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U. S. NUCLEAR REGULATORY COMMISSION 0

REGISTRATION CERTIFICATE -- in vitro TESTING
WITH BYPRODUCT MATERIAL UNDER

GENERAL LICENSE

APPROVED BY OMB: NO. 3150-0038
EXPIRES 3-31-96

ESTIMATED BURDEN -PER RESPONSE TO COMPLY WITH THIS
INFORMATION COLLECTION REQUEST: 7 MINUTES. THE VALIDATED
REGISTRATION IS MANDATORY AND SERVES AS EVItNCE -TO
SUPPLIERS OF BYPRODUCT MATERIAL THAT THE REVASTRANT IS
ENTITLED TO RECEIVE THE BYPRODUCT MATE' RIA FORWARD
COMMENTS REGARDING BURDEN ESTIMATE TO T INFORMATION
AND RECORDS MANAGEMENT BRANCH fr-B F3 U.S. NUCLEAR
REGULATORY COMMISSION,_WASHINGTON, DC 5-0001, AND TO
THE PAPERWORK REDUCTION PROJECT (31 0028), OFFICE OF
MANAGEMENT AND BUDGET, WASHINGTON, D 0503.

-a

section 31.11 of 10 CFR 31 establishes a geneaylicense authorizing physicians, clinical laboratories, erina s in the practice of

veterinary medicine to possess certain small quantities .of byproduct material for in vitro clinical or laboratory tests ninvolvin he internal or external

administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct rierial der 10 CFR 31.11 is not

authorized until the physician, clinical laboratory, hospital, or veteriarian in/the practice of veterinary medicine, has filed NRCQ483 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.B. below) 2. APPLICATION (Check one box only)

A -cp I hereby apply for a registration number pursuant to 10 CFR 31, Section
-mse, Hi \ \ - G o 8 v 31.1 1, for use of byproduct materials for:

_1_ 5_ _ N K : A. Myself, a duly licensed physician authorized to disperse drugs in

-^ 'o : . s i. pi e - -- the6 practice of medicine.

. 0 .~ ^ B. The above-named clinical laboratory.

TELEPHONE NUMX % nge AreaJa * -: -C. The above named hospital.

i070 D. Veterinarian in the practice of veterinary medicine.

3. INSTRUCTIONS: . 4. REGISTRATION
A. Submit this form in duplicate to: . . REGISTRATION NUMBER:

Medical, Academic and Commercial Use 9095.
Safety Branch (T-8 F5) . - A RGtq

Division of Industrial and Medical Nuclear Safety . iUCL ER REGULATORY tOfi ISSIOi
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.) .. ...

B. In the box above, print or type the name, address (including ZIP Carolyl Bcyle Auyg-Lst 5, 1996
Code), and telephone number of the registrant physician, clinical (If this an initial registration, leave this space blank - number to be

laboratory, hospital, or veterinarian in the practice of veterinary - assigned by NRC. If this is a change of infon-nation from a previously

medicine for whom or for which this registration form is filed. registered general license, include your registration number.)

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

6. CERTIFICATION

I hereby certify that: . ;
A. .. . n r . a to. . i n , . , ,t r e g i s t r a _n c a. _ r c.

A . All information in this registration certificate 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 personnel 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 within'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 I

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 Regulatory Commission.-

PRINTED OR TYPED NAME AND TITLE OF APPLICANT . SIG St A . DAT..

iii ' .q[3a7/
-

-YARNING:, FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL

9 PENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND

-4ACCURATE IN ALLVMATERIAL RESPECTS. 18 U.S.C. SECTION'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 (1-95)
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!: iTr i!; . I r ; _ CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
~~~. _ - I I - I -- + .- '. i.. :.. ................' ,

:- -

§31.11 General license' for use of byproduct materials for certain in t-selenhiim-75, andlor iron 59 in excess of 200 'rirrories.
vitro clinical or laboratory'tesig. . , - (2) ,The general -licensee shall store the, byproduct material, unt

, -, .. . 1-, ., j 'sed in the original shippirig container or; ir a container providing
(a) A general license is hereby, issued to any physician, veterinarian equivalent radiation piotection. . .'

in the practice of veterinary medicine, clinical laboratorybor hospital to (3) The general licensee'shall use the byproduct material only for
receive, acquire, possess, transfer, or ijse, for an' of.the following stated. ._ the uses authorized by paragraph (a) of this section. a'
tests; in accordancevwithithe,prov*ions of paragraphs (b), (c), (d), (e),. (14) The general licensee, shall not transfer.the byproduct.materiale
and If) of this section, thefoll-owing byproduct materials in prepack- except by transfer to a person authorized.to receive it by a license
aged unitse ..- , ' ..- - .E pursuant to this chapter orfrorn an Agreement State, nor transfer the

, (t) lodine-125i in units not exceeding 10 microcuries each for use . byproduct material in any manner. other than in the unopened, labeled'
in in vitro clinical or laboratory tests not involving internal or external shipping container as received from the supplier,
administration of-byproduct material, or the radiation.therefrom,,to (5) The general licensee shall dispose of thie Mock Iodine-125

'-.human beings cranimalsi i ' __ o .l' reference or calibration sources described in paragraph ta (7) of this;
(2) lodifi-131' int units not exceeding1- microcuries each for. use 4 sect-ion as, req4ired by. 20.301,of this chapter 4 tN

in in vitro clinical or laboratory tests not involving internal of external- k ; e s-haI n'ire e've,,tacqu, use'
-fdf-Th -qe~erl-lacqu ire .-Posse'ss s

, adrinistrat of byproduct material, or tht- radiation- theefrom, byproduct, materiNpurs t-to iagraph la) ofihis section. T4tohmapeig oo nias..-th efrom. - - (1)rductinaehi' purstiant *
to human beings or animals. i Except' as prebacoged units whicWi are rabeled in accordance

-(3-Carbon-14,-in units not-exceeding 10 microcuries each for use . l with the pr p of
-in.n vitro clinical or laboratoeyatests tof invotving internal orexternal2 §32.71 of-this chapter or in accordance with the Oroefiiorts of a
administration of byproduct material, or-the radiation; therefrom, specific license issued by an Agreement State that'authoriies manufac.',

to huan beings nim . . ture and distribution of iodth -125,jo'idln-111 1arbdn"14,hydragn -3
* (4) Hydrogen 3 (tritium),' in units not,exceeding 50-microcuries'- (tritium), selenium-75, iron-59 or Mock lodine-125 for distribution to

each for use In in vitro clinical or laboratory tests-not- involving internal persons generally licensed by the Agreement State.-a-
or externaf administration''oF byproduct material, or the radiation (2) Unless the following statement; ori 'a' subsfantially similar
therefrom, to human beings or animals. . statement which contains the information called for in the following

(5) Iron 59, in units not exceeding 20 microcuries each for use in in statement, appears on 'a label affixed tO each prepackaged! unit or
-¶ vitro clinical or laboratory tests not involving internal or external appears in a leaflet or brochure which accompaniesi th package: 2

administration of byproduct material, or the radiation therefrom, to This radioactive material ma~y be received, ac'qe'ired;.possessed, and
human beings or animals. - . * - used only by physicians, veterinarians in the prFactice of veterinary
in (6) Selenium-75, in units not exceeding 10 microcuries each for use medicine, clinical laboratories or hospitals and"onlY f6r in viti 5 clinical
in in vitro clinical or laboratory tests not involving internalor external or laboratory tests not involving interna Vor external admihistration
administration of byproduct material, or the radiation therefrom, the material or the radiation therefrom, to human beings or animal.
to human beings or animals. ' . * Its receipt, acquisition, possession,-usi7 nd transfer are subject to the

(7) Mock lodine-125 reference or calibration sources, in units not regulations and a general license of the U.S.' Nuclear RegultPo'ry Coin-
exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie of mission or of a State with which the Commission has entered into an
americiurm-241 each for.use in in-vitro clinical1or laboratory tests not, agreenentfor the exercise of reguiator'y'thrity i J
involving internal or external administration of byproductnmaterial, or : i 1 - D i to .1'> -
the radiation therefrom, to humnan beings or animals. *.. , - - -ce - * i -

Ib) A. person shall. notreceive,-,acquire, possess, use or transfe --
byproduct material under the general license established by paragraph I - . I -_ , - Name of manufacture
(a) of this section unless that person:

(1) Has filed NRC Form 483, "Registration Certificate-In Vitro (e) The registrant possessing or using byproduct materials under the
Testing with Byproduct-Material Under-General License,"-with-the, ... general license of paragraph. (a) of this section shalLreport in writing to
Director-of Nuclear-Material.Safety-and-Safeguards,-LS-_Nuclearj1'' the-director of Nuclear Material Safety and Safeguards any changes
Regulatory Commission, Washington, D.C. 20555, and received from in the information furnished by him in the "Registratiorl Certificate-In
the Commission a validated copy of NRC Form 483 with registration Vitro.Testing~with Byproduct Material Under General License," NRC
number assigned; or Form 483. The report shall be furnished within 30 days after the i

(2)- Has a license th ,at-authorizes. the. medical use? of-byproduct effective date.of such ciange.3 *. -
material that was issued under Part 35 of-th isch pter. - . ,-; -i - -I i If). Any.person using byproduct material.pu-rsuant to the gerieral

(c) A person who receives, acquires, possesses or uses byproduct ilicense of paragraph (a) of this section is exempt from th~erequirements 4
- 'I .-m aterial pursuant to the general license established by paragraph (a) of of Parts 19, 20 and 21 of this chapter with respect to byproduct

this section shall complywiththe following: imaterials, covered by that. general license except that such1 persons
(1) The general licensee-shall-not possess at any one time; pursuant - . using the Mock lodine-125 described in parag~ph Ha) (7of this section

to the general license in paragraph (a) of this section, at any one loca- shall comply with the provisions of § 20.301; 20402 an3d 20.403 of
tion of' storagq orl use, a total amount- of iodine:125,1 ,iodine. 131, t i s .chap. i ,

- L.z < . i- - - -. -

I

-- - -

? ------ _-- NOTES. , - - , - --
iA'-Slate to wvhich certain regulatoty authbr'y over radioactive Verial has been transferred by formal agreement, pursuant to section 274 of the -

Atomic Energy Act of 1954, as qmendea's - J it? -; -t 1> ;} !. . j -' ,;
. Matera n pridor t7 a lab'ereut ori ed by thbiregul ation. in fect .onr Janay 1,;75, g.ra1~ieseuditi;se y~4J 5Wr~arl[e~ h z t

3 Anew triplcate set of thisRegistration Cetificate, NRC Form 483,; may be used to report any ch ange of lnformation furnishedliya registra
9--as requi'redcrby 3'1)ii (e;:' J,;_;- ! i38. KI.j'.' 0-i-'.ii, ;C5' ... ' .. .
' ';, If angelqacntitjds'6(6theforms'of byproduct material tharythosq specified in the general !icense oft10 CFR31.11 are reculred;ln.`Applica7,
7tiop for, Byproduct Material, License-,'. NRC Form 313-should be-filed tO obtain a- specific byproduct.material.-licenseCopies of,-applicatio- and

'registration forms may be obtainedfioni 'the M~edic-al, Academ-ic an~dComme-rcial Use Safety Branch (6H3) Division of' Industrial and Medical Nuclear
Safety, United States Nuclear Regulatory Commission, Washington! DC 20555- ' .- P 'y` jT 2 ' i r..iY' '


