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MATERIALS LICENSE
Pursuant to the Atomic Energy Act of 1954, as amended. the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10. Code of
Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations heretofore made
by the hicensee. a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear
material designated betow, 1o 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
specified in Section 183 of the Atomic Energy Act of 1954, as amended. and is subject to all applicablg rules, regulations, and orders of the
Nuclear Regulatory Commission now or hereafier in effect and to any conditions specified below omcu"l ascono co"
Licensee
! Medco Health Corporation | 3 License Number 29-30319-01
- ?
2 22] Sixtieth Street e e T L
West New York, New Jersey 07093 | 4. Expiration Date September 30, 2001
e Sy o = S S-S S
| 5. Docket or

1 N . | Referenceno 930-34181 B o

6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee
Special Nuclear Matenal Form May Possess at Any One Time
Under This License
A. Any byproduct material A. Any radiopharmaceutical A. As needed
identified in 10 CFR identified in 10 CFR
35.200 35.200 except generators
and gas

9. Authorized use ‘ ' .
A

. Any imaging and localization procedure approved in 10 CFR 35.200.

~ CONDITTONS -

10.  Licensed material may be used only at the licensee’s facilities located at 532
Sylvan Avenue, Englewood Cliffs, New Jersey.

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

A

until: (1) the licensee has constructed the facilities and obtained the
equipment described in the application and supporting documentation; and (2) the
U.S. Nuclear Reguiatory Commission, Region I, ATTN: Chief, Nuclear Materials
Safety Branch, 475 Allendale Road, King of Prussia, Pennsylvania 19406 has been
notified in writing that activities authorized by the license will be initiated.

B. In accordance with the requirements set forth in 10 CFR 30.36(b), 40.42(b), and
70.38(b), the Ticensee shall promptly notify the Nuclear Regulatory Commission,
in writing, of a decision not to complete the facility, acquire equipment, or
possess and use authorized material.

12.  The Radiation Safety Officer for this license is Asim G. Dikengil, M.D.

13.  Licensed material listed in Item 6 above is only authorized for use by, or under the
supervision of, the following individuals for the materials and uses indicated:

Authorized Users Material and Use

Asim G. Dikengil, M.D. 35.200 f}". 10
b
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In addition to the possession limits in Item 8, the licensee shall further restrict
the possession of licensed material to quantities below the minimum 1imit specified
in 10 CFR 30.35(d), 40.36(b), and 70.25(d) for establishing financial assurance for
decommissioning

The licensee is authorized to transport licensed material in accordance with the
provisions of 10 CFR Part 71, "Packaging and Transportation of Radioactive
Material

LWL WL 9L S 9L

Except as specifically provided otherwise in this license, the licensee shall
conduct its program in accordance with the statements, representations. and
procedures contained in the documents, including any enclosures, listed below,
except for minor changes in the medical use rad:ation safety procedures as provided
in 10 CFR 35.31 The U.S. Nuclear Regulatory Cemmission’s regulations shall govern
unless the statements, representations, aud procedures in the licensee’s application
and correspondence are more restrictive cnan the regulations.
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A. Application dated June 17, 1996
1
4

B. Letter received September 18, 1996
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For the U.S. Nuclear Regulatory Commission
Qriginal Signeg By.
Michello Beardsley
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By
Division of NucTear Materials Safety
Region |
King of Prussia, Pennsylvania 19406
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License No.
Docket No.
Control No

Fahim Sahraie

President

Medco Health Corporation
221 Sixtieth Street

West New York, NJ 07093

Dear Mr. Sahraie:

Please review the enclosed document carefully and be sure that you understand
all conditions. 1If there are any errors or questions, please notify the U.S.
Nuclear Regulatory Commission, Region I Office, Licensing Assistance Team,
(610) 337-5093 or 5239, so that we can provide appropriate corrections and
answers

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 proegram involving byproduct materials in accordance with the
conditions ef your NRC license, representations made in your license
application, and NRC requlations. In particular, note that you must:

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

Not possess and use materials authorized in Items 6, 7, and 8, on the
1

license until:
you have constructed the facilities and obtained the equipment
described in the license application and supporting documentation;
and

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
authorized by the license will be initiated.

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

the date that you permit any individual to work as 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;
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F. Sahraie
Medco Health Corporation -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).

In accordance with 10 CFR 30.36(b) and/or Ticense condition, notify NRC,
promptly, in writing, and request termination of the license:

a. when you decide to terminate all activities involving materials
authorized under the iicense; or

b. if you decide not to complete the facility, acquire equipment, or
possess and use authorized material.

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

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

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

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.
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Medco Health Corporation -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
program in accordance with NRC regulations, license conditions, and
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
specified in the "Genaral Statement of Policy and Procedure for NRC
Enforcement Actions," (Enforcement Policy), NUREG 1600.

Since serious consequences to employees and the public can vc-ult from failure
to comply with NRC requirements, prompt and vigorous enforcement actions will
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.

Sincerely,

Original Signea By:
. Michells Beardsley

Michelle R. Beardsley
Division of Nuclear Materials Safety

License No. 29-30319-01
Docket No. 030-34181]
Control No. 123350

Enclosures:
1. License No. 29-30319-01
2. 10 CFR Partz 2, 19, 20, 30, 31, 35, and 170

DOCUMENT NAME: R:\WPS\MLTR\12930319.01

To racelve 8 copy of this document, indicate in the box: "C" « Copy w/o attach/encl "E" = Copy w/ attach/encl "N" = No copy

OFFICE |DNMS/RI ./ ] NJONMS/RI
(| NAME Beardsley ;7 N
DATE 09/24/96 09/ /96 09/ /96 09/ /96
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MEDCO HEALTH CORPORATION

221 60th Street Mns /8
West New York, NJ 07093
Tel: (800)-21IMEDCO Fax: (201)854-4884 T4

Ms Michelle Beardsley

US Nuclear Regulatory Commission Region |
475 Allendale Road

King of Prussia, PA 19405-1415

Re.  Docket No 030-34181
Control No 123350

Dear Ms Beardsley

This is in answer to your letter of July 1st
I Our facility in Englewood Cliffs is still under construction

2 We have applied to the Radiation Protection Program of the New Jersey DEP for a materials
license that will cover accelerator produced and naturally occurring radioactive materials.

3. We will maintain records of worker training which will include date and duration of training,
topics covered, names of instructor and trainees

4 Our Survey Meters will be calibrated by RMC Calibration Services, Wilmington, Delaware,
NRC License No 07-30114-01

5 For unrestricted areas, our trigger levels are 0 5 mr/hr for area surveys and 2,000 dpm per 100
square centimeter for removal contamination ( wipe tests)

& Our survey instruments are

(a) a detection survey meter Ludlum, model 3, calibrated for 0 1-100 mR/hr with a pancake probe
44-9

(b) a measurement survey meter Ludlum, model 3, calibrated 1-1000 mR/hr with an energy
compensated probe, mode! 44 38

President/CEQ
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SEP 12 1996

Fahim Sahraie

President

Medco Health Corporation
221 60th Street

West New York, NJ 07093

SUBJECT: APPLICATION FOR MATERIAL LICENSE DATED June 17, 1996, AND OUR
REQUEST FOR INFORMATION DATED July 1, 1996

Dear Mr. Sahraie:

This concerns the subject application for a material license and our
letter in which we notified you that the application was deficient and
that certain additional information was required.

You are hereby notified that unless within thirty (30) days from the date
of this notice we receive the additional information requested, we will
consider that you have abandoned your application. This action is without
prejudice to the resubmission o an application.

Sincerely,

Original Signed By:
Michella f-fm..{

Michelle R. Beardsley
Division of Nuclear Materials Safety

Docket No. 030-34181
Coutrol No. 123350

Enclosure:
Letter dated July 1, 1996

DOCUMENT NAME: R:\WPS\MISC\3034181

To receive s copy of this document, indicate in the box: “C" = Copy w/o attach/encl "E" = Copy w/ attach/encl "N" = No copy
OFFICE |DNMS/RI [N |DNMS/RI
NAME [Beardsley {a)

HDATE 09/12/96 09/ /96 09/ /96 09/ /96
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Docket No. 030-34181
Control No. 123350

Mr. Fahim Sahraie
President

Medco Health Corporation
221 60th Street

West New York, NJ 07093

Dear Mr. Sahraie:

This is in reference to your application dated June 17, 1996 for a byproduct
materials license. In order to continue our review, we need the following
additional information:

1.

Please indicate Lhe status of the proposed facility (i.e. pre/under
construction), if in existence, please indicate its current use.

T1-201 and Co-57 (produced in a cyciotron) are not byproduct materials as
defined in 10 CFR 30.4 and are not subject to licensing by the NRC.
Therefore, you may procure and use them without an NRC material license.
However, you should contact your State regulatory authorities to
determine the State licensing or registration requirements for use of
this radionuclide.

Your application states that you will establish and implement the model
training program that was published in Appendix A to Regulatory Guide
10.8, Revision 2. Please confirm that you will maintain records of
worker training which include the date and duration of training, the
topics covered, the name(s) of the individual(s) providing training and
the names of attendees.

Your application states that you follow Appendix B procedures for survey
meter calibration. Please indicate who will perform this procedure if
done in-house, otherwise provide the name and NRC or Agreement State
license number of at least one instrument calibration service that you
may utilize.

10 CFR 35.70 (d) and (g) require licensees to establish radiation dose
rate and removable contamination trigger levels. Please specify your
dose rate trigger level in milliroentgen per hour (mR/hr) and your
removable contamination trigger level in disintegrations per minute per
100 square centimeters (dpm/100 cm’) for unrestricted areas (your
triggers for restricted areas are noted on your diagram).

A licensee authorized to use radioactive material for imaging and
localization is required by 10 CFR 35.220 (encloseda) to have a portable

OFFICIAL RECORD COPY
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Medco Health Corp. -2~

radiation detection survey instrument capable of detecting dose rates
over the range of 0.1 miliirem per hour to 100 millirem per hour, and a
portable radiation measurement survey instrument capable of measuring
dose rates over the range 1 millirem per hour to 1000 millirem per hour.
Please provide the manufacturers and model numbers of the instruments you
will use to meet these requirements for a measurement survey instrument
and a detection survey instrument.

You are requesting authorization for materials identified in 10 CFR
35.200 that include the use of sodium iodide iodine- 125 and iodine-131
in quantities exceeding 30 uCi. 10 CFR 35.32(a) states, 3 part, that a
licensee must establish and maintain a written Quality M: i gement (QM)
program for all 10 CFR Part 35 uses applicable to their ,»r(3ram. Please
submit a QM program as required by 10 CFR 35.32(a). In lieu of
submitting a QM program, if your use of 10 CFR 35.200 materials will not
include sodium iodide iodine-125 or iodine-131 in quantities exceeding 30
microcuries (uCi), you may submit a "negative declaration" confirming
this use is not a part of your licensed material program. Confirm in
your "negative declaration" that you will submit a QM program prior to
initiating future use of sodium iodide iodine-125 or iodine-131 in
quantities exceeding 30 uCi. Please submit your QM program or "negative
declaration” in a separate correspondence from your response to other
items in this letter.

We will continue our review upon receipt of this information. Please reply in
duplicate to my attention at the Region I Office and refer to Mail Control

No. 123350. 1If you have any technical questions regarding this deficiency
letter, please call me at (610) 337-6942.

In order to continue prompt review of your application, we request that you
submit your response to this letter within 30 calendar days from the date of
this Tetter.

Sincerely,

Original Signed By:
Michelle Beardsiey ,

Michelle R. Beardsley
Division of Nuclear Materials Safety

Docket No. 030-34181
Control No. 123350

BOCUMENFeNAME: R:\WPS\DLTR\D3034181

0 re ¥ c n the box: "C" = Copy w/o attach/encl "E" = Copy w/ attach/enci "N" = No copy

OFReQE1a fRide 10.8, S/RI
NAME Beardsley . /L,
DATE 06/29/96 '~ 06/ /96 06/ /96 06/ /96
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lMO’V!D BY OME NO 231500120

u. SQLEAR REGULATORY COMMISSION

NRC FORM 313
883 EXPIRES 6.30-96
10 CFR 30 32 43 ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS

INFORMATION COLLECTION REQUEST 9 MOURS SUBMITTAL OF THE
APPLICATION 1S NECESSARY TO DETERMINE THAT THE APPLICANT IS
QUALIFIED AND THAT ADEQUATE PROCEDURES EXIST TO PROTECT
THE PUBLIC HEALTH AND SAFETY FORWARD COMMENTS
REGARDING BURDEN ESTIMATE TO THE INFORMATION AND RECORDS
MANAGEMENT BRANCH (MNBB 7714) US NUCLEAR REGULATORY
COMMISSION, WASHINGTON OC  20855.0001 AND TO THE
PAPERWORK REDUCT'ON PROJECT (31500120). OFFICE OF
MANAGEMENT AND BUDGET WASHINGTON DC 20803

34 35 36 26 and 40

APPLICATION FOR MATERIAL LICENSE

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION
SEND TWQ COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW
- 3413l

IF YOU ARE LOCATED IN Cﬁ‘ -
INNF&OYA MﬂlOURI OHIO, OR WISCONSIN,

B0 / q
WATERIALS LICENSING SECTION
US NUCLEAR REGULATORY COMMISSION, REGION Il

799 ROOSEVELT ROAD (f 2 Q("[

GLEN ELLYN IL 80137.8927
ARKANSAS, COLORADO IDAHO, KANSAS, LOUISIANA, MONTANA NEBRASKA NEW
MEXICO, NORTH DAKOTA, OKLAHOMA, SOUTH DAKOTA, TEXAS, UTAH OR WYOMING
SEND APPLICATIONS TO

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH

DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS
U S NUCLEAR REGULATCRY COMMISSION

WASHINGTON DC 206550001

ILLINOIS INDIANA, IOWA MICNIGAN,
SEND APPLICATIONS TO

ALL OTHER 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 194061415

ALABAMA, FLORIDA GEORGIA KENTUCKY, MISSISSIPPI, NORTH CAROLINA, PUERTO
RICO SOUTH CAROLINA TENNESSEE. VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,
SEND APPLICATIONS TO

NUCLEAR MATERIALS LICENSING SECTION

US NUCLEAR REGULATORY COMMISSION, REGION I
101 MARIETTA STREET NW, SUITE 2000

ATLANTA CA 303230108

NUCLEAR MATERIALS LICENSING SECTION

US NUCLEAR REGULATORY COMMISSION REGION IV
611 RYAN PLAZA DRIVE. SUITE 400

ARLINGTON TX 78011.8064

ALASKA, ARIZONA, CALIFORNIA MAWAIL NEVADA OREGON, WASHINGTON, AND U S
TERRITORIES AND POSSESSIONS IN THE PACIFIC, SEND APPLICATIONS YO

RADIOACTIVE MATERIALS SAFETY BRANCH

U S NUCLEAR REGULATORY COMMISSION, REGION V
1450 MARIA LANE

WALNUT CREEK, CA 54506368

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TC THE US NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U $ NUCLEAR REGULATORY COMMISSION JURISDICTIONS

2 NAME AND MAILING ADDRESS OF APPLICANT (inciude Zip code)

Medco Health Corporation
221, 60th Street
West New York, New Jersey 07093

1 THIS IS AN APPLICATICN FOR (Check aporopnate iterm)
A NEW LICENSE
B AMENDMENT TO LICENSE NUMBER
C  RENEWAL OF LICENSE NUMBER _

3 ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 4 NAME OF PERSON TO BE CONTACTED ABOUT THIS
APHLICATION
532 Sylvan Avenue Dr. Aharon Ben-Haim
Englewood Cliffs, New Jersey 07632 TELEPHONE NUMBER
(201)783-3638

SUBMIT ITEMS 5 THROUGH 11 ON 8.972 X 11" PAPER THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE

5 | RADICACTIVE MATERIAL
& Emment and mass number b chernical and/or physical form and ¢ manomum amount )
which will be possessed at any one ime

PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED

T | INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR

YRAINING EXPERIENCE 8 | TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

9 | FACILMES AND EQUIPMENT 10 | RADIATION SAFETY PROGRAM

12 | LICENSEE FEES (See 10 CFR 170 and Secton 170 31)

11 | WASTE MANAGEMENT AMOUNT
FEE CATEGORY ]moaeo $

13 | CERTWICATION (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRE SENTATIONS 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 PREPARED IN
CONFORMITY WITH TTLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33 34, 35 36. 30 AND 40, AND THAT ALL INFORMATION CONTAINED HEREIN IS TRUE AND
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF

WARNING 18U S C SECTION 1001 ACT OF JUNE 25 1648 82 STAT 746 MAKES [T A CRIMINAL OFF!
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN TS JURIS

TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO

CERTIFYING OFFICER - TYPEDPRINTED NAME AND TITLE

Mr. Fahim Sahraie, President

S T IR Pt
FOR NRC
TYPE OF FEE | FEE LOG FGE CATEGORY | AMOUNT RECEIVED | GHECK
$
ABORGVED BY DATE

NRC FORM 313 (€6-93)
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MEDCO HEALTH CORPORATION
221 60th Street

West New York, New Jersey 07093
(800)21 6-3326

U.S. Nudlear Regulatory Commission Region 1
Nuclear Materials Safety Branch

Division of Radiation Safety

475 Allendale Road

King of Prussia, PA 194061415

June 17, 1996
Dear Sirs:

Please receive our application for a Nuclear Mate.:als License in duplicate for our
Nuclear Medicine facility at 532 Sylvan Avenue, Englew~od Cliffs, NJ 07632. We
also include $1,100.00 in compliance with 10CFR Part 170.

Sincerely yours,

for Ka (m Sahra,le Pre. 1dent .
@ o Ao

Aharon Ber'i Haim, P, 1ysmst

JN 20 BB



Authorization is requested to utilize the following materials:

Byproduct Material Amount Purpose
S.a Material in 10 CFR 35.200 As needed 6.a Medical use
5b  T1-201 (not a byproduct) As needed 6.b  Medical use
5.¢c  Co-57 sealed sources 20 mCi 6.c Camera flood source
Dose calibrator QA

Asim G. Dikengil, M.D. is the authorized user and the Radiation Safety Officer. Dr.
Dikengil was previously an authorized user on NRC License 29-28077-01: Essex Medical
Imaging, 772 Northfield Avenue, West Orange, NJ 07052.

We will establish and implement the model training program published in Appendix A of
Regulatory Guide 10.8, Revision 2.

8.1 List of Trairees
Staff Training Technical Training
List to be established  List to be established
8.2 Other Training Programs
NA



9.1 Annotated Drawing

See appended drawing ATT 9.1
9.2 Survey lnstrument Calibration

We will establish and implement the model procedure for calibrating survey instruments
that was published in Appendix B to Regulatory Guide 10.8, Revision 2.

9.3 Dose Calibrator Calibration

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

9.4 Personnel Monitor Program

We will establish and implement the model personnel external exposure monitoring
program published in Appendix D to Regulatory Guide 10.8, Revision 2.

9.5 Imaging Equipment

NA

9.6 Other Equipment and Facilities
NA



Item 10 - Radiation Safety Program
10.1 Radiation Safety Officer

We will use the Model Delegation of Authority that was published in Appendix F
to Regulatory Guide 10.8, Revision 2.

10.2 ALARA Program

We will establish and implement the model ALARA program that was published
in Appendix G to Regulatory Guide 10.8, Revision 2.

10.3 Leak test

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

10.4 Safe Use of Radiopharmaceuticals

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

10.5 Spill Procedures

We will establish and implement the model spill procedures published in Appendix
J to Regulatory Guide 10.8, Revision 2.

10.6 Ordering and Receiving

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

10.7 Opening Packages

We will establish and implement the model procedure for opening packages, that
was published in Appendix L to Regulatory Guide 10.8, Revision 2.

10.8 Unat Dosage Records

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

10.9 Multadose Vial Records

We will establish and implement the model procedure for a multidose vial record



system that was published in Appendix M.2 to Regulatory Guide 10.8, Revision 2.
10.10 Molybdenum Concentration Records
NA

10.11 Implant Source Use Records
NA

10.12 Area Survey Procedures

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

10.13 Air Concentration Controls

NA
10.14 Radiopharmaceutical Therapy

NA

10.15 lmplant Therapy
NA

10.16 Other Safety Procedures
NA

Item 11 - Waste Management
11.1 Waste Disposal

We will establish and implement the modei procedure for waste disposal that was
published in Appendix R to Regulatory Guide 10.8, Revision 2.

11.2 Other Waste Disposal
NA



'PPENDIX A . B.1/1
Mode! Training Program
(See §§ 19.12 and 35.21)

The following guidance may be used toc develop a training program. . If.
you use the freguency and subject listings to develop your training program,
you may say on your application, "We will estabiish and implement the model
training program that was published in Appendix A to Regulatory Guide 10.8,
Revision 2, and have appended a table ATT B.1 that identifies the groups of
workers who will receive training and the method and frequency of training."

You may use lectures, video-taped presentations, or demonstrations, for example,
as methods of training. '

1f you prefer, you may develop your own training program for review.
If you do so, you should consider for inclusion all the features in the model
program and carefully review the requirements of § 19.12. Say on your applica-
tion, "We have developed a training program for your review that is appended
as ATT B.1." Be sure to include the table that identifies groups of workers,
the method of their training, and the frequency of training.

It may not be assumed that safety instruction has been adequately covered
by prior occupational training, board certification, etc. Site-specific
training should be provided for all workers. Ancillary personnel (e.g., nursing,
clerical, housekeeping, security) whose duties may require them to work in the
vicinity of radicactive material (whether escorted or not) need to be informed
about radiation hazards and appropriate precautions. A1l training should be

tailored to meet the needs of the individuals in attendance. A training program
that provides necessary instruction should be written and implemented.

MODEL PROGRAM

Personnel will be instructed:

1. Before assuming duties with, or in the vicinity of, radicactive materials.
2. Dgring annual refresher training.

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

Instruction for individuals in attendance will include the following subjects:
1.  Applicable regulations and license conditions.
2. Areas where radioactive material is vsed or stored.

3.  Potential hazards associated with radioactive material in each area where
the employees will work.

4. Appropriate radiation safety procedures.

5. Licensee's in-house work rules.

A-1



10.

Each individual's obligation to report unsafe conditions to the Radiation
Safety Officer. B.1/2

Appropriate response to emergencies or unsafe conditions.

wWorker's right to be informed of cccupational radiation exposure and
bioassay results.

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.

Question and answer period.

A-2
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APPENDIX 8

Mocel Procedure for tali-tariting Survey .nstruments
(See § 35.51.) ' SO M

You or your contractor may use the following guidance to calibrate survey
instruments. If you, or the contractor, follow aJ] the guidance, you may say

on your application, "We will establish and implempent the model procedure for

calibrating survey instruments that was published in Appendix B to Regulatory
Guide 10.B, Revisicn 2."

9.2/1

>

If your procedure does not follow the guidance in the model, you may
develop your own procedure for review. If you do so, you should consider for
inclusion all the features in the mode] and carefully review the requirements
of § 35.51. Say on your application, “"We have developed a survey instrument
calibration procedure for your review that is appended as ATT 9.2," and append
your survey instrument calibration procedure. i

Radiation survey meters should be calibrated with a radicactive source.
Electronic calibrations alone are not acceptable. Survey meters must be cali-
brated at least annually and after servicing.” (Battery changes are not con-
sidered “servicing.”) Ll

MODEL PROCEDURE
1. The source must be approximately a point source.

2. Either the apparent source activity or the exposure rate at a given
distance must be traceable by documented measuremerts to a standard
_certified within 5 percent accuracy by the National Bureau of Standards.

3. A source that has approximately the same photon energy as the environment
ini\;hichithev calibrated device will be employed should be used for the
calibration. =~ S bl - - ;

4. The source shouid be of sufficient stre to give an exposure rate of
about 30 mR/hr at 100 cw. Minimum activities of typical sources are
85 millicuries of Cs~137 or 21 willicuries of Co-60.

5. “Tht‘invcrru square law and the vadioactive decay law must be used to
correct for change in exposure rate due to chenges in distance or source
decay.

6. A record must be made of ‘each survey meter calibration.
7. A single point on a survey meter scale may be considered satisfactorily

calibrated if the indiczted exposure rate differs from the calculated
exposure rate by less than 10 percent.
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9.2/2

Three kinds of scales are frequently used on survey meters:

a. Meters on which the user selects a linear scale must be calibrated
at no less than two points on each scale. The points should be at
approximately 1/3 and 2/3 of full scale.

b. Meters that have a multidecade logarithmic scale must be calibrated
at no less than one point on each decade and no less than two points

on one of the decades. Those points should be at approximately 1/3
and 2/3 of the decade.

c. Meters that have an automatically ranging digital display device for
indicating rates must be calibrated at no less than one point on
each decade and at no less than two points on one of the decades.
Those points should be at approximately 1/3 and 2/3 of the decade.

Readings above 1,000 mR/hr need not be calibrated. However, such scales
should be checked for operation and approximately correct response.

At the time of calibration, the apparent exposure rate frum a built~in or
owner-supplied check source must be determined and recorded.

The report of a survey meter calibration should indicate the procedure

!i:ut]:l u:l.ld the data obtained. The description of the calibration will
nc 3

2. The owner or user of the instrument;

b. A description of the instrusent that includes manufacturer, mode]
number - serial number, and type of detector; - - 2

c. A description of t.he calibration source, including exposure rate at

a specified distance on a specified date, and the calibration
procedure;

d.  For each calibration point, the calculated exposure rate, the indi-
cated exposure rate, the deduced correction factor (the calculated
exposure rate divided by the indicated exposure rate), and the scale
selected on the instrument; '

e. The reading indicated with the instrument in the "battery check"”
mode (if available on the instrument);

f. The angie between the radiation flux fie1d and the detector (for
external cylindrical GM or {onizstion=t, detectors, this will
usually be "parallel® or “perpendicular® indicating photons traveling
either parallel with or perpendicular to the centra)l axis of the
detector; for instruments with internal detectors, this should be
the angle between the flux field and a specified surface of the
instrument);

g. For detectors with removable shielding, an indication of whether the
shielding was in place or removed during the calibration procedure;

. B-2
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9.2/3

The apparent exposure rate from the check source; and

The name of the person who performed the calibratinn and the date on
which the calibration was performed.

The following information will be attached to the instrument as a calibra-
tion sticker or tag:

b.

The source that was used to calibrate the instrument;

The proper deflection in the battery check mode (unless this is
clearly indicated on the instrument);

For each scale or decade, one of the following as appropriate:
(1) The average correction factor,

(2) A graph or graphs from which the correction factor for each
scale or decade may be deduced, or

(3) An indication that the scale was checked for function but not
calibrated or an indication that the scale was inoperative;

The angle between the radiation flux and the detector during the
calibration; and

The apparent exposure rate from the check source.

One-word reminders or symbols that are explained on the Survey Meter
Calibration Report may be used on the calibration sticker.

See Exhibit 7 for a form you may want to use.
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EXHIBIT 7
Survey Meter Calibreation Report
Owmer: Department :
Manuf acturer: Type: © Ion Chamber o GM © NaI(T1) o
Meter model: Meter S/N: Probe model: Probe S/N:
Celibretion Source: __ mCi of . mR/hr & __in on y 19
Instrument checks: Battery check:  mR/hr or
Constancy check: o imtegral check source indiceles _mR/h=,
o ___mCiof _____ indicates ___mR/br,

Calibretion Geometry: oave o) w[[,a PRSP ... S

Window: © open o closed o fixed. .

“dist.. wR/hr| Scale: ... . .Scale:” ="'} Scales...... | Scale:...
(feet) today| Rdng CorFac| Rdng CorFac) Rdng CorFac| Rang Corfac

- ————— Bt B A - R -~ - -
m 'm: i, SN

- — .- - my . . . o -

R A s M 5 X S Date:
m»m&,,,,, A PR L e
cald - = _with ___

...c.t CorFac .h._.__.,,“_._.‘,'..._ N g o

bat:" ﬂm{‘
= duk.‘:WF X




APPENDIX C

9.3/1

Mode)! Procedure for Calibrating Do: <« Calibrator
(See § 35.50.)

You or your contractor may use the following mode)! procedure for checking
and testing the dose calibrator: If you, or the contractaor, follow the mode |
procedure, you may say on your application, “We will establish and implément
the mode! procedure for calibrating our dose calibrator that was published in
Appendix C to Regulatory Guide 10.8, Revision 2."

If you develop your own dose calibrator calibration procedure for review,
you should carefully review § 35.50 and all the features in the model procedure.
Say on your application, "We have developed a dose calibrator calibration
procedure for your review that is appended as ATT 9.3," and append your dose
calibrator calibration procedure. -

MODEL PROCEDURE

1. Test for the following at the indicated frequency. Consider repair, re-
placement, or arithmetic correction if the dose calibrator falls outsice
the suggested tolerances. (These recommended tolerances are more restric-
tive than those in the regulations to ensure that corrective action will be
taken before the dose calibrator is outside permissible tolerances.)

a. Constancy at least once each day prior to assay of patient dosages
(£5 percent). :

b. Linearity at installation and at least quarterly thereafter (15
‘percent). " © - IR

c. Geometry dependence at installation (25 percent).

d. Accuracy at installation and at least annually thereafter (25
percent). - -

2. After repair, adjustment, or relocation of the dose calibrator, repeat the
above tests as appropriate.

3. Constmq means reproducibility in measuring a constant source over a
ong period of time. Assay at least one relatively long=-lived source
such as Cs-137, Co-60, Co-57,* or Ra-226* using 2 reproducible geometry
each day before using the calibrator. Consider the use of two or more
sources with different photon energies and activities. Use the following

procedure:

a. Assay each reference source using the appropriate dose calibrator
setting (i.e., use the Cs-137 setting to assay Cs-137).

b. Measure background at the same setting, and subtract or confirm the
... proper operation of the automatic background subtract circuit if it

15 used. - .

%Co-57 and Ra-226 are not subject to NRC licensing; the appropriate State agency
should be consulted to determine its requirements for possessing this material.

c-1
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c. For each source used, either plot on graph paper or log in ¢ book
the background level for each setting checked and the net activity
of each constancy source... -

d. Using one of the sources, repeat the above procedure for ali commonly
used radioisotope settings. Plot or log the results. \

e. [Establish an action level or tolerance for. each recorded measurement
at which the individual performing the test will automatically notify
the chief technician or authorized user of suspected malfunction of
the calibrator. These action levels should be written in The log
book or posted on the calibrator. The regulation requires repair or
replacement if the error exceeds 10 percent.

Inspect the instrument on a quarterly basis to ascertain that the measure~
pent chamber liner is in place and that the instrument is zeroed according
to the manufacturer's instructions.

Linearity means that the calibrator is able to indicate the correct
activity over the range of use of that calibrator. This test is done
using a vial or syringe of Tc-99m whose activity is at least as large as
the maximum activity normally assayed in a prepared radiopharmaceutical
kit, in a unit dosage syringe, or in a radiopharmaceutical therapy,
whichever is largest. 27

Decay Method

a. Assay the Tc-99m syringe or vial in the dose calibrator, and subtract
background to obtain the net activity in millicuries. Record the
date, time to the nearest minute, and net .ct_Mt{ on the Dose
Calibrator Linearity Test Form (see Exhibit €). This first assay
should be done in the morning at a regular time, for example, 8 a.e.

b. __Repeat the assay at about noon, and again at about & p.m. Continue
on subsequent days until the assayed activity is less than 10 micro-
curies. For dose calibrators on which you select a range with a
“gwitch, select the range you would normally use for the peasurement.

c. Convert the time and date information you recorded to hours elapsed
since the first assay.

d. On a sheet of semilog graph paper or on a copy of the sample form in
Exhibit 8, label the logarithaic vertical axis in mwillicuries and
Japel the linear horizontal axis in hours elapsed. At the top of the
graph, note the date and the manufacturer, mode] number, and serial
number of the dose calibrator. Then plot the data.

e. Draw a "best fit" straight line through the data points. For the
point farthest from the 1ine, calculate iis deviation from the value

on the ‘Iﬁn (A-observed - A-1ine)/(A-1ine) = deviation.

¢ If the worst deviation is more than +0.05, the dose calibrator should
be repaired or adjusted. If this cannot be done, it will be necessary

\
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to make a correctien table or graph that wili allow you to convert
from activity indicated by the dose calibrator to “true activity."

g Put a sticker on the dose calibrator that says when the next linearity
test is due.

Shield Method

If you decide to use & set of “sleeves” of various thicknesses to test
for linearity, it will first be necessary to calibrate them. ~ '~ '

. - Uudas

a. Begin the linearity test as described in the decay mwethod described
above. After making the first assay, the sleeves can be calibrated
as IOHM. Steps b through d below must be completed within
6 minutes.

b. Put the base and sleeve 1 in the dose calibrator with the vial.
Record the sleeve number and indicated activity.

¢. Remove sleeve 1 and put in sleeve 2. Record the sleeve number and
indicated activity.

d. Continue for all sleeves.

e. Complete the decay method linearity test steps b through g above.

f. From the graph made in step d of the decay method, find the decay
time associated with the activity indicated with sleeve 1 in place.

This is the “equivalent decay time" for sleeve 1. " Record that time
with the data recorded in step b. ,

g. Find the decay time associated with the activity indicated with
sleeve 2 in place. This 1s the "equivalent decay time" for sleeve 2.
Record that time with the data recorded in step c. ‘

h. Continue for all sleeves.

i.  The table of sleeve numbers and equivzlent decay times constitutes
the calibration of the sleeve set.

The sleeve set may now be used to test dose calibrators for linearity.

a. Assay the Tc-99s syringe or vial in the dose calibrator, and subtract
background to obtain the net activity in eillicuries. Record the
net activity, =

b. Steps ¢ through e below must be completed within 6 winutes.

c. Put the base and sleeve 1 in the dose calibrator with the vial.
Rer ord the sleeve number and indicated activity.

d. Remove sleeve 1 and put in sleeve 2. Record the sleeve number and
( !Mi_c_nod gctivity. |

e




e. Continue for all sleeves.

9.3/4

f.  On a sheet of semilog graph paper or on a copy of the sample form in
Exhibit 8, label the logarithmic vertical axis in millicuries, and
label the linear horizontal axis in hours elapsed. At the top of the
graph,“note the date and the mode] number and serial number of the
dose calibrator.

g. Plot the data using the equivalent decay time associated with each
sleeve. : by

h. Draw a “best fit" straight line through the data points. For the
point farthest from the line, calculate its deviation from the vaiue
on the line. (A-observed - A-line)/A-1ine = deviation.

i.  If the worst deviation is more than +0.05, the dose calibrator
should be repaired or adjusted. If this cannot be done, it will be
necessary to make a correction table or graph that will allow you to
convert from activity indicated by the dose calibrator to “true
activity."

j. Put a sticker on the dose calibrator that says when the next linearity
test is due.

Geometry independence means that the indicated activity does not change
with vo‘m or configuration. This test should be done using a syringe
that is normally used for injections. Licensees who use generators and
radiopharsaceutical kits should also do the test using & vial similar
in size, shape, and construction to the radiopharmaceutical kit vials
normally used. The following test assumes injections are done with
3-cc plastic syringes and that radiopharmaceutical kits are made in
30-cc glass vials. If you do not use these, change the procedure so.
that your syringes and vials are tested throughout the range of volumes
commonly used. ' '

a. In a small beaker or vial, mix 2 cc of a solution of Te-99m with an
activity concentration between 1 and 10 wCi/m]. Set out 2 second
small beaker or vial with nonradioactive saline. You may also use

tap water.

b. Draw 05 cc of the Tc-99m solution into the syringe and assay it.
Record the volume and @illicuries indicated on the Dose Calibrator

. Geometry and Accuracy Form (see Exhibit 9). ..

c.” “‘Remove the syringe from the calibrator, draw an additional 0.5 cc
~ of nonradicactive saline or tap water, and assay again. - Record the
volume and millicuries indicated. k- 5

@ Repeat the process until you have assayed a 2.0~cc volume.

.. select 25 A standard the vélume closest to that normally used for
injections. For ‘a1l the other volumes, divide the standard pilli-
curies hy the ai1licuries indicated for each volume. The guotient
fs & volume correction factor. Alternatively, you may graph the
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data and draw horizontal 5 percent error “ines above and below the
chosen “standard volume. " -

f. 1f any correction factors are greater than 1.05 or less than 0.95,
or if apy data points lie outside the 5 percent error lires, it will
be necessary to make a correction table or graph that will allow you
to convert from "indicated activity" to “true activity." If this is
necessary, be sure to label the table or graph "syringe geometry
dependence,” and note the date of the test and the model number and
serial number of the calibrator. o il

g. To test the geometry dependence for a 30-cc glass vial, draw 1.0 ¢
of the Tc=99m solution into a syringe and then inject it into the
vial. Assay the vial. Record the volume and millicuries indicated.

h. Remove the vial from the calibrator and, using a clean syringe,
inject 2.0 cc of nonradioactive saline or tap water, and assay
again. Record the volume and millicuries indicated.

i. Repeat the process until you have assayed a 19.0-cc volume. The
entire process must be completed within 10 minutes.

j. Select as a standard the volume closest to that normally used for
wixing radiopharmaceutical kits. For all the other volumes, divide
the standard millicuries by the millicuries indicated for each
volume. The quotient is a volume correction factor. Alternatively,
you may graph the data and dras horizontal 5 percent error 1ines
above and below the chosen “standard volume."

k. If any correction factors are greater than 1.05 or less than 0.95 or
if any data points lie outside the 5 percent error lines, it will be
necessary to make a correction table or graph that will allow you to
convert from "indicated activity" to “true activity.* If this is
necessary, be sure 0 label the table or graph “vial geometry
dependence,” and note the date of the test and the model number and
serial number of the calibrator.

Accura% means that, for a given calibrated reference source, the indi-

ca ®i11icurie value is equal to the millicurie value determined by the
National Bureau of Standards (NBS) or by the supplier who has compared
that source to @ source that was calibrated by the NBS. Certified sources
are available fros the NBS and from many radioisotope suppliers. At least
two sources with different principal photon energies (such as Co-57, Co-60,
or Cs=137) should be used. The regulations require that one must have a
principal_photon energy between 100 keV and 500 keV. - The regulations ulsc
require that, if 2 Ra-226 source is used, it must be at Jeast 10 micro-
curies; other sources must be at least 50 microcuries. Consider using at

Jeast one reference source whose activity is within tize range of activi-

ties mmﬂ 1¥A uuyod

a. Assdy & calibrated reference source at the appropriate setting (i.e.,
. use the Co-57 setting to assay Co-57), and then remove the Jource
< and sERSUre bactground Subtract background from the indicated

.- metivity to obtain the net activity. Record this measurement on the
i i 3 > ik
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Dose Calibrator Geometry and Accuracy Form (see Exhibit 9). Repeat
for a tota) of three determinations. :

b. Average the three determinations. The average value should be
within 5 percent of the certified act . iy of the reference source,
mathematically corrected for decay. :

£ Repeat the procedure for other calibrated rifbrgnéc,ggurges.

d. If the average value does not agree, within 5 percent, with the
certified value of the ~eference source, the dotc‘:a1*britor may
need to be repaired or adjusted. The regulation requires repair
or replacement if the error exceeds 10 percenti.

e. At the same time the accuracy test is done, assay the source that
will be used for the daily constancy test (it need not be a certi-

fied reference source) on all commonly used radioisotope settings.
Record the settings and indicated millicurie values with the accuracy

data.

f.  Put a sticker on the dose calibrator that says when the next accuracy
test is due.

The RSO will review and sign the records of all geometry, linearity, and
accuracy tests.

See Exhibits O‘and 9 for some forms you may want to use.

e
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EXHIBIT 9

, s ATT 9.3/7
Dose Calibrator Geometry and Accur
Manufacturer: “odel: ' SN:
1
R Ay N L e e
S o Sy Er e B
e SEEe
e ll e e =
. e
Date: By: RSO:
Accuracy Sources 19__ .
mCi of first assay: mi1 first assay: mC1 !
Mode1 : second assay:____ mCi |- second assay: _mCH
SN: third assay: %) third assay: n 1
Calibration date: average: uli average: i
mCi  dev: mCi~ dev:
oCi of first assay: w. ¢ first assay: mi1
Model: second assay: [ 4] second assay: nC{
SN: third assay: mC i third assay: nd 4
Calibration date: average: - sverage: ml1
wCl  dev: mCi  dev:
—nCy of first assay: w1 first assay: mC1
Mode: second assay: mC 1 second assay: ml 1
SN: third assay: 1 third assay: ml §
Calibration date: sverage: wl{ average: ni i
i dev: mCi dev:
Name :
EXH-16
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APPENDIX D

Mode! Personne! External Exposure Monitoring Program
(See § 20.101.)

You may use the following mode! program to monitor personnel external
exposure. If you follow the guidance in the program, you may say on your
application, "ve will establish and implement the model personnel external
cn.xp:s:n ;ogitoring program published in Appendix D to Reguiatory Guid= 10.8,

vision 2.

If you prefer, you may develop your own program for review. If you do,
you should consider for inclusion all the features in the model program and
carefully review the requirements of § 20.101. Say on your application, Ywe
have developed an external exposure monitoring program for your review that is
appended as ATT 9.4," and append your monitoring program.

MODEL PROGRAM

1. The RSO will promptly review all exposure reports to look for workers or
groups of workers whose exposure is unexpectedly high or low. This proce-
dure does not apply to backup monitor records, for example, pocket ioniza-
tion chambers, when the monitor of record is a film or thermoluminescence
dosimeter (TLD).

2. Al individuals who are occupationally exposed to ionizing photon radia~
tion on a regular basis will be issued a film or TLD whole body monitor
that will be processed by a contract service on a monthly basis.

3. A1l individuals who, on & regular basis, handle radiocactive material that
esits fonizing photons will be issued @ film or TLD finger monitor that
will be processed by a contract service on & monthly basis.

4. Al individuals who are occupationally exposed to radiation on an occa~
sional basis, such as nurses caring for radiopharmaceutical therapy or
implant patients, will be issued 2 whole body monitor when caring for such
patients.

5. Other individuals who are exposed to radiation on an occasional basis
such as security personnel who deliver packages, secretarial personnel
who work in the nuclear medicine clinic but do not work with patients,
and nurses who occasionally care for patients who have received diagnostic
dosages will not normally be issued exposure monitors.

-1



. . ATT 10.1

MODEL DELEGATION OF AUTHORITY

Memo To: A1l Employees
From: Chief Executive Officer
Subject: Delegation of Authority

has been appointed Radiation Safety Officer and is
responsible for ensuring the safe use of radiation. The Radiation Safety
Officer is responsible for managing the radiation safety program; identifying
radiation safety problems; initiating, recommending, or providing corrective
actions; verifying implementation of corrective actions; and ensuring
compliance with regulations. The Radiation Safety Officer is hereby delegated
the authority necessary to meet those responsibilities.

The Radiation Safety Officer is also responsible for assisting the Radiation
Safety Committee in the performance of its duties and serving as its secretary.

F-3
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10.2/1
APPENDIX G

Model Progran for Maintaining Occupstional Radfation Exposure
‘ at Medical Institutions ALARA ... .~ " ..
e ' (See§ 35.20. ). .-~ 143 4=

- 4 -

You may use the t;x't;i;_.,.iif':pénrs’j ﬁii‘if‘iIYiﬁéfmﬁéuQ;Aég}fé:ﬁ'cin. “We

will establish and implement the mode) ALARA pi-éems’th_at ‘was -published in

Appendix G to Regulatory Guide 10.8, Revision 2;

o190 R e e T |

- -
. ' Y Tou

1f you prefer, you may develop your own ALARA program for NRC. review. If

you do so, you should consider for inciusion all the features in the model and
carefully review the requirements of § 35.20. Say on your application, "We
have developed an ALARA program for your review that is appended as ATT 10.2,"

and append your program.

AV
- a—, e S

RTICT .2 PROGRAM .

b s .-
Meled & -

(Licensee's Name)

“(Date)

Management Commitment

2. We, the management of this (medical facility, hospital, etc.), are

© 77 committed to the program described hcrein for keeping individual and

collective doses as low as is reasonably achievable (ALARA). 1In
accord with this commitment, we hereby describe an administrative
organization for radiation safety-and will develop the necessary
written policy, procedures, and instructions to foster the ALARA
concept within our institution. .The organization will include 2
Radiation Safety Committee (RSC) and 2 Radiation Safety Officer (RSD).

b. We will perform a formal annual review of the radiation safety program,
including ALARA considerations. This will include reviews of operating
procedures and past dose records, inspections, etc., and consultations
with the radiation safety staff or outside consultants.

c. Modifications to operating and maintenance procedures and to equip-

ment and facilities will be made if they will reduce exposures unless
the cost, in our judgment, {s considered to be unjustified. We will

be able to demonstrate, if necessary, that improvements have deen

sought, that modifications have been considered, znd that they have
been implemented when reasonsble. - 1f modifications have been recom
mended but not implemented, we will be grgpa_nd o describe the

reasons for not implementing thes.
d. In addition to maintaining doses to individuals as far below the limits

as is reasonably achievable, the sum of the doses received by all
exposed individuals will also be maintained at the lowest practicable

61



Jevel. It would not be desirable, for example, -to hold the highest
doses to individuals to some fraction of the applizable Timit if this
involved exposing additional people and significantly increasing the
sum of radiation doses received by all involved individuals.

10.2/2

2. Radiation Safety Committee
a. Review of Proposed Users and Uses

(1) The RSC will thoroughly review the quali“ications of each appli-
cant with respect to the types and quantities of materials and
methods of use for which application has been made to ensure
that the applicant will be able to take appropriate measures to
maintain exposure ALARA.

(2) When considering a néw use of byproduct material, the RSC will
- peview the efforts of the applicant to maintain exposurc ALARA.

(3) The RSC will ensure that the users justify their procedures
~and that individual and collective doses will be ALARA.

b. Delegation of Authority

(The judicious delegation of RSC authority is essential to the
enforcement of an ALARA program.)

(1) The RSC will delegate authority to the RSO for enforcement of
the ALARA concept. o ,

(2) The RSC will support the RSO when it is necessary for the RS0
to assert authority. If the RSC has overruled the RSO, it will
nco:d the basis for its action in the minutes of the quarterly
meeting. _ .

¢. Review of ALARA Program

(1) ‘The-RSC will encourage all users to review current procedures
and develop new procedures as appropriate to implement the
~ ALARA concept.

(2) The RSC will perform & quarterly review of occupational radiation
exposure with particular attention to instances in which the
fnvestigational levels 'n Table 1 are exceeded. The principal
purpose of this review is to assess trends in occupational expo~
sure &s an index of the ALARA program quality and to decide if
action is warranted when investigational levels are exceeded (see
section 6 below for a discussion of investigational levels).”

.2
o=

*The NRC has emphasized that the investigational levels in this program are
not new dose limits_but, as noted in ICRP. Report 26, "Recommendations of the
International Commission on Radiological Protection," serve as check points
above which the results are considered sufficiently important to justify
investigations.

Sl e : ‘o2
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Table 1

Investigational Levels

. b

Investigational Levels
(mrems per calendar. quarter)

Level I Level II
1. Whole body; head and trunk; 125 375
active blood-forming organs;
lens of eyes; or gonads
2. Hands and forearms; Yeet 1875 5625
and ankles
3. Skin of whole body* T 750 2250

*Not normally applicable to medical use operations except those
using significant quantities of beta~emitting isotopes.

(3) The RSC will evaluate our }mawﬁon's oven‘i'l cfforf.s for
. _ maintaining doses ALARA on an annual basis. This review
will include the efforts of the RSO, authorized users, and
workers as well as those of management.
3. Radiation Safety Officer

a. Annual and Quarterly Review

(1) .. Annua) review of the radiation safe rogram. The RSO will
- perform an annual review 0 radiation satety program for
adherence to ALARA concepts. Reviews of specific methods of

.. use may be conducted on a more frequent basis.

(2) Ouarterly review of occ tional sures. The RSO will review
at least quarterly the u&mi rﬁ, af_?on doses of authorized
users and workers to deterwine that their doses are ALARA in

accordance with the provisions of Section 6 of this program and
will prepare & summary report for the RSC.

(3) Quarterly review of records of radiation surveys. The RSO will
nyhv Yadiation surveys in unrestricted and restricted areas
" to determine that dose rates and amounts of contamination were
at ALARA levels during the previous quarter and will prepare a
summary report for the RSC.c-.-wm= o = ,

b. Ejucation Responsibilities ‘for ALARA Program "

(1) The RSO will schedule briefings and educational sessions to
inform workers of ALARA program efforts.

- 6-3
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(2) The RSO will ensure that authorized users, workers, and ancillary
personnel who may be exposed to radiation will be instructed in
the ALARA philosophy and informed that management, the RSC, and
the RSO are committed to implementing the ALARA concept.

. " .
-

Coopgritivc Efforts for Development of ALARA Procedures

Radiation workers will .be given opportunities ‘to participate in
formulating the procedures that they will be required to follow.

(1) The RSO will be in close contact with all users and morkers in
order to develcp ALARA procedures for working with radicactive
materials.

(2) The RSO will establish procedures for receiving and evaluating
the suggestions of individual workers for improving health
physics practices and will encourage the use of those procedures.

Reviewing Instances of Deviation from Good ALARA Practices

The RSO will investigate all known instances of deviation from good
ALARA practices and, if possible, will determine the causes. When

the cause is known, the RSO will implement changes in the program to
maintain doses ALARA.

4. Authorized Users

New Methods of Use Involving Potential Radiation Doses

(1) The authorized user will consult with the RSO and/or RSC during

the planning stage before using radicactive materials for new
uses.

(2) The authorized user will review each planned use of radioactive
‘materials to ensure that doses will be kept ALARA. Trial runs
may be helpful. o

Authorized User's Responsibiiity to Supervised Individuals

(1) The authorized user will explain the ALARA concept and the need
to maintain exposures ALARA to al) supervised individuals.

(2) The authorized user will ensure that supervised individuals who
are subject to occupational radiation exposure are trained and
educated in good health physics practices and in maintaining
exposures ALARA. il e

5. Individuals Who Receive Occupational Radiation Doses

Workers will be instructed in the ALARA concept and its relation-
ship to work procedures and work conditions..

Workers wili be instructed in recourses available if they feel that
ALARA is rot being promoted on the job.

G-4
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Establishment of Investigational Levels in Order to Monitor Individual
Occupational External Radiation Doses COT L o kg O EEENARGY

This institution hereby establishes 1nvestigatioﬁn levels for occupa-
tional extermdT radiation doses which, when exceeded, will initiate review
or investigation by the RSC and/or-the RSO. -The investigational levels

that we have adopted are listed in Table 1. These levels apply to the
exposure of individual workers. : o 0

The RSO will review and record on Form NRC-5, "Current Occupational
External Radiation Exposures,” or an equivalent form (e.g., dosimeter
processor's report) results of personnel monitoring not less than once
in any calendar quarter as required by § 20.401 of 10 CFR Part 20. The

following actions will be taken at the investigational levels as stated
in Table 1:

frostron

a. Personnel dose less than Investigational Level 1.

Except when deemed appropriate by the RSO, no further action will be
 taken in those cases where an individual's dose is less than Table 1
values for the Investigational Level I. '

b. - Personne! dose equal to or greater than Investigational Level I but
1es_s than In_vcstigatioml Level 1I.

The RSO will review the dose of each individual whose quarteriy dose
equals or exceeds Investigational Level I and will report the results
of the reviews at the first RSC meeting following the quarter when

the dose was recorded. If the dose does not equal or exceed Investi-
gational Level II, no action related specifically to the exposure is
required unless deemed appropriate by the Committee. The Comnittee
will, however, review each such dose in comparison with those of others
performing similar tasks as an index of ALARA program quality and

will record the review in the Committee minutes. - ,
c. Personnel dose equal to or greater than Investigational Level I1.

The RSO will investigate in s timely manner the causes of all person-
nel doses equaling or exceeding Investigational Level II and, if
warranted, will take action. A report of the investigation, any
actions taken, and a copy of the individual's Form NRC-5 or its
equivalent will-be presented to the RSC at its first meeting follow
ing completion of the investigation. The details of these reports
will be included in the RSC minutes. ~° =~~~ AR ey

t e -t NS ‘ k Qe w9 Riav¥l 204

d. Reestablishment of investigationa) levels to levels above those
listed in Table 1.~ - - " 2 L s

In cases where a worker's or a group of workers' doses need to exceed
an investigational level, a new, higher investigational level may

be established for that individual or group on the basis that it is
consistent with good ALARA practices. Justification for new
investigational levels will be documented.

5
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The RSC will review the justification for and iust approve or
disapprove all revisions of investigational levels.

7.  Signature of Certifying Official® P P

L I

I hereby certify that this institution has implemented the ALARA Program
set forth above. }

/C/////: ( 50 %, r938R an 2igustta
gniture

—"
"

"

ol FOS .
N -_-.9.1 - b . 3

g———

EF% f‘"ﬁ ;‘—"—S}g# /&
print or type

PI’? S/ EAS

- ————— ———— — - - . . . ——
- P— — —
PR pSe———— LR A SR 8 it

*The person who s authorized to make commitments for the administration of
the institution (e.g., hospital administrator).
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APPENDIX M

Model Procedure for Leak-Testing Sealed Sources
(See § 35.59.) '

"o

You or your contractor may use the following mode] procedure to leal .est
sealed sources. If you, or the contractor, follow the mode] procedure you may
say on your application, “We will establish and implement the mode] procedure

for leak-testing sealed sources that was published in Appendix H to Regulatory
Guide 10.8, Revision 2." '

You may develop your own procedure for review. If you do so, you should
consider for inclusion all the features in the model and carefully review the
requirements of § 35.59. Say on your application, “We have developed a leak-

test procedure for your review that. is appended as ATT 10.3," and append your
leak-test procedure. .

MODEL PROCEDURE

1. Make a list of all sources to be tested. This should include at least
the isotope, the activity on a specified date, and the physical form.

2. If you will be testing sources stronger than a few millicuries, set out 2

sugoy meter, preferably with a speaker, so you can monitor your exposure
rate. : '

3. Prepare a separate wipe sample for each source. A cotton swab, injection
prep pad, filter paper, or tissue paper is suitable. - Number each wipe so
youfv“‘l know for which source it is to be used,” Samples should be taken
as follows: ilaiinds &

a. For small sealed sources, it may be easier to wipe the entire acces*
. gible surface area. Pay particular attention to seams and joints.
However, do not wipe the port of beta applicators.

b. For larger sealed sources anc devices (survey meter calibrator, bone
mineral analyzer source), take the wipe near the radiation port and
. on the activating mechanism. :

c. - For teletherapy machines, take the wipe with the source in the off
position. Wipe the area near the shutter mechanism, taking care to
“touch neither field light and mirror nor crosshairs. Alsc wipe the
prisary and secondary collisators and trimmers. .

d. If you are testing radium sources at the same time you are testing
NRC-1icensed sources, they shou’d also be checked for radon leakage.
This can be done by submerging the source in a vial of fine-grained
charcoal or cotton for a day. Then remove the source and analyze
the adsorbent sample as described below. A survey should be done to
be sure the sources are adeguately shielded during the leak-test
period.

W1
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The samples will be analyzed as follows:

Select an instrument that is sufficiently sensitive to detect

0.005 microcurie. For beta sources, a proportional flow counter,
liguid scintillation counter, or thin-end-window GM survey meter may
be appropriate. For gamma sources, & crystal with a ratemeter or
scaler or a GM survey meter may be appropriate. Dose calibrators
used in nuclear medicine are not sufficiently sensitive.--

To estimate the detection efficiency of the analyzer used to assay
the wipe samples, assay a check source that has the same isotope as
the sealed source and whose activity is certified by the supplier.

1f one is not available, it will be necessary to use a certified check
source with a different isotope that has a similar spectrum. 1f
calculations demonstrate that the instrument is not sufficiently
sensitive to detect 0.005 microcurie, a different instrument must

be used.

Assay the wipe sample. It must be in the same geometry relative to
the detector as was the certified check source.

Record the wipe sample counts per minute. Then calculate and record
the estimated activity in microcuries on the wipe sample.

Continue the same analysis procedure for all wipe samples.

If tne wipe sample activity is 0.005 microcurie or greater, notify
the RS0. The source must be withdrawn from use to be repaired or
discarded. If it is a source distributed under an NRC or Agreement
State license, the NRC must be notified. (See paragraph Z1. 21(b) of
10 CFR Part 21 and paragraph 35.59(e)(2) of 10 CFR Part 35.)

Sign cnd date the list of sources, data, and calculations.
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APPENDIX 1 i
Mode] Rules for Safe Use of Radiopharmaceuticals =~
g ““(See § 35.21.) Sy, et D

You may use the following mode] rules as they appear here, saying on
your application, "We will establish and inplement the mode] safety rules pub-
lished in Appendix I to Regulatory Guide 10.8, Revision 2.". el o s '

1f you prefer, you may develop your own rules for safe use of radio-
pharmaceuticals for review. If you do so, you should consider for inclusion
2]l the items in the mode)l rules and carefully review the requirements of
Part 35. Say on your application, “We have developed rules for the safe use
of radiopharmaceuticals for your review that are appended as ATT 10.4," and
append your mode] rules for the safe use of radiopharmaceuticals.

MODEL RULES

1. Wear laboratory coats or other protective clothing at all times in areas
where radicactive materials are used.

2. Wear disposable gloves at all times while handling radicactive materials.

3. Either after each procedure or before 'luvi:g the area, monitor your hands
for contamination in a low-background area th a crystal probe or camera.

4. Use syringe shields for routine preparation of multi-dose vials and
administration of radiopharmaceuticals to patients, except in those circum-
" gtances in which their use is contraindicated (e.g., Tecessed veins,
infants). In these exceptional cases, consider the use of other protective

methods such as remote delivery of the dose (e.g., through use of a butter-
..fly valve). -

5. Do not eat, drink, smoke, or apply cosmetics in any area where radiozctive
paterial is stored or used. -

6. Do not store food, drink, or personal effects in areas where radioactive
material is stored or used.

7. Wear personne] monitoring devices at all times while in areas where radio-
active materials are used or stored. These devices should be worn as
prescribed by the Radiation Safety Officer. = When not being worn to moni=
tor occupational exposures, personnel monitoring devices should be stored
in the work place in a designated Tow-background area. !

8. Wear a finger exposure monitor during the elution of generators; during
the preparation, assay, and injection of radiopharmaceuticals; and when
holding patients during procedures.

9. Dispose of radicactive waste only in designated, labeled, and properly
shielded receptacles.

10. Never pipctt.t by mouth.
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Wipe-test byproduct material storage, preparation, and. administration
areas weekly for cortamination. If necessary, decontaminate or secure
the area for decay.

With a radiation detection survey meter, survey the generator storage,
kit preparation, and injection areas daily for contamination. If necessary,
decontaminate or secure the area for decay as appropriate.

Confine radioactive solutions in shielded containers that are clearly
labeled. Radiopharmaceutical multidose diagnostic vials and therapy vials
should be labeled with the isotope, the name of the compound, and the date
and time of receipt or preparation. A log book should be used to record
the preceding information and total prepared activity, specific activity
as mCi/cc at a specified time, total volume prepared, total volume remain-
1n?. the measured activity of each patient dosage, and any other appro-
priate information. Syringes and unit dosages should be labeled with the
radiopharmaceutical name or abbreviation, type of study, or the patient's
name. - Fosd

Assay each patient dosage in the dose calibrator before administering it.
Do not use a dosage if it is more than 10 percent off from the prescribed
dosage, except for prescribed dosages of less than 10 microcuries. When
measuring the dosa?n. you need not consider the radicactivity that adheres
to the syringe wall or remains in the needle. Check the patient's name
and identification number and the prescribed radionuclide, chemical form,
and dosage before administering.

Always keep flood sources, syringes, waste, and other radioactive material
in shielded containers. . Ll ‘
Ieénuic‘deﬂ'dbufcesfvith small amounts of radioactivity exhibit a high dose
rate on contact, you should use a cart or wheelchair to move flood sources,
waste, and other radioactive material.



APPENDIX J

Model Spill Procedures
(See § 35.21.)

You may use the following model spill procedures as they appear here,
saying on your application, "We will establish and implement the model spil)
procedures published in Appendix J to Regulatory. Guide 10.8, Rcv1sion > Mg

If you prefer, you may develop your own sp111 procedures for rovi;u 1f
you do so, you should consider for inclusion all the items in the model proce-
dures. Say on your application, “We have developed spill procedures for your
review that are appended as ATT 10.5," and append your spill procedures.

MODEL PROCEDURES
Minor Spills of Liquids and Solids

1. Notify persons in the area that a spill has occurred.

2. Prevent the spread of contamination by covering the spill with absorbcnt
paper.

3. Clean wp thc spill using cisposable gloves and absorbent paper. Carefully
fold the absorbent paper with the clean side out and place in a plastic
bag for transfer to a radicactive waste container. Also put contaminated
gloves and any other contaminated disposable material in the bag.

4. Survey the area with & low-range radiation detector survey meter. Check
the arez around the spill. Also check your hands, clothing, and shoes
for contamination.

5. Report the incident to the Radiation Safety Officer (RSO).
6. The nso will follow up on the cleanup of the spill and will complete the

Radioactive Spill Report (see Exhibit 10) and the Radiocactive Spil! Con-
tamination Survey (see Exhibit 11).

Major Spills of Liguids and Solids

1. Clear the area. Notify all persons not involved in the spill to vacate
the room.

2. Prevent the spread of contamination by covering the spill with absorbent
paper, but do not attempt to clean it up. To prevent the spread of con-
tamination, limit th. movement of all personnel who may be contaminated.

3. Shield the source if possible. This should be done only if it can be
done without further contamination or a significant increase in radiation

exposure.
4. Close the room and lock or otherwise secure the area to prevent entry.
5. Notify the RSO immediately.

J-1
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6. Decontaminate personnel by removing contaminated clothing and flushing
contaminated skin with lukewarm water and then washing w.th mild soap.
If contamination remains, induce perspiration by covering the area with
plactic. Then wash the affected area again to remove any contamination
that was rcluud by the perspintion

7. The RSO will supervin tho c1unup of the spill and will complete the
Radioactive Spill Report (see Exhibit 10) and the hdioactive Sp111 Con-
tamination Survey (see Exhibit 11). :

The following is not part of the model spill procedure:

Major Spills and Minor Spills

The decision to implement a major spill procedure instead of a minor spill
procedure depends on many incident-specific variables such as the number of
individuals affected, other hazards present, 1ikelihood of spread of contami-
nation, and types of surfaces contaminated as well as the radiotoxicity of the
spilled material. For some spills of short-lived radionuclides the best spill
procedure may be restricted access pending complete decay.

Table J-1, which may be used as general guidance to determine whether a major
spill procodun or a minor spill procedure should be implemented, was developed
based on a comparision of information from the following sources:

1. “Standards for Protection Against Radiation," Proposed Rule, Part 20,

published January 9, 1986, Appendix B, Table 1, Column 3 (Derived Afr
... —oncentration. Valuu), .51 FR 1082.

2. ™Gammz Radiation’Levels for One Curie of Some Radionuclides," Radio-
. * "‘laicﬂ'ﬂulu\‘ﬂmt January 1870 odition,"bopcrtnnt of Health,
cation, a are, Uuhiugton. » P 131

nmom Councﬂ on Radiation Protection and Measurements, “Safe Handling

of Radioactive Materials,” NCRP Report No. 30, paragraph 2.3 and Table 2,

4, “qundod Enrgency Pnpnndmu for Certain Fuel Cycle and Materials
* Licensees,” Advance Notice of Proposed Rulemaking on Parts 30, 40, and 70,
&6 58‘23712 Table 1, June 3, 19€1.

TmlrJ-l may md to bc wodified bcfon being used for guidance in a specific
area of gu

"ee . g o B mp T e PR vogag oz riTm W

e —
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TABLE J-1

Relative Hazards of Common Radionuclides

10.5/3

Estimate the amount of radioactivity spilled. Initiate a major or minor spill

procedure based on the following dividing line.

amounts are considered major, below are considered minor.

Spills above these millicurie

Radionuclide Millicuries Radionuclide Millicuries

P-32 10 Tc=99m 100
Cr-51 100 In-111 10
Co-57 100 1-123 10
Co-58 10 1-125% 1
Fe-58 10 I1-131 1
Co-60 1 e b Yb-169 10
Ga-67 100 Hg=197 100
Se-7% 10 Au-198 10
Sr-85 10 T1-201 100

Spill Kit

—— s —— —— - - . .- — -

You may also want to cons‘idcr assembling a spi'n kit that conuins

6 pairs disposable gloves, 1 pair housekeeping g]ovos

2 disposable lab coats

2 paper hats

2 pairs shoe covers

1 roll absorbent paper with plastic backing
6 plastic trash bags with twist ties
“Radioactive Material" labeling tape

.1-china-pencil-or marking-pen. . — — ...

——— -

3 prestrung "Radiocactive Matorhl" labeling ugs

Supplies for 10 contamination wipe sq\os
Instructions for “Emergency Procedure

- --C'Hpburd with one copy of Radiuctm Spill Report Fon

nnci 1

Forms

- -
.

You may nnt to use Exhibit 10 Radioactive Spill Report,

lhdiuﬁdvi Spill Cont.uination Survey Forms.

and Exhibit 11,



EXHIBIT 10 10.5/4
Radioactive Spill Report

am

The spill occurred at __:__pmon __ -~ __ Toom :

Instrument used to check for personne] contamination:

Meter model: Meter S/N: Probe model: Probe S/N:

Personnel present Personnel contamination results®

*0n the back of ‘the sheet, indicate any-personnel decontamination, additional
monitoring, or care instituted. .

Survey the spill area to identity hot spots, then begin -decontamination. When
finished, conduct a postcleaning contamination wipe-test.

Radioisotopes present or suspected in the spill:

T mi of ____ as
.—.c‘ - = arpg T p———r B st o
i of G o EIERNS
Giin, a b'rjgfh,do'scjjjption of the accident:
Give g'brhf description of followup actions taken to prevent recurrence:
Name:
TR S— Date:

EXn-18



(1% . o1t 'Radioactive Spill Contamimation Survey

The' spill occurred ati PR oon etz iniroom 4

|
|
';
|
|
%

. B s SR

B b

Decontamination completed at _: PR

- A

loc

pre- | post-clean

clean} dpm/ 2
wR/hrimR/hr] 100cm

TT LI8IHG
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APPENDIX K |

Mode] Guidance for Ordering and Rcceivmg
: . Radioactive Material .
LT (Su §§ 30.51 and 20.205.) .

You muy uu t.he following guidnnce to contro! t.ho nmrtag and receipt of
radiocactive material. If you follow all the guidance, you may say on your
application, “We will establish and implement the model guidance for ordering
and receiving radiocactive material that was published in Appendix l to Regula-
tory Guide 10.8, Revision 2."

if your procedure does not follow all the guidance in the model, you may
develop your own procedure for review. If you do so, you should consider for
inclusion all the features in the model and canﬁmy review the requirements
of §§ 30.51 and 20.205. Say on your application, "We have developed a proce-
dure for ordering and receiving radicactive material for your reviaw that is
appended as ATT 10.6," and append your procedure for ordering and receiving
radicactive material.

MODEL GUIDMCE

1. The Radhtion Safety Ofﬁcer (RSO) or a designee must authorize each
_order for radioactive materials and ensure that the requested materials
and quantities are authorized by the license for use by the requesting
authorized user and that possession limits are not exceeded.

2. The RSO will establish and maintain a system for ordering and receiving
Ve ndioactive uurh’l Th. sysu- nust conuin the fonowing 1nfomtion

el wel

ﬁ:fl.f-_ For routim‘ly nstd nurms - '.

(1) “Written records that 1dcnt1fy the author‘lztd user or department,
““{sotope, chemical form, activity, and supplier will be made.

LL.72-2z-2(2) The above records will be checked to confirm that material
, ncoivcd was ordcnd throuqh proper channﬂs

b For occasiomhy uud uur‘ms (e. 9 thonpouhc dosages)

"%

" (1) The authorized user who will perform the procedure will make a
uritun nquut that 1nd1utu 1sotqpc, ‘radiopharmaceutical,

aq y1 ty B upp1jcr' i #

(2) The person who receives the material win check the physician's
written roquut to confirm that the material received is what

- was ordered.

3. For deliveries during normal working hours, the RSO will tell carriers to
oﬂinr radicactive p;cluou directly to a specified area.

4. For deliveries during off-duty hours, the RSO will tell security personnel

or other designated persons to accept delivery of radicactive packages in
accordance with procm outlined in the sample memoranduz below.

K-1
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Sample Memorandum

MEMO TO: Chief of Security
FROM: Radiation Safety Officer
SUBJECT: Receipt of Packages Containing Radioactive Material

-

The security guard on duty shall accept delivery of packages containing radicactive
material that arrive during other than normal working hours. Packages should
be placed on a cart or wheelchair and taken immediately to the Nuclear Medicine

Department, Room . Unlock the door, place the package on top of the counter,
and relock the docr.

If the package appears to be damaged, immediately contact one of the individuals
identified below. Ask the carrier to remain at the hospital until it can be
determined that neither the driver nor the delivery vehicle is contaminated.

If you have any questions concerning this memorandum, please call our hospital
Radiation Safety Officer, : , at extension __ .

Name Home Telephone
Radiation Safety Officer:

Chief of Nuclear Medicine: '
Chief Nuclear Medicine Technologist:
Nuclear Medicine Technologist on call
* (call page operator at extension __ )
Nuclear Medicine Physician on call
__(call page operator at extension __ )
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. . ATT 10.6.4

Medco Health Corporation
532 Sylvan Avenue
Englewood Cliffs, NJ 07632

PATIENT DOSE / Q.C. LOG SHEET

Affix Pharmacy Sticker Here N -
Volume: mil
Concent. . mCiml
Date:
Time:
Lot Number:
[PR————————————————— R Ll
Radiochemical Purity
% Reduced Hydrolized:
% Soluble Impurities:
Radiochemical Purity:
[ERI———————————————FSEERES LR e
Radiopharmaceutical:
Date | Time | Patient Test Activity Disposal Initials

123360
OFFICIAL RECORD COPY ML 10
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APPENDIX L

Model Procedure for Safely Opening Packages Containing Radiocactive Material
(See §§ 35.23, 30.51, 20.203(f)(4), and 20.205.) - -

You may usé the following mode] procedure for .opening packages. . 1f you
follow the mode] procedure, you may say oo your-application, "We will establish
and implement the model procedure for opening packages that was published in
Appendix L to Regulatory Guide 10.8, Revision 2." )

If you develop your own package opening procedure for review, you should
consider for inclusion all the features in the mode). Say on your application,
"“We have developed a package opening procedure for your review that is appended
as ATT 10.7," and append your package opening procedure. '

MODEL PROCEDURE Ll LA

1.  Special requirements must be followed for phbka'ggs,conuini quantities
of radioactive material in excess of the Type A quantity limits specified
in paragraph 20.205(b) of 10 CFR Part 20 (e.g., more than 20 curies of
Mo-99, Tc-99m, uncompressed Xe-133, or more than 3 curies of Xe-133, I-131
Cs-137, Ir-182, 1-125, or more than 0.001 curie of Ra-226). Such packages
must be monitored for external radiation levels and surface contamination
within 3 hours after receipt if received during working hours or within
i8 hours if received after working hours, in accordance with the require-
me:ts of paragraphs 20.205(a) through (c). The NRC Regional Office must
:;.r)?g;igzif removable contamination exceeds 0.01 microcurie (22,000

2.  For packages received under the specific license, the following procedure
for opening each package will be followed:

a. Put on gloves to prevent hand contamination.

b. Visually inspect the package for any sign of damage (e.g., wet or
crushed). If damage is noted, stop the procedure and notify the
Radiation Safety Officer (RSO). ! Tl

€. Measure the exposure rate from the package at 1 meter and at the

package surface. If it is higher than expected, stop and notify the

" RSO. (The “transport index" moted on packages with “Yellow II" or

“Yellow III" labels is the approximate dose rate, in millirem per
hour, at 1 meter from the package surface (see § 71.4 of 10 CFR

Part 71}; the surface dose rate for such packages should not exceed
200 willirem per hour. The dose rate from packages with *White I*
Tabels should be Tess than 0.5 millirem per hour at the package sur~
face. (See § 172.403 of 49 CFR Part 172.)) A

d. Open the package with the following pﬁcautioury steps:
(1) Remove the packing slip. ' )
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(2) Open the outer package following the supplier's insfractions.
if provided. s v .

-~

v

w— L™

(3) Open the inner package and verify thst the contents agree with
" the packing—stips - oo,
L owed

AR P

(4) Check the integrity of the final source conuimr.’.‘quk for
broken seals or vials, loss of 1iquid, condensation] or dis-
coloration of the packing material. ha B

(5) 1f anything is other than expected, stop and notifyfﬂ:!e RSO.

e. If there is any reason to suspect contamination, wipe the external
surface of the final source container and remove the wipe sample to
a low-background area. Assay the wipe sample to determine if there
is any removable radicactivity. [The licensee should specify in the
procedure manual which instrument, for example, a thin-end-window GM
survey meter, a Nal(T1) crystal and ratemeter, 2 liquid scintillation
counter, or a proportional flow counter, should be used for these assays.
The detection efficiency must be detormined to convert wipe sample
counts per minute to disintegrations per minute. Note that a dose
calibrator is not sufficiently sensitive for this measurement.] Take
precautions against the potential spread of contamination.

f. Check the user request to ensure that the material received is the
material that was ordered.

g. Monitor the packing material and the empty packages for contamination
with a radiation detection survey meter before discarding.

(1) “1f contaminated, treat this material as radicactive waste.

(2) 1If not con:..;jnitqd. remove or obliterate the radiation labels
*~ "before discarding in in-house trash. -

h. Make-a record of the receipt.

3. For packages recei red under the general license in § 31.11, the following
procedure for opening each package will be followed:

a. Visually inspect the package for any sign of damage (e.g., wet or
cm_md). 1f damage is noted, stop the procedure and notify the RSO.

ordered.

- - - - -

b. Check to ensure that the materfal received is the material that was

See Exhibit 12 for a sample record form you may want to use.

L-2
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Records of Byproduct Material Use
General

Many suppliers include pressure-sensitive stickers or forms that have much
of the information required by the regulations. You may use these.in your
records and need not duplicate the information on them. Be sure to write down
whatever additional information is required but is not cued or printed on them.
Information does not have to be recorded in the order given in these procedures.
Also, you do not have to replicate entries. For example, if you prepare a
pultidose vial for use one day, you do not have to record the date each time
you draw a dosage from it; if you take 30 Ir-192 seeds that are each 0.5 milli-
curies, you do not have to 1ist each seed individually.

M.1 Records of Unit Dosage Use (8§ 30.51, 35.21, 35.53)

You may use the following mode] procedure to keep a record of unit dcsage
use. If you will follow the mode] procedure, you may say on your application,
“We will establish and implement the model procedure for a unit dosage record
system that was published in Appendix M.1 to Regulatory Guide 10.8, Revision 2."

If you prefer, you may develop your own unit Josage record system for
review. If you do so, you should consider for inclusion all the features in
the model procedure and carefully review the requirements of §§ 30.51, 35.21,
and 35.53. Say on your application, “We have developed a procedure for a unit

dosage record system for your review that is appended as ATT 10.8," and append
your umit dosage record procedure.

MODEL PROCEUURE .

For each ‘uni't dosage nceivcd from a supplier, make a record of the:
Rn&ionu_cﬂde; ¥ |

Gemrfc name or its abbreviation or trade name;

Date of receipt;

Smp]ht:;

Lot number or control number, if assigned;

e e p

Activity in millicuries or microcuries as recorded on the unit dosage or
packing slip aud“its _nsociat.od time;

o

Date of administration or disposal;
8. If administered,

a. Prescribed dosage (unless already recorded in clinical procedure
manual),

M1
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b. Measured activity in millicuries or microcuries and date and ttné
of measurement,

¢c. Patient name and 1dent1f1ca.ti'on mﬂcr_if one has been assigned;
9. 1f discarded, the date and method of disposal; and
10. Initials of the individual who_made the record.

See Exhibit 13 for a Unit Dosage Receipt and Use Log Form yo'u may want to
use.

M.2 Records of Multidose Vial Use (8§ 30.51, 35.21, 35.53)

You may use the following model procedure to keep a record of multidose
vial use. If you will follow the mode] procedure, you may say on your applica-
tion, "wWe will establish and implement the mode] procedure for a multidose vial

record system that was published in Appendix M.2 to Regulatory Guide 10.8,
Revision 2." ° <

If you prefer, you may develop your own multidose vial record system for
review. 1f you do so, you should consider for inclusion all the features in
the mode] system and carefully review the requirements of §§ 30.51, 35.2%, and
35.53. Say on your application, "We have developed a procedure for a multidose
vial record system for your review that is appended as ATT 10.9.," and append
your multidose vial record procedure.

MODEL PROCEDURE. ..-o.- .o

make a record of ‘the: e it

1. ~Radionuclide; * e 55

L

For each multidose vial that ydu receive from a supplier or that you prepare,

= e

Generic name or its abbreviation or trade name;

2
3.’ “Date of ,'_Cé‘i_pt or Pnpln_ti on; * - :
4

Date and timé of initial assay and amount -in both millicuries and
cubic centimeters (cc) or milliliters (m1); ,

e

Supplier or kit sanufacturer;
6. If administered, ‘ ;

a. Prescribed dosage (unless already recorded in clinical procedure

wanual),

b. Date and time dosage was drawn and measured,

c. Calculated volume that is needed for the prescribed dosage,

d. Measured activity in millicuries or microcuries,

e Patient name and jdentification number if one has been assigned;
5 1f discarded, the method of disposal and date; and

g. Initials of the individual who made the record.

M-2



EXHIBIT 13 10.8/3

» 4UNIT DOSAGE RECEIPT AND USE LOG FOR
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10.12/1
APPENDIX N : : -

Mode] Procedure for Area Surveys
(See § 35.70.) ,

You may use the following model procedure to perform area surveys. If you
follow the mode! procedure; you may say on your application, “We will establish
and implement the mode] procedure for area surveys that was published in
Appendix N to Regulatory Guide 10.8, Revision 2."

You may develop your own procedure for review. If you do so, you should
consider for inclusion all the features in the model procedure and carefully
review the requirements of § 35.70. Say on your application, “We have developed
survey procedures for your review that are appended as ATT 10.12," and append
your survey procedures. )

MODEL PROCEDURE

Ambient Dose Rate Surveys
1. Survey Areas

a. In radiopharmaceutical elution, preparation, and administration areas,
survey at the end of each day of use wi*h a radiation detection survey
meter. If diagnostic administrations are occasionally made in patients’
rooms and speciz] care is taken to remove all paraphernalia, those
rooms need not be surveyed.

.~ tp.-" In laboratory areas where only small guantities of gamma-emitting
- radioactive material are processed (less than 200 microcuries at a
) 5 _,tjlg). survey monthly with a radiation detection survey meter.

e — - ——

¢. In radiopharmaceutical sﬁonoe and ‘nd'lophamceuﬁcﬂ waste storage
... areas, survey weekly with a radiation detection survey meter. '

d.” “In Sealed source and brachytherapy stdragi areas, survey guarterly with
a radiation measurement survey meter.

2. Immediately notify the RSO if you find unexpectedly high or low levels.
Removable Contamination Surveys
,Survoy)\_krgg_s

‘- - . oy w - e R - 3 . prip 3 b
IRECYrate TV 7T wWIETS - want. ”
- -

a. 1n radiopharmaceutical ‘elution, preparation, and administration
areas, survey weekly for removable contamination. If diagnostic
- administrations are occasionally made in patients' rooms and special
care is taken to remove all paraphernalia, those rooms need not be
surveyed. .

b. In laboratory areas where only small quantities of phuton-emitting

radioactive material are processed (less than 200 microcuries at a
time), survey monthly for removable contamination.

N1
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¢. In radiopharmaceutical-siorage and radiopharmac | waste storlée

areas, survey weekly 1_'o vable contamination.

The wipe sample assay procedure should be sufficiently sensitive to detect
the presence of 2000 dpm/100 cm? of removable contamination (200

dpm/100 ca® for isotopes of jodine). You must use a radioactive source
with a known amount of activity to cofivert sample measurepents (usually

in counts per minute or cpm) to disintegrations per minutejor dpm.

Tamediately notify the RSO if you find unexpectadly high levels.

Records

1.

2.

.

.Keep a record of dose rate and contamination surug;‘nsults.‘ It nust

include the following information: ¥

a. The date, area surveyed, and‘equipunt_uud.' o

" b. . The name or initials of the person who made the suw.cy.-" :

¢. A drawing.of the areas surveyed with contamination and dose rate
action levels as established by the RSO. .(Recommended removable
surface contamination action levels are published in Rogulat.or{
Guide 8.23, “"Radiation Safet Surveys at Medical Insgitutions.” See
Regulatory Guice 8.23 or Table N-1 below for guidance in establish-
ing your action levels.)

Measured dose rates in mR/hr or contamination levels in dpm/
- 100 ca®, as‘appropriate. - T ¢ 7 -

-

e. Actions taken 'in the case of gice;sin dose rates or contamination
and followup survey information.

The RSO will réview and initial the record at least monthly and also

promptly in those cases in which action levels were exceeded.

The following information is l_iotfbii:i of the mode) procedure.

See Exhibit 16 for a sample record form. .

N2
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Table N-1

Recommended Action Levels in dpm/100 cm® for Surface
Contamination by Radiopharmaceuticals

P-32, Co-58, Fe-59,

Co~60, Se-75, Sr-85, Cr-51, Co-57,
In-111, I-123, 1-125, Ga-67, Tc~99m,
1-131, Yb-169, Au-198 Hg=197, T1-201

1. Unrestricted areas,
personal clothing 200 2,000

2. Restricted areas, e L
protoctivo clothing
used only ‘in rtstrictod < -
areas, skin - 2,000 20,000

-3
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Medco Health Corporation
532 Sylvan Avenue
Englewood Cliffs, NJ 07632

AREA SURVEY

COMPUTER \-
b
19}

PATIENT TABLE
0
"

[

NUCLEAR MEDICINE L
7

LOCATION mr/hr net dpm
1. Prep Area

2. Patient Table

3. Camera Head

4. Dose Calibrator
5. Operator Console
6. Floor

7. Other
Technician Survey:

Hands

123350
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APPENDIX R

Model Procedure for Waste Disposal
(See §§ 20.301, 20.303, 20.306, and 35.92.)

The following general guidance and procedure may be used for disposal
of radicactive waste. If you follow all the general -guidance and-procednrzs
yei may say on your application, "We will establish and implement the general
guidance and mode] procedures for waste disposal that were published in
Appendix R to Regulatory Guide 10.8, Revision 2." _ 2, B T:T’j

If you prefer, you may develop your own procedure for review. If you do
so, you should consider for inclusion all the features in the general guidance
and models and carefully review the requirements of §§ 20.301, 20.303, 20.306,
and 35.92. Say on your application, “We have developed a procedure for waste
disposal for your review that is appended as ATT 11.1," and attach your procedure.

Overview ok

There are four commonly used methods of waste disposal: release to the
environment threugh the sanitary sewer or by evaporative release; decay-in-
storage (DIS); transfer to a burial site or back to the manufacturer; and
release to in-house waste. With the exception of the patient cxcreta (see
paragraph 20.303(d)) and ?enera11y licensed in vitro kit exemptions (see para-
graph 31.11(f)), nothing these guidelines relieves the licensee from main-
taining records of the disposal of licensed material. (See paragraphs 30.51(a)
and 20 401(:)(3) )

smrn cumnce T st )
1 Al1 radioactivity labcls lust bc dhflcea or renov.d from containors and
packages prior to disposal in in-house waste. If waste is compacted, all
“~labels that are visible in the compacted mass must be defaced or removed.

2. Remind employees that nonradiocactive waste such as leftover reagents, boxes,
‘_bfand packing llturin! should not be. mixed with radicactive waste

3. ffoc:asionllly lonitor all procoduros to ensure that radioactive waste is
"~ ‘not created unnecessarily. Review all new procedures to ensure that waste
is hand1od in 2 manner consist&nt with tszab1ashod procedures.

4. -In all cases, consider the entire impact of various available disposal
routes. Considor occupational and public exposure to radiation, other
"2l hazards associated with the materjal and routes of disposal (e.g., toxi-
city, carcinogonicity, pathogenicity. flammability), and expense.

HDDEL Paocggggg FOR DISPOSAL OF LIQ!IDS AND GASE

Liquids may be disposed of by release to the sanitary sewer or evaporative
release to the atmosphere. This does not relieve licensees from complying with
other: rogulations regarding toxic or hazardous properties of these materials.

i
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1. Regulations for disposal in the sanitary sewer appear in § 20.303. Mate-
rial must be readily soluble or dispersible in the water. There are daily
and monthly limits based on the total sanitary sewerage release of your
facility. (Excreta from patients undergoing medical diagnosis or therapy
is exempt from all the above limitations; see paragraph 20.303(d).) Make
2 record of the date, radionuclide, estimated activity that was released

(in millicuries or microcuries), and of the sink or toilet at which the
material was released.

2. Limits on permissible concentrations in effluents to unrestricted areas
are enumerated in Table II of Appendix B to 10 CFR Part 20. These limits
apply at the boundary of the restricted area. Make a record of the date,
radionuclide, estimated activity that was released (in millicuries or micro-
curies) and estimated concentration, and of the vent site at which the mate-
rial was released.

i T g T R

Liquid scintillation-counting media containing 0.05 millicurie per gram
of H-2 or C-14 may be disposed of without regard to its radioactivity
(§ 20.306). Make a record of the date, radionuclide, estimated activity

(in millicuries or microcuries), calculated concentration in microcuries
per gram, and how the material was disposed of.

EL PROCEDURE FOR DISPOSAL BY DECAY-IN-STORAGE (DIS)

Short-lived material (physical half-1ife less than 65 days) may be dis-

posed of by DIS. If you use this procedure, keep material separated according
to half-life. . ,

w

1. Consider using separate containers for different types of waste, e.g.,
capped needles and syringes in ~-< container, other injection paraphernalia
such as swabs and gauze in another, and unused dosages in a third container.
Smaller departments may find it easier to use just one container for all
DIS waste. Because the waste will be surveyed with 21) shielding removed,
the containers in which waste will be disposed of must not provide any '
radiation shielding for the material.

2.  When the container is full, seal it with string or tape and attach an
. _identification tag that includes the date sealed, the longest-lived
radioisotope in the container, and the initials of the person sealing the
container. The container may then be transferred to the DIS area.

3. “Decay the material for at least 10 half-lives.

A PRior:ts Wisposal. s’ fh-house Vaste, Bonitor sach comtainer as follows:
gl (:I'uoc:_l';;ygal.l'_t?c radiation .dou':t_iop:;shrycy uur’ for proper operation;
b. Plah to monitor in & low-level (Tess than 0.05 millirem per hour)

" o - - .-

g wis? Y€

around the container;

c.  Remove any shielding from
d. Monitor a1l surfaces of each individual container;



' .
‘ .

. e. Discard as in-house waste only those containers that cannot be distin-
guished from background. Record the date on which the container was
sealed, the disposa) date, and type of material (e.g., paraphernalia,
unused dosages). Check to be sure no radiation labels are visible.

11.1/3

f. Containers that can be distinguished from background radiation
levels must be returned to the storage area for further decay or
transferred for burial.

5. 1f possible, Mo=99/Tc-99m generators should be held 60 days before being
dismantled because of the occasional presence of a long~lived contaminant.
When dismantling generators, keep a radiation detection survey meter (pref-
erably with a speaker) at the work area. Dismantle the oldest generator
first, then work forward chronologically. Hold each individual column in
contact with the radiation detection survey meter in a low-background
(less than 0.05 mR/hr) area. Log the generator date and cisposal date for

your waste disposal records. Remove or deface the radiation labels on the
generator shield.

MODEL PROCEDURE FOR TRANSFER FOR BURIAL

Except for material suitable for DIS and some anima) carcasses, solids
must be transferred to a burial site. Follow the packaging instructions you
received from the transfer agent and ine burial site operator. For your record
of disposal, keep the ur..igiaen. sheet that the transfer agent gave you.

MODEL PROCEDURE FOR RE _EASE TO IN-HOUSE WASTE

Waste from in vitro kits that are generally licensed pursuant to § 31.11
is exempt from waste cisposal regulations. Radicactive labels should be

defaced or removed. 1%ere is no need to'keep any record of release or make any
measurement. i e

MODEL PROCEDURE FOR RE URNING GENERATORS TO THE MANUFACTURER
'—-"~a;;3ii;:§§2?;;§§i~“S;;};¥55;'iﬁy?ﬁe returned to the manufacturer. This
permission does not relier> licensees from the requirement to comply with
10 CFR Part 71 and Departme* of Transportation (DOT) regulations.

1. Retain the records needed ‘o demonstrate that the package qualifies as a
DOT Specification 7A containor (see DOT regulations, paragraph 173.415(2) of

- 49.CFRPart 173). .- oo e
2. Assemble’the package in accordance with the manifacturer's instructions.

3. Perform the dose rate and removable contamination measurements required
"by ‘paragraph 173.475(i) of 439 CFR Part 373,

4. -Labe) the package and complete the shipping papers in accordance with the
manufacturer's instructions.

e 123350
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‘ NUCLEAR REGULATORY COMMISSION

_‘

Your license expired prior to the receipt of your application for
renewal Thomgn, your request is subject to the application fee(s)
noted above. Refer to Section 170.31 and Footnote 1(a)

MAKE PAYMENT OF THE FEE(S) TO THE U.S. NUCLEAR
REGULATORY COMMISSION AND MAIL THE PAYMENT TO THE
ADDRESS LISTED AT THE TOP OF THIS FORM_ IF WE DO NOT
RECEIVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS FROM
THE DATE LISTED BELOW, WE SHALL ASSUME THAT YOU DO NOT
xv(n%ouo PURSUE YOUR APPLICATION AND WILL VOID THIS

'NRC FORM 677
(196
e T AT
LICENSE FEE REQUIREMENTS OFFICE OF THE CONTROLLER
U.S. NUCLEAR REGULATORY COMMISSION
WASHINGTON, DC 20565-0001
TYPE OF ACTION
NEW LICENCE
RENEWAL OF LICENSE
MEDCO HEALTH CORPORATION AMENDMENT TO LICENSE
ATTN: DR. AHARON BEN-HAIM REGUEBTED DATE
221 60TH STREET
WEST NEW YORK, NJ 07093 6-17-96
LICENSE NUMBER
‘éFFECTIVE DATE FOR THE NEW FEE WAS 6/11/96. YOUR REQUEST NEW
WAS RECEIVED 6/20/96, THEREFORE, THE NEW FEE IS APPROPRIATE.
CONTROL NUMBER
123350
1. APPLICATION FEE DUE 1. FEE NOT REQU!
Your request for a licensing action is subject to the fee(s) in the
category(ies) noted below in accordance with Section 170 31 of the Enclosed is Check No which accompanied your
enclosed Federal k. - ter notice. Payment of the fee is required prior to request. The fee s not required because
the issuance of the 1se, renewal, or amendment
We received your Check
5., APPLICATION RENEWAL AMENDMENT No in payment of
7C s 1.400.00 s $ the fee
‘s ® 'S
s s s The Licensing staff has informed us that your request is to be
‘s s ‘s considered as a continuation of your request dated
s s |9 , Control No
| s | $ | $
! $ ! $ ! $ Your request was combined, prior to review, with your
’ ! ’ s request, Control
$ $ $ No
s s s
ill. CHECK RETURNED
PR S - o Enclosed is Check No which was
PAYMENT RECEVED 8 B, L) ereedran i
> AMOUNT DUE $ 300.00
INSUFFICIENT FUNDS
Your request was received without the prescribed application
fee ACCOUNT CLOSED
We received your Check OTHER
No 1305 in the amount of
s 1,100.00 Payment of the additional fee noted
S S, MAIL THE REPLACEMENT CHECK TO THE ADDRESS LISTED AT THE -
Your request will increase the scope of your ficense program. TOP OF THIS FORM AND REFERENCE THE ABOVE CONTROL
Therefore, lour request is subject to the application fee(s) noted NUMBER
above to Section 170 31 and Footnote 1(d)(2)

IV. LICENSE ISSUED WITHOUT THE REQUIRED FEE
License Ngmm

No , Issued on

was issued without the required fee being
coliected The fee required is noted in Section | of this
scope of your licensed program was increased. Therefore, your

request is subiect to the application fee(s) noted in Section 1 of this
form. Refer tc Section 170 31 and Footnote 1(d)(2)

Because of the urgency of your reqmt,’the license was 1ssued
mom remittance of the prescribed fee noted in Section 1 of this

\ ]
SIGNATURE - LICENSE FEE ANALYST LFDCB LFDCB Mietrih winn Crab oty oy N DATE
BE~ MAF Correspondence / PPy N % |
LFDCB Chief LFOCB Analyst ¢ Az fi= (CF 2 7
BRENDA BROWN 7/8/96 invoice File wiencl _LFDCB R/F 'yg DAF RIF 7-8-96
M) nwwmrﬁrm.«rm. Inc
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