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ITEM 5: RADIOACTIVE MATERIAL

HEEEPypredutt Mutéral i Cbémlc;xifl’hysicﬂ.lform | M o A DO RE T
Any byproduct material Any Asneeded

permxtted by 10 CFR 35.100

ITEM 6: PURFOSE(S) FOR WHICH
LICENSED MATERIAL WILL BE USED

SO:CER N0 Medical Use 'of Unsealéd Byproduct Maferial for: Upiak"’DzI"uon-'"andecwuon"
i Stidies for Which 2 Wiitien Dirediiveas Not Keguin

10 CFR 35.200 {Medical Use of Unsealed Bypmduot Material for Imaging and Localmtxon Studies
' for Whtch 2 Wntten Dxrectlve is Not Reqmred
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Ajay Agarwala, M.D. 35,100, 35200

e 7 — Indivichial Responsitie for Radiation Natety

Ajay Agarwiia, Vi, is the Radiation Safety Officer and Authorized User for
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“this Beense. e was most reeently a5 Authorized user and RS0 om the folloseing Weenses

whichuaw attached.
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Institute For Better Breathing
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NEW YORK STATE DEPARTMENT OF HEALTH -
RADIOACTIVE MATERIALS LICENSE

Pursuant to the Public Health Law and Part 16 of the New York State Sanitary Code, and in
reliance on statements and representations heretofore made by the licensee designated below, a license
is hereby issued authorizing radioactive material(s) for the purpose(s), and at the place(s) designated
below. The license is subject to all applicable rules, regulations, and orders now or hereafter in effect
of all appropriate regulatory agencies and to any conditions specified below.

1.  Name ° | _ : 3.  License Number
Daniel E. Levy, M.D.,P.C. - : 5168
2. Address _ " 4. a.  Effective Date

788 Franklin Street January 26, 2005
Valley Stream, New York 11580 . ' : : :

_— . b.  Expiration Date
Attention: = Ajay Agarwala, M.D. ‘ :

Radiation Safety Officer . Jamuary 31,2015
5. Reference Number
DH No. 04-530
6. Radioactive Materials - 7.  Chemical and/or . 8. Maximum quantity
' (element & mass no.) - Physical Form ' licensee may possess
at one time
A.. Technetium 99m A, Any " A. 500 millicuries
' , ' (all forms combined)
B. Thallium 201 B. Thallous Chloride - B. 50 millicuries
C. Cobalt 57 C. Sealed Source C. 20 millicuriés
D. Cesium 137 ' D. Sealed Source D. 500 microcuries

Doc:BOIL\CARD | :
(52450) | REV. 1/03



" NEW YORK STATE DEPARTMENT OF HEALTH
RADIOACTIVE MATERIALS LICENSE -

10.

11.

12.

CONDITIONS
License No. 5168

Authorized use (unless otherwise specified, the authorized place of use is the licensee’s address -

- stated in Item 2, above).

A.and B.  Determination of cardiac function.

C. and D. Calibration of equipmeht.

A. Radioactive material listed in Item 6 shall only be used by:
Ajay Agarwala, M.D.

B.  Radioactive materials listed in Item 6 shall be used by Ajay Agarwala, M.D.,
as appropriate to fulfill the responsibilities of the Radiation Safety Officer.

Except as speéif;ically provided otherwise by this license, the licensee shall possess and use
licensed material described in Items 6, 7, and 8 of this license, in accordance with statements,
representations, and procedures contained in the documents (including any enclosures) listed
below:

A.  Application for New York State Department of Health Radioactive Materials
License dated November 23, 2004, signed by Daniel E. Levy, M.D.

B.  Leter dated January 5, 2005, signed by Daniel E. Levy, M.D.

The New York State Department of Health’s regulations shall govern the licensee’s statements
in applications cr letters unless the statements are more restrictive than the regulations.

A. '.Radioactive material shall be stored in a locked facility in the original shipping
: container, or a container providing equivalent radiation protection. Such a facility may
be a cabinet, a safe, or a room, providing the facility is locked at all times when no
activities: are in progress relating to the use of the radioactive material. This includes
periods of brief absence of personnel from a nuclear medicine department, laboratory,
_etc., where radioactive materials are used or stored.

B. Radibact:ive materials shall not be stored in the same facilities with maierials which
might substantially increase the ﬁre or explosion hazard of the storage space and its
radloactwe contents.



NEW YORK STATE DEPARTMENT OF HEALTH
RADIOACTIVE MATERIALS LICENSE

13.

14.

15.

16.

17.

CONDITIONS
: License No. 5168 -

A.  Transportation of licensed radioactive material shall be subject to all regulations of the
U.S. Department of Transportation and other agencies of the United States having -
jurisdiction insofar as such regulations relate to the packaging of radioactive material,
marking and labeling of the packages, loading and storage of packages, monitoring
requirements, accident reporting, and shipping papers. '

- B. ) Transportation of loiv level radioactive waste shall be in accordance with fhe

regulations of the New York State Department of Environmental Conservation as
contained in 6 NY! CRR Part 381.

The licensee shall have available an appropriate survey meter which shall be maintained
operational and shall be calibrated before initial use and at subsequent intervals not exceeding
twelve months by person(s) spemﬁcally authorized by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services. Records of all calibratlons shall
be kept a minimum of five years.

.. Leak tests of sealed sources shall be performed in accordance with Section 16.10 (aj(4),

New York State Sanitary Code (10 NYCRR 16). Off-site analysis of leak test samples shall be ;
performed by persons specifically authorized by the U.S. Nuclear Regulatory Commission or
an Agreement State to perform such services. On-site analysis of leak test samples shall bein

accordance with procadures approved by the Department.

The licensee is authoriiéd to hold radioactive material with a physical half-life of less than

65 days for decay-in-storage before disposal in ordinary trash, provided:
A.  Affected radioactive waste shall be held for decay a minimum of ten half-lives.
B. Prior to disposal as normal waste, radioactive waste shall be surveyed to determine that

its radicactivity cannot be distinguished from background All radiation labels will be
removed or obhterated _

The licensee stall not administer technetium-99m to patients if the technetium-99m contains

more than 0.15 microcurie of molybdenum-99 per millic_:urie of technetium-99m.



NEW YORK STATE DEPARTMENT OF HEALTH
RADIOACTIVE MATERIALS LICENSE

CONDITIONS )
License No. 5168

22. The licensée may receive, possess and use calibration and reference standards in accordance
. with section 16.123(e) of 10 NYCRR Part 16.

23.  Nuclear Medicine Technologists who meet the criteria of 10 NYCRR 16.123(a)(3)(i) may
perform parenteral injections of radioactive materials for diagnostic purposes under the .
supervision of a physician on the premises. Prior to allowing parenteral administration by a
nuclear medicine technologist, the Radiation Safety Officer shall insure that the technologist is
‘competent in the performance of parenteral administration. Records of this approval must be
retained as long as the Nuclear Medicine Technologlst is workmg under the hcense

" FOR THE NEW YORK STAiIfE DEPARTMENT OF HEALTH

Date: JAH 2 6 2005 | - By qm F\Qk,\x e

RD/AD:ks : ” Robert E. Dansereau, Chief
' ' Radioactive-Materials Section
Bureau of Environmental Radiation Protection
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Item 8

MODEL PROGRAM For Radiation Safety Training

Personnel will be instructed:
1. Before assuming dutles with, or in the vicinity of, radioactive materials.
During annual refresher training.
.3. Whenever there Is.a significant change.in duties, regulations, or the terms of the license.

N

Instruction for individuals in attendance ‘will include the foliowing subjects:
1. Applicable regulations and license conditions. ‘

Areas where radioactive material is used or stored.

Potential hazards associated with radioactive material in'each area where the employees
will work,

Appropriate radiation safety procedures.

Licensee's In-house work rules,

Each individual's obligation to report unsafe conditions to the Radiation Safety Officer.
Appropriate response to emergencies or unsafe conditions.

‘Worker's right o be informed of occupational radiation exposure and bioassay restilts.

Locations where the licensee has posted or made available notices, copies -of pertinent
regulations, and copies of pertinent licenses and license conditions (including applications
and applicable correspondence), as required by 10 CFR Part 19.

10 Question and answer period.

wn

©©Ne O

The following will be trained initially, and then annually:

Nuclear Medicine Techs
EKG Techs
Nurses



ITEM S

Radiation Monitoring Instruments

(A) Radiation Survey Instruments will be calibrated yearly by a qualified person to
perform such calibrations. ( We will send out our meter to our
radiopharrnaceutical vendor, who sends it to a calibration laboratory that meet
the requirements in 10 CFR 20.1501 and of 10 CFR 35.61.) ,

(B) Radiation Well Counter will be calibrated yearly by our consulting physicist, who
will follow nationally recognized standards or the Manufacturers
recommendations.

The Survey meter is a Ludlum 14 with a 44-9 GM Pancake Probe. This unit will be used
for Daily package surveys of incoming packages, daily area surveys, daily monitoring of
hands and feet, and for monitoring waste prior to disposal.

The Well Counter is a Capintec CRC 15 W with a Capintec Well. This unit will be used
for daily wiping of Incoming and outgoing radioactive packages, and for weekly area
wipe testing for contamination.

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.

Dose Calibrator

Equipment used to measure dosages will be calibrated in accordance with nationally
recognized standards or the manufactures instructions.

Gamma Camera

We will perform ali Quality Control and Calibrations that are in accordance with
nationally recognizzd standards and manufacturers recommendations.



) Attachment - .. q A
ce T Facilitics and Equipment

Hot Lab

. " The hot lab is the locatton where radwphannaccutncals are stored prepared and -
~ dispensed. Lead bricks or kead lined storage modules are-used to provide shielding where

- recessary, The hot lab has an “L” block present. Additional kead shielding is used around the

“L” block where necessary. Absorbent, plastic backed paper is used to line the counter tops
whcre radioactive material is used.

DOT shxppmg containers for the transportof . unit doses provide significant shielding.
Thcscwulbe used for storage ofpaucmdoscs untﬂthcxruscwﬁcssasmtableahcxmuvcemsts.

- Storage of Radwactnvc Material and Waste:

" Lead lined (1/8 inch ) disposal cans are present in the hot labams for the storage of
tacho- )

active waste. Lead lined (1/8 inch), or equivalent, storage modules are present for the
© . . storage of: rtd:oactxve material

Additional Safety Equipment:

_The following safety equipmeant is also present for use at the licensee's facility and at ¢
locations where radiopharmaceuticals are used.

syringe shields syringe carriers
- disposable protective gloves. absorbent pads
remote handling devices : lead equivaleat L-block
.- lead shields for vial storage lead bricks (as needed)

lead lined storage modules -~ labcoats



Ajay Agarwala, M.D.
906 Oak Tree Road
South Plainfielcl, NJ 07080
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L- Block w lead shielding
Lead Lined Storage

Lead Lined Waste Container(s) : A) Sharps B) 5 Gallon Non-sharps

Treadmill

Stress Table/ Chair/ Injection Area

Imaging Camera / Imaging Chair
Camera / Computer Control



Jtem 10

‘Qccupational Dose

We will provide dosimetry that meets the requirements listed under criteria in NUREG
1556, volume 9 “ Consolidated Guidance about Materials License: Program Specific
Guidance about Medicla Use Licensees.”

Area Surveys

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.

Safe Use of Unsealed Licensed Material

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

Spill Procedure

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 11

Waste Management

We have developed and will implement and maintain written waste disposal procedures
for licensed materia’ 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.



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

2./ / /L‘ =6 , and to inform you that the initial processing which
includes an administrative review has been performed.

Nl LChre grriiceton (oFo 377¢4)
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may |dent|fy additional
omissions or require additional information.

[:I 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, v/ho will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number /7 8 "f"f“g
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 5:12 (R) Sincerely,
(6-96) . Licensing Assistance Team Leader



(FOR LFMS USE)

: INFORMATION FROM LTS
BETWEEN: T mmmmmmeemmmmeeee -
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 r

1. APPLICATION ATTACHED
Applicant/Licensee: AGARWALA, AJAY, M.D.
Received Date: 20060217
Docket No: 3037144
Control No.: 138443
License No.: 29~ 3u3-of
Action Type: New Licensee

2. FEE ATTACHED
Amount :
Check No.: 2

/

3. COMMENTS

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

1.

2.

Signed s;%éfa—CZZ;/fZZ°42:;;""

Date %]/‘9’ ALY, S

Fee Category and Amount:

Correct Fee Paid. Application may be processed for:
Amendment

Renewal

License

OTHER

Signed

Date




