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WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a genier:al license authorizing physicians, clinical laboratories, and hospitals 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 or
byproduct material under n C(I:R 31.11 is not authorized until the phy.iciarn, clinical laboratory, or hospital hais filed
NRC Form 483 and received from the Comnmision a validated copy of NRC Form 483 with registration number.
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INSTRUCTIONS
1. Submit this form in triplicate to:

Office of Nuclear Material Safety and Safeguards
ATTN: License Management Branch
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

2. Please print or type the name and address (includ-
ing zip .code) of the registrant physician, clinical
laboratory. or hospital for whom or for which
this registration form is filed. Position the first
letter of the address below the left dot and do
not extend the'address beyond the right dot. (At
NRC. a registration number will be assigned and
a validated copy of NRC Form 483 will be re-
turned.)

3. 1 hereby apply for a registration number pursua
§31.11, 10 CFR 31 for use of byproduct materih
(please check one block only)
a. Myself,a duly licensed physician authorized todis

drugs in the practice of medicine.
O b. The above-named clinical laboratory.
Eo c. The above-named hospital.
4. To be completed by the Nuclear Regulitory Commi

Registration number: 6284

FOR THE U. S. NUCL RATORY CONMISSIO.

Shirley. A. Crutchfiefdt March 26, 1982
(If this is n initial registration. leas e this space blank - number to bh
assign ed,:M- ARC. If this is a c/hange of inubrinationm torn a pre; iotu sli

regiite'red general licensee. include !our registration nurn her.)
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f place of use Is different from address in Item I, please give complete address

6. Certification:

I hereby certify that:

a. All information in this registration certificate is true and complete..

b. The registrant has appropriate radiation measuring instruments to ciary 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 l)irector 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, ues, or transfers under the general license for which this Reqistration Certificate is filed with the Nuclear Regu mmission.
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Signature of ling form

,C"\, . � � , d_-1 (\ Q��, II \ k -7 ry-\ �,PrI nted n e a I or . p _ . - - f *_ . -orrit

Printed [utme and title or position or per on fihing forin

5.RNING-18 U.S.C.. Section 1001; Act of June 25. 1948; 62 Stat. 749; 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.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General licen ct'or use of byproduct Regulrtuiy Coinmission. Washington. D.C (1) Except as prepackaged units swhichare - - .1

materiali for certain in vitio clinical or labora- 20555. and received. frriom the Commission a labeled in accord3nce with the p-ovision5 ofa-

tory tes. validated copy of NRC I orm 483 with regis- specific license issued under the provisio'nk6f.
tration number assigned or until he has been §32.71 of this chapter or in accordance with

(a) A general license is hereby issued to authorized pursuantto §35.141c)ofthii;ltap- tie provisionsofa specificlicense issued byan

any physician. clinical laboratory or hospital tcr to Lise byproduct material under the general Agreement State that 3uthorizes manufscture.

to reccise.acquirepossess.transfer.or use, for license in this § 31.11. The registr3nt shall and distribution of iodine-175. iodine-131.

any of the follosing stated testsin accordance furnish on NRC Forni483 thefohlowinz infor- c3rbon-14. hydrogen-3 (tritium). or iron-59

sith the ~provisions Of paragraphs lb). c), (d), matioti and such other information as m3y be for distribution to pers45ns generally iicensed

(e). and (f) of this section. the following by- required by that form. by the Agreement State.

product materials in prepackaged units: (I) Name and address of the registrant, (2) Unless the following statement. or a

(I) lodine-125.'in units not exceeding 11 (2) The locationofluse; and substantially similar statement which contains-

microcuries. each for use in in vitro clinical Or (3) A statement that the registrant has ap- the information called for in the tollowing

lIboratory tests not involving internal or ex- propriate. radiation tmeasuring instruments to statement, appears on a libel affixed to each

ternal administration of byproduct material, carry out' in vitro clinical or laboratory tests prepackaged unit or appears in a leaflel or

or the radiation therefrom. to huntan beings with byproduct materials as authorized under brochure which accoMpanics the packagc:;

or animals. the general license in paragraph (a) of this This radioactive material may be received.

(2) lodine-131, in units not exceeding 10 section. and that suCh tests vill be performed -acquired. possessed, and used only by physi- i

microcuries each for use in ii vitro clinical or only by personnelcortitpetent in the use of cians. clinical laboratoriesor hospitals and only

laboraitory tests not involving internal or ex- such instruti ents and ii the handling of the for in vitro clinical or laboratory tests not

te;nalad-ninistition ofbypruductinaterialior bypro ducttateral .. invo!ving internal or external administration of

the radiation therefrom, to hum(n beings or ' (c) A person who teceives, acquires, pos- the material, or the radiation therefrom, to

animals. ' sesses or uses byprod ul material pursuant to humran beings or animals. Its receipt, acquisi-

(3) Carbon-l 4, in units not exceeding 10 . the general icenseestishd by paragraph (a) tion, possession. use, and transfer are subject,

, rocuries each for use in in vitro clinical or .of this section shall comply with thesfollowing: 'to the regulations and a general license of the J;

* laboratorytestsnotinvolving iInlerrialorieter ' (liTle gencral licensce shall nbt possess U. S Nuclear Regulatory Commission or of a

nal administration of byproduct material, or at any one time, pu rst t tothe general license State with which the Commission has entered

the radiation therefrom. to human beings or in paragraph (a) of this section, at any one into an agreement- for the exercise of regula-i

animals. ' location of storage o.use, a total amount to tory authority. i

(41 Hydrogen 3!(tritium). in units not'ex- iodine'125, iodine. 13*¾aiodlur iron1S9 in ex-

eding S microcuries eaich for use in in vitru cess or 210 miro.urie ., Na e of , anufacturer

clinical or laboratory tests nut involving inter- (2). The general Iinsee shall store the by- *

nal or external administration of byproduct product material, until used. in the original e) The registrant pessessing or using by-

material, or the radiation therefrom, to human shipping container or in a container providing product materials under the general license of :

beings or animals. equivalent radiation protection. paragraph (a) of this section shall report in X

(5) Iron 59. in units not exceeding 20 (3) The general litnsee shill use the by- writing to the Director of Nuclear Material

microzuries each for use in in vitro clinical or product material onl _or the uses authhrized Safety and Safeguard% any changes in the in-

laboratory test, not involving internal or ex- by pamagraph (a) oft ectton fortntion..furnisled by tim in the'Reeistra-
ternal adnrniqtration ot byproduct material, 14) The general ie %scc sitall not tr in-ser tion Certificate-In Vitro Testing with Hy-

or the radiation therefrom. to hutian beings. the byproduct mateiri. scept by trans:er to a product Materijl LUnder General License:' NRC'

or animials. person authorized'ti ne cive it by i i:a:ense 1orm 483. The reprt shall be furnished 'uithl-

ibi No pers)n shall reccise. acquire. pos- pursuant to thliscltapt orfruti an Aercement in 30) days alter the effectise date of such

ses. use or transfer byproduct material pur- State.' nor transfer ti byproduct mate:tal in change.'

gsuani. te general liense estcbli-hed'by. ny^Jaunt. -otete t nfjn ireh'unopened.,' ^ f) Any"person'using byprodiuCl ciiteaiil

pasayraph (a) of' this section until lie has tiled labeled %hipping container -aeceived from the pursuant to thegeneral license of paragraph (a) '

NRC F:orm 483, -Registration Ccrtil'icate-In supplier. of this section is exempt from the require-

Vitro Te,!ing with Byprodkct Material Under ld) The gctarra: licensee tal: .ot :::eive. ncnt; tuf Paris 19 and 20 of this cliaptet ith

* General License:' with the Office of Nuclear acquire.. possess, or use bypruduct ittaterial respect to byproduct materials covered by that i

? Material Safety and Safe'uards. U.S. Nuclear pursuant to paragraph la) ofltlii section: general license.

NOTES.';,-i

'A State to Which certain regulatory authority over radioactive material hls been transferred by formal agreement. pursuant to section 274 of

the Atomic Energy Act of 1954. as amended.

1 Material generally licensed under this section prior to January 19. 197Snmay bear labels authorized by the regulations in effect on January I,

1975. .

'A new triplicate set of tuis Registration Certificate. NR( F:orm 483, ntayhe used to report any Ca3nge of information furnished by a registrant

as tequired by § 31. e I Ie). V
If larger. quantities or other forms of byproduct inaterial tIhan tltose spificd in the general license of 10 ('I R 31.1 1 are required. an "Appli'

cation for Blyproduect Matcrial l.icense.' NRC' Forin 313.'%holild hie iled to ohtii a specilie byproduct mtnaerial license. ('opie orf applieatinn

and registration forms may be obtained from the United States Nuclear Regulatory Commission. Washington, D.C. 20555. Attention: License

Mlanagemeilt Branch. Division of V:uel Cycle and Material Safety.
PRIVACY ACT STATEMENT

Pursuant to 5 U.S.(C. 522a(e)H3), enacted into law by section 3 of the Pri`acy Act of 1974 (Public Law 93-579), the following statement is fur-

nished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 483. This information is maintained in a

system of records designated as NRC-3 and described at 40 Federal Registe. 45334 (October 1, 1975).

I. AUThCORITY' Sections 81 and 161(h) oflthe Atomic Energy Act of qt54.as amended 142 U.S.C'. 2111 and 2201b)).

2. PRINC!PAI. PURPOSI (S) The information is evaluated by the NRC stiff pursuant to criteria set forth in 10 CFR Parts 30-36 to determine

Whether the application conforms to the requi.em.nents of the Atomic Erreigy Act of 1954. as amended, and the regulations of the NRC. for the

issuanc of a registration certificate authorizing the use of in vitro testinrgai

3. ROUTINE USIS TIre inforri;ation miay be used: 1a1 to provide recordsio Stlte health departitients for their information and use: and (b) to

pros ide iniiormhation to Federal. State. and local health ofticials and other perso)ns in tHle event of incident or exposure for purposes of their

intorna ii in. investigttiion, anml proteclio n of the public lie:ltIi aid safety. The informatiatot mray am) oe disclwsed to a ppro pr iatt Fed cral.

Stat. Or I... ;,! .,g neiv . in tl; c.:ri tl, irtri:iti it iiidic;s J sinljuirn tsr poitentil irjlaJtiol of lIOV and iil thC coure ofI arn :Idiininistratise or

j,, laic.po arinn. In additinri, th intorinatili nay 1h traisfem-d it) 31n aliprpriu'e Feder.il, State. or locaI .gency it, the extent relevan:

atnd nri ccary s r al N R(c deciswnr't r to an appropriate I cdera a1Pircy ito the extent relevint and necessary for Ilhir ;i-encv's decision :ihout yuii.

4. WI-HETIIER IDISCI OS.REI IS MANDATORY OR VOLUNI'ARY AND) EFFECTr ON INDIVIDUAL OF NOT PROVIDING INFORMATION

It is voluntary that you furnish the requested information. If the requested information is not furnished, however. the registration certificate

or aamendment thereorf. will not be processed.

S. SYSTI M NIANA(;IR(S) AND Al)DRI SS l)irector. Division ofl I nJ CydL and Material Safety, Offire of Nuclear Material Safety and Safe-

guards. t.S. Nuclear Regulatory Colniission. Washington. D.C. 20555.


