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10 CFF4 31

U.S. NUCLEAR REGULAtORY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Appotwed l5y GAO

R0529

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians. clinical laboratories. and hospitals to
p assess certain small quantities of byproduct material for in ritro clinical or laboratory tests not involving the internal or

external administration of the byproduct material or the radiation therefrom tn himimman beings or animals. Possession of

byproduct material under 10 C(FR 31.11 is not authorized until the phy~iciar, clinical laboratory, or hospital has filed

NRC Form 483 and received froin !he Commission a validated copy of NRC Form 483 with registration number.
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~ ~ ., ~/1 64~3. I hereby apply for a registration numfber pu

§31.11, 10 CFR 31 for use of byproduct ma

F IIA I1 1 a. Myself.adulylicensedphysicianauthiorized trV drugs in the practice al- medicine.
0 b. The above-named clinical laboratory.
0 c. The above-named hospital.

-4. To be completed by the Nuclear Regulatory Cow

-. INSTRUCTIONS--
1. Submit this form in triplicate to: R o u:.

officc of Nuclear Material Safety and Safeguards FPj REGtq 7165
ATTN: License Management Branch O THE U. S. N4J;AAR ?i& TO .Y
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555 .-
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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.) I
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assigned by rRC. If this is a c/ange of iifbrtaIotion Jrw
registerced general licensee. include your registration

If place of use is different from address in Item I, please give complete address:
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6. Certification:

I hereby certify that:
'DII;

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

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the
general license or 10 CFR 31;11. The tests will be perrormed only by personnel competent in the use of the instruments and in the

himidling 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 or Section 31.11 of NR( regulations IO 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, ue, or transfers u nder the general license for which this Ristration Certificate is h the Nclear Regulatory Co.
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| WARNING-18 U.S.C.. Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense to make a willfully false stata3ment or
representation to any department or agency of the United States as to any matter within its ijurisdcton.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 (eneral3 icense lir use of byproduct Rcgulatoiy Coininis'ion, Washington. D.C. (I) Except as prepackaged units which are
materials for certain in vitro clinical or labora- 20555. and teceived froin the Commission a labeled in accordance with the pvovisions of a
tory tes~in. -- validated copy (if NRC Form 483 with regis- specific- license issued under the provisions of I

tr;tion number assigned or until he has been §32.71 of this chapter or in accordance with I
(a) A veneral license is hereby issued to authorized pursuant to § 35.14tc)ofthii chip- the provisions ofa specificlicense issued byan'

any physician. clinical laboratory or hospital ter to usde byproduct matchial under the general Agreement State that authorizes manufacture
to receive.atcquireeposscess~transrerbor use. for li ellse ill tilis § 31:1 1. TFlic registrant shlall and distribution of iodine-125. iodine-131.i
any of the following stated tests,in accordance furnish on N RC Form 483 tie following infor- carbon-14. hydrogen-3 (tritium). or iron-59
w ith thcprovivionS of paragraphs (b). (c),(d). mation and such other inforimation as may be for distribution to persons generally licensd

(e). and (t) of this section. the following by- required by that form, by thci Agreement State.
product materials in prepackaged units: (1) Name and address of the reeistrant; (2) Unless the following statement. or a

(I) lodine-l25. in units not exceeding 10 (2) The location of usc;and substantially similar statement which contains
microcuries.each for use in invitroclinicalor (t) A statenient thit ltte registrant has ap- the. information called-for in the following. I
laboratory tests not involving internal or ex-, propriate radiation- in14auring instruments to .statement, appears on a label affixed to each -

ternal administration of byproduct material, - carry out in vitro clirical or laboratory tests prepackaged unit or appears in a leaflel or
or the radiation therefr%;m. to human beings with byproduct materials as authorizcd under brochure which acconipanies the packag_::
or animals. --- the general license iin paragraph (a) of this - This radioactiye material may.be received.

(2) lodine-131. in.units not exceeding 10 section. and that such twits will be performed .acquired,-possessed. aid used only by physi.
microcuries each ror rse in in vitro clinical or only by persoinel Loltlpetent in- the use of ciansclinical laboratoriesor hospitalsand only-
laboratory tests not involving internal or ex- such instruments and.6n the handling of tbe for in vitro clinical or laboratory tests not
tcinaldruinistritionofbyproduct materiatbur byproduct irraIersl. involvinginternalor externaladministratiun of
the radiation therefrom. to human beings or (c) A person whok'oceives, acquires, pos- - the material, or the radiation therefrom, to
anrmals.: - 1 sesses or uses byproduat material puosuant to ..hurman beirigsor-animals. Its receipt, acquisi

(3j Carbon-14 in units not exceediig 10 *the general license estali lbled by paragraph (a).. ntion, possession. use, and transfertare, subject
miocriseah orue rii vtr ciicl r of titis section shall c6mpisly 'vith the: Following: to the regitlations and a ieneral~liceris~e of tlit'.

laloratory tests not involving internal or exter- - (l )-iThe gencral hiesce shall not pos.s: U.S.:Nucliat Regulatory Comminssion ororsoon mled n/
, nal administr3tion, of, byproduct materi 3 1 r;- at any'onetime, puruan t to the general license 'Slatewithliichthe onmifsiohsentered-

the radiation therefrom to humtn beings or in-aiagrap'l (a)of this section, at any one into an agreement for the-exercis of regula-
animals. locaition of storage or~fse, a total amount 01 tory authority. ,, -

(4) Hydrogetn 3 (tritiumi); in units not ex- iodine 125. iodine t31 arid/or iron 59 in cx 7 r > ; . . --- 5- 'V
ceeding 50 microcuries each for use in in vitro cess of 200( microcuries,..
clinical or laboratory tests not involving inter- (2) -The general liceiisee shall store the by- ame o manufacturer
nal or external administration of byproduct product material, until used. in the original le) The regictrant pessessing or usinm by-
materialior the radiation therefrom.to human shipping container, or in a container providing productmaterials under the general license of
beings or animals. - equivalent radiation protection. paragraph. (a) of this section shall report in

(5) Iron 59. in units not exceeding 20 (3) Thle general liccnsee shall use the by- writing to the Director of.. Nuclear Material
microzuries each for use in in vitro clinical or product material onlysior ilc uses authorized Safety and Safeguards any changes in the in,
laboratory tests not involvini. internal or ex- by parigraph (a) of thicecion Ibriation turniched by himtin the Reeistra-
lernal administration of byproduct material. (4) Theigencral licnee shll not trinsfer , tion Certiticate-In 'Vitro -Testingswith lv.
or the radiation therefrom. to human being. t the byprodtict nmateri42 ncept bv tran'::r to a product Material t nder General License N C
or anuntal%. -* . - person authorized i; eciVe it by a i:.en ,e Form 483 Thl report sil 11 be furnished us ith-

ibi No person shall receive. acquire. po- pursujnt to tilsichapt or froin an Aercement in-3( days alter the etfective date o1 fsuti,
NeC,. use or transfer byproduct maturial pur- Staie. nor transfer ili byproduct, mntaetl in ,change.':

: flt ,tO .tnhn-ener31-litense.e-tbli-hJ br ' Y man*Cr OLiser t lrn-J in t the -unopened,. ItAny person uising by product-material
parafr3ph (a) of this section.unuil lie hastfiled labeled shipping container A received from sIte pursuant to thegeneril license of paragrapit (a)
NRC Form 43. Re,.istrition'(crtiticate-In supplier. -- - .- of this section is exempt from the require-

-Vitro Testing with Hyproduct Material Under Ids The gew..i *.cns.ensha:: -. ot :::eive. nicnl; of Parts 19 and 20 of this chapie' with
- General License: with the Olfice ol; Nuclear acquire. posses, or uce byproduct ittarerial - respect to byproduct materials covered by that

alSely and Safeguards. U.S.-Nuclear pursuant to paragraph (a) of tiis section: general license.

NOTES ,
'A Slate to which certain regulatory authority over radioactive matcrial hts been transferred by formal agreement. pursuant to section 274 of

the Atomic Energy Act of 1954. as amended.

'Material generally licensed under this section prior to January 19. 1975 may bear labels autliorized by the regulations in effect on January 1.
1975. - . S - - - -

A rew triplicate set or this Registration Certificate. NRC I:orn 483. llaIy be ued to report any ciange of information furnished by a registrant
as required by §31.1 I(e).

Ir lar qcrqiinlities or olher fomrms of byproduct M;iterial than those rpecified in tlhe general licensc or 10 CI:R 31.11 are required. an Appli-
cation for Byproduct Material Licenrie NMU -orirto 313: ,;d llin * ..1a *1 . oi7;i a bp-:ifi prou duct naterial licenen. Copies orf api.:apion
and registrazion forms may be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20555. Attention: License

M-anagement Branch, Division of ::uel Cycle and Materiz.I Safety. -*
PRIVACY ACT STATEMENT- *

Pursuant to:S IJ.S.C. 522a(e)(31), enacted into law by section 3 oftlihe Privacy 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 recordsdesignated asNRC-3 and described at 40 Federal Registe45334(Octoberl11975).

I. AUTHlORITY Sections Xl and 161(b) of the Atiomic Energy Act of 1954. as amended (4' U.S.C. 2111 and 22fl lsh)).

2. PRINC!PAl PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 30-36 to determine
whether the application conforms to the reqtuirenments of the Atrntic ln rgy Act of 1954. as amended, and the regulations of the NRC, for the
issuance ofa registration certificate authori-ing the use of in vitro testing., '

3. ROUTINE USES The infoirniation may be used: ta) to provide rccords to State health departments for their informnation and use: and (b) to
prtoside inforglttion tis l:eder:al. State. and local health offlit-6ls and oltier persotts in the event of incident or exposure for purposes of their
infornaition, invcstigatimin. and protection of thl Iublic ie;m Ii 11i d safety. Thle in formintafion inay ;liso) be discl h 5ed ti appropria- i led zra l,
Sitre, or lo:;a! agenic. in the eveiw1 th i.mfornrm:miio illgdic;,j:As .m Viel.,ti..n tlr l tcitm:sll si.latiiune of liV ;ind in tile course of an adiltillistrati e or
j,,di al pro.eeding. In aulditismm. i,, iniorii;aiii niuay he iraii1sicuicdl to lit ahipri(tfii-e Federal. Slate. or lical areney to tile extent relevanm
JndI neesa ar! folr aii NR( decisms %. *r tom aplpro pria te I cdl ral ;:.gccY'y (1 tihe cx t relerallt atid necessa ry fur thiat aency' decision about yo i.

4. WHETIITR L)ISCILOSURE IS MANDATORY OR VOLUNIJARY AND) EFFECT1 ON INDIVIDUAL OF NOT PROVIDING. INFORNIATION
It is voluntary that you furnish, the requested inorirmatiun. If the requested information is not furnished, however, the registration certificate.
or amendment thereof. will not be processed.

5. SYSTrI M MANAOI`R(S) AND ADDRE.SS Director. Division of F ul Cktle iand Material Safety. Offire of Nuclear Material Sifety and Safe-
guardi.. U.S. Nuclcar Regulatory Commnission. Washingtoni. D.C. 20555. - . .
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