REGION o

APPLICATION ATTACHED
Applicant/Licensee: KAISER PERMANENTE

Received Date: 20041213

Docket No: 3036776
Control No.: 136113

License No.: £5- 30980~
Action Type: New Licensee

FEE ATTACHED);/:

Amount ; 2, too.co
Check No.: 206

COMMENTS

Signed %r Q’M;"’

Date

LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered /__/)

Fee Category and Amount:

Correct Fee Paid. Application may be processed for:
Amendment

Renewal

License

OTHER

Signed

Date




