BioReference Laboratory

481 Edward Ross Drive
Elmwood Park, NJ 07407
1-800-229-5227

February 5, 2002

Materials Safety Branch (T-8, F-5)

Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
U.S. Nuclear regulatory Commission
Washington, DC 20555-0001

Dear Sir or Madam:

| am writing this letter accompanying these documents in order to have our current NRC
license changed to that of a lower (exempt) level user rather than our current status. | have
enclosed a copy of a current wipe test along with a map of the area that we are currently

working in.

If there is any further information that is required please contact me at 1-800-229-5227 ext
306.

Sincerely,

MY(\SS@V@



[NRC FORM 483 U.S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 31500038 EXPIRES: 07/31/2002

(7-1999) Estimated burden per response to comply with this mandatory cotlection
request 7 minutes. The validated registration serves as evidence to suppliers
of byproduct material that the registrant is entitled to receive the byproduct

REG'STRAT'ON CERT'F'CATE -.; in Vitro TESTING material. Send comments regarding burden estimate to the Records

Management Branch (T-6 F33), U.S. Nuclear Regufatory Commission,

Washington, DC  20555-0001, or by intemet e-mail to bjs1@nrc.gov, and t
WlTH BYPRODUCT MATERIAL UNDER the D;sk Officer, Office of Information and Regula;ory /\Jf?airs,nzl;é’g‘é:gm;
G EN ERAL L|CEN SE (3150-0038), Office of Management and Budget, Washington, DC 20503. i

a means used to impose an information collection does not display a currently
valid OMB contro! number, the NRC may not conduct of sponsor, and a
person is not required to respond to, the information collection.

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the
practice of veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving
the internal or external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of
byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, hospital, or veterinarian in the practice of|
veterinary medicine, has filed NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with a registration
number,

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.8. below) 2. APPLICATION (Check one box only)

. - | hereby apply for a registration number pursuantto 10 CFR 31,
r
Bio- Kefercnce Leboratenes Tnc Section 31.11, for use of byproduct materials for:

&f 4 3 Cdvo r-ﬂ Ross KOrive [:| Myself, a duly licensed physician authorized to disperse drugs in

. the practice of medicine.
Elrmwoosd /Fourk, ~nT oFZY0F P o
XThe above-named clinical laboratory.

TELEPHONE NUMBER (Include Area Code): ] The above named hospital.

20/ - ? 9 /- 2 é oo L] Vetennanan in the practice of veterinary medicine.

INSRUCTIONS ‘ 4. REGISTRATION

A. Submit this form in duplicate to: REGISTRATION NUMBER:

Materials Safety Branch (T-8 F5)

Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

(At NRC, a registration number will be assigned and a validated
copy of NRC Form 483 will be returned.)

t

In the box above, print or type the name, address (including ZIP} (i this an initial registration, leave this space blank — number to

Code), and telephone number of the registrant physician, be assigneid by NRC. Ifthis is a change of information from a
clinical laboratory, hospital, or veterinarian in the practice of previously registered general license, include your registration
veterinary medicine for whom or for which this registration form | ,;mper)

is filed.

If place of use is different from address listed above, give complete address. '

6. CERTIFICATION
| hereby certify that:

A. Allinformation in this registration cerificate is true and complete.

B. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used
under the general license of 10 CFR 31.11. The tests will be performed only by pérsonnel competent in the use of the instruments
and in the handling of the byproduct materials.

C. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration
certificate be reported to the Director of Nuclear Material Safety and Safeguards WIthln 30 days from the effective date of such
change. ‘ , ‘

D. I'have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this
form); and | understand that the registrant is required to comply with those provisions as to all byproduct material which he
receives, acquires, possesses, uses, or transfers under the general license for which 'this Registration Certificate is filed with the
U.S. Nuclear Regutatory Commission. !

PRINTED OR TYPED NAME AND TITLE OF APPLICANT SIGNATURE DATE
25 /b

[ranlk g\}c_:(‘_vl‘m,’ 'Z."{ M—\

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIM(NAL PENALTIES. NRC
REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS.
18 U.S.C. 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

NRC FORM 483 (7-1999) PRINTED ON RECYCLED PAPER



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of byproduct materials for oeriam
in vitro clinical or laboratory testing.

{a) A general license is hereby issued fo any physician,

:veterinarian inthe pracﬁce of veterinary medicine, clinical laboratory

or hospital to receive, acquire, possess, wansfer, or use, for any of
the following stated tes‘fs in accordance with the provisions of
paragraphs (b}, (¢}, {d}, {e}, and (f} of this section, the following
byproduct materials in prepackaged units:

5} lodine-125, in units not exceeding 10 microcuries each for
use in in vifro ¢l finical or laboratory tests notinvolving internal of -
external administration of byproduct material, or the radiation =
therefrom, to human beings or animals.

(2) Iodme—wé in unils no exceeding 10 microcuries each for

-use in in vitro clinical or taboratory tests notinvolving internal or

external administration of byproduct material, or the radiation

‘therefrom; to human beings or animals.

(3) Carbon- 14, in units not exceedmg 10 microcuries each for

-use in in vifro cli mca? of laboratory tests notinvolving internat or

external adminiStration of byproduct matesial, or the radiation ,j’
therefrom, to human beings or animals. '

{4} Hydrogen 3 {tritium), in units not exceeding 50 mtcrocazé
each for use in in vitro clinical or laboratery tests not involving /
internal or externat administration of byproduct material, orthe
radiation therefrom, to human beings or animals. ;

(Syiron 89, in units not exceeding 20 microcuries each for yise
in in vitro clinical or iaboratory tests not involving internal or extgmal
administration of byproduct material, or the radi atleﬁ therefmm to
human beings or animals.

(8} Selenium-75, in units not exceeding 10 microcuries dach

for use in in vitro clinical or faboratory tesis not involving interhal or

external administration of byproduct matetial, or the radiatio
therefrom, to human beings or animals.

7 Mock jodine-125 reference or calibration sources, in units
not exceeding 0.05 microcutie of lodine-128 and 0.005 midrecurie
of americum-241 each for use in in vifro clinical or laboratdry teslts
not involving internal or external administration of byproduft
matenial, or the radiation therefrom, to human beings or ammai

{b} ‘A person shall not receive, acquire, possess, usé or
transfer byproduct material under the general license established
by paragraph {a) of this secEon uniess that person: ,

{1} Has filed NRC Form 483, "Registration Certrﬁca’{e in vitro
Testing with Byproduct Material Under General License,” with the
Director of Nuclear Material Safety and Safeguards, U, S, Nuclear
Regulatory Commission, Washington, DC 20855- QOO# and
received from the Commzss;en g validated copy of NRC Form 483
with registration number assigned; or

© {2} Has a license that authorizés the medical us¢ of byproduct
matenal that was issued under Part 35 of this chapter.

{c) A person who receives, acquires, possesses or Uses
byproduct material pursuant {o the genera! license established by
paragraph (a} of this section shall comply with the féliowing:

{1} The general ficensee shall not possess, at any ane time,
pursuant to the general license in paragraph {8} of this section, at
any one location of storage or use, a fotal amountlof iodine ?25
iodine 131, selenium-75, and/or iron 59 in excess of 200
microcuries,

* accordance with the provisions of a specific

{2} The general icenses shall store the byproduct material,
untitused, in the origingl shipping container or n 2 coniainer

- providing equ;vaient radiation piotection.

{3} The general ivensee shall use the byproduct materia
for the uses aazf:honzed by pazagfaa%z {a)of &

{4y The genere icenses shall not transfe ot
matenal, except by transfer to & person authorized o receive thy a
license pursuant to this chapter or from an Agreement State, nor
fransfer the byproduct matedal in any manney other than in the
unopened, labeled shipping comtainer as required by §20.301 of
thischapter.
~ {5} The general licenses shall dispose of the Mock lodine-125
references or calibration sources described in paragraph (a}{7) of
this section, as required by §20.301 of this chapter,

{d) The gengral ﬁcez}see shall not receive, acquire, possess ar
use byproduct material pursuant to paragraph (@) of this section:

{1) Exceptas prepackaged uni s wi’}mh are iabsled in
¢ license issued under
the.provisions of §32 71 of this chapter or in accordance with the
provisions of & specific license issued by an Agreerment State that
atthorizes manufacture and distribution of lodine-125, iodine-131,
carbon-14, hydrogen-3 (tritum), selenium-75, iron-59 or Mock
lodine-125 for distrioution tc} persons generaﬁy ficensed by the
Agreement State.

{2) Uniess the foliowing statement, ora substantall v similar

statement which contains the information called.for in the Tollowing

statement, appears on & label affixed to each prepackaged unitor
appears in a leaflet or brochure which accompanies the paskage

This radicactive material may be received, acquired,
possessed, and used only by phystczans veterinatians in the
practice of veterinary madicine, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests notinvolving internal or
external administration of the material or the radiation therefrom, (o
human beings or animals. its receipt, acquisition, possession, use,
and ransfer are sublect to the regulations and a general ficense of
the U.S. Nuclear Regulatory Comimission or of a State with which
the Commission has entered into an agreement for the exercise of
regulatory authority.

NAME OF MANUFACTURER

{e} The mgm‘imﬂ‘i possessing or using byproduct material
under the general ficense of paragraph (a} of this section shall
report in writing to the Director of Nuclear Material Safely and
Safeguards any changes in the information furnished by him in

- NRC Form 241, "Registration Cerlificate - in vitro Testing with

Byproduct Material Under General License.” The repori shall be
furnished within 30 days after the effective date of such change.

{f) Any person using byproduct material pursuantio the
generdl icense of paragraph {a) of this section is exempifrom the
reguirements of Parts 19, 20, and 21 of this chapler with respectto
hyproduct materials covered by that general icense, except that
such persons using the Mock lodine-125 described in paragraph
{a)(7} of this section shall comply with the provisions o §20.301,
20.40G2, and 20.403 of this chapter,

1’ . NOTES

1 A State to which certain regulatory au’{hqﬂi}; over radioactive material has been transferred by formal agreement, pursuant to seclio

274 of the Atomic Energy Act of 1954, as amended

2 Material generaﬁ’y lfcensed under this séct{m prior to January 18, 1975, may bear labels authorized by the regulations in effect on

. January 1, 1675. {

% A rew triplicate set. of this Reg;stfatzor; Certificate, NRC. ?etm-ﬂtSS may be used o report any chafzge of information furnished by a

registrant as ;eqazcred by §31. 11{9}

it targer quantmes or eiher fafms of byp;oduct matena! than those spacified in the genefa! %1aense of 1{} CFR 31 ‘§‘§ are requ fed f

NRC Form 313, App&ca‘bon for Byproduct Material License,” to obitaifl a specific byproduct material license. Coples of application'and.__
= registration forms may be obtained from the Medica, Academic and commercial Use Safety Branch (O-6 H3), DM&O;} of %ndusma} an d
" Medical Nuclear Safety United States Nuclear Regu afory Ccmmxss;on Washmgton DC 20555»{)001 ’




Bio-Reference Laboratories, Inc.

— 481 Edward H. Ross Drive, Elmwood Park, N] 07407
(201) 791-2600
MAIN LABORATORY RIA WIPE TESTS
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