\/ S .Secuon 31 ll of 10 CFR 31 estabhshes a °eneral hcense authorrzmg physicians, clinical la‘boratones and" hospltals to

Approved by GAO

NRC Form 483 o ' _ i on i U.S.NUCLEAR REGULATORV COMMISSION ‘;‘ R
o ég:;u . REGISTRATION CERTIFICATE—IN VITRO TESTING .. 3s-Role0
S o 5- WlTH BYPRODUCT MATERIAL UNDER GENERAL LICENSE A S

- possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving 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, or hospital has filed
ta.=  NRC Form 483 and recexved from the Comr:nssron a vahdated copy of NRC Form 483 with nglSmuOﬂ number.
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31 her‘e'b‘y"'apbly for a 'x'es;z,xsir'at'xont nﬁrhber pursuant o

Dly.- Laboratorfes & Ep‘!demio"logy '
“P.0. BOX,354O s

- (please check one block.only) :: N
D a. Myself,a duly licensed physxcmn authonzed to dxspense Lo

- drugs in the practice of medicine.” © - L
b The above-named clinical labmtory. -
“c.. The above-named hospital. - !

: .4 To be ccmpleted by the Nuclear 'Reguhtory Commxsxlon. A

) I\STRUCTIO‘IS 3
1 -Submit this form in tnphcate to:
-+ Office 'of Nuclear Material Safety and Safeguards
. ATTN: Radioisotopes Licensing Branch e
xy "U.S. Nuclea:"Re'gulatory Commission :
2 Washmgton, D. C 20555 .

2 Please pnnt or type the name and addxess (mclud- e

" ing 7ip code) of the registrant physician; clinical =

»laboratory, or hospml for ‘whom or for which -~

“this registration form is filed. Position the first +

*.““letter of the address below the left dotand do - hu:pa]e:.san
" not extend the address beyond the right dot. (At~ > °

. . amgned Y/, ge of information from a previously
NRC, a registration number will be assigned and .~ | . registered general licensee, include your registration number. '
a validated copy of NRC Form 483 wﬂl bere- | . gzs £ — ) £ : ,

\_,,/turr-ed) il

P T

,:;,

S f i ,..i:‘f;.‘
Aﬁé’égf '{s_' mailing address.;

e 4 __,‘,_-_-,,.,-..,...,.,,y. - -

. 6 Cemﬁcanon. i

EREEA Y F BN TE K ;yﬁ,: k s e . :

_general license of 10 CFR 31.11. The tests wﬂ] be performed only by petsonnel competent in the use of the mstmments and in the - :
_bandimg of the bypmduct matenals g

DR G 4 PRI

: c. X understand that Comrmss:on regulatxons requn'e that any change in the mformatlon fumxshed by a reg:stran! on thxs regmtranon ‘f' .
S cernﬁcate be reponad to the Duector of Nuclw \(atenal Safety and Sueguuds within 30 days from the effective da'te of such ¢

d. I have xead and understand the provmons of Sectxon 31 11 of NRC reguhuons 10 CFR 31 (repnnted on the reverse sxde 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 c':msfers under the general Lcense for whlch this Reg:stnuon Cemficate is ﬁled wnh the Nuclea.r Rezulatory Commxss:on.

: T- - _ e(ct) ngﬂfj of‘person ﬁhng form , e o
~:".Director, of L oratorieS'-* oA e

“Date_ 3/2/ 78

v“nmed name and title or posmon of petson ﬁlmg form .
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WARNING-18 US.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.

§31.11, 10 CFR 31 for use of byproduct matenals for L

b. The regxstxant has appxopmte radxanon measurmg mstrumants to can'y out the tests for whxch byprddnct mateml vnll be used under the




; L. of the radiation therefrom, to hnm:n bemgs,
. l.orammalsu_.-_..,---, :

§31 ll General license l'or use of byproduct
materials for certain m vitro clinical or labora-

- tory testing.

o (@ A general hcense is hereby rssued to
any physician, clinical laboratory or hospital .-

" to receive, acquire, possess, transfer, or use, for .
any oftl'e followmg stated tests, in accordance

. with the provisions of paragmphs (b), (c),(d),

" {e), and (f) of this section, the followmg by~
“product materials in prepackaged units: :
(1) Iodine-125, in units not exceeding 10
- microcuries each for use in in vitro clinical or -
laboratory tests not invoiving internal or ex- -
.ternal administration of byproduct material, .
“or the radrauon t.heret'rom, to lmmm bemgs
or animals. :
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conomox\ls AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31, T -

PR [~
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Revulatory

authorized pursuant to §35.14c) of this chap-

license in this §31.11. The registrant shall.
mation and such other information as may be
requued by that form: :
- (1) Name and address of the regrscrant. )
. (2) Thelocation of usezand’ .
(3) A statement that the registrant has ap- -
propmle radiation measuring mstruments to -

- carry out in vitro clinical or laboratory tests

! with byproduct materials as authorized under -
% the general license in paragraph (a) of this =

- {2). Iodmc-l.Sl in anits not exceedmgloa .« section, and that such tests will be performed -

* microcuries each for use in in vitro clinical of
internal or ex-: £ . such instuments and

_laboratory tests not involving.
ternal administration of byproduct material,of’ ;

“the radiation thetefrom, to human bﬂngs or' > *r {c) A person who rmes, aequues.

.:ur,l_o;,.;

anunals. ;

i

pos-;
“’ sesses or uses byproduct material pursuant to -

i, only by persennel competgnt in the use of :
in
byproduct materials’.

£)] Ca.rbon-l4 in nnits not exceeding 10 '? the genieral license established by paragraph @)

rmcrocunes each for nse in in vitro clinical or

laboratory tests not invoiving intemal or exzer—- T3 7(1) The general licensee shall not possess . :U.S. Nuclear Regulatory Commission or of & -
- State with which the Commission has entered i’ ’

+into an agreement for lhe exercrsc of

“nal administration of byproduct material, or’.

" the radiation therefrom, to human bemgs ot

animnals. *
4) Hydrogen 3 (tzmum). in u.mts not ex+.
ceeding S0 microcuries each for use in in vitro

E -~ clinical or laboratory tests not involving inter--

.;; by

1 of this section shall comply with the following:
at any one time, pursuant to the general license -

s location of: storage or use, a total amount of
- jodine 125, iodine 131, a.nd/or fron 59 in ex-
H oessof 200 microcuries. -
[ (2) The general hcensee shall store the by-

nal or external administration of; byproduct.f product material, until used, in the original

_material, or the radiation thetefmm, to humam» + shipping container or in a container provrdmg o
"beings or animals. : Iy
© 0 (3) Iron. 59, in units not exeeedmg 20: i
"microcuries each for use in in vitro clinical or. - product material only for the nses authonzed o

laboratory tests not involving internal or ex-
ternal administration of byproduct material,”

LRI

“equivalent radiation protection. @ -

by paragraph (a) of this section. .
537 (4) The general licensee shall not. transfer

* the byproduct material except by transfertoa
- 2% person authorized: to_receive it by a license : Form 483. The report shall be furnished with-

...._..—.....-..‘

(b) No person shail receive, acquire, pos- ;. pursuant to this chapter or from an Agreement

* sess, use or transfer b

Comrmssmn. Vvashmgton, D C.._;- '
:2:20555, and received from the Commission a-

validated copy of NRC Form 433 with regis- .
- . tration number. assigned or uxntil he has been

_furnish on NRC Form 483 the following infor-

handhngofﬂxc'.

_in' paragraph (a) of this section, at any one:.

. (3) The general licensee shail use the by-3 -
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labeled in accordance with the provisions of 2.

specific license issued under the provisionsof .-

32.71 of this chapter or in accordance with
" the provisions of a specific license issued by an

ter to use byproduct matesial under the general Agreement State that authorizes manufacture -

and. distribution of iodine-125, iodine-131,

‘carbon-14, hydrogen-3 (tritium), or iron-33 .

g (l) Except as prepackaged umts whrch are . -"- :

for dzstrlbuuon to persons generally hcensed :

by the Agreement-State.

(2) Unless the following statement, ora

substantially similar statement which contains

" the information called for in the followizg - -
- statement, appears on a label affixed to eacy ...~ -
~ prepackaged: unit or appears in’a lezfle; o

brochure which accompanies the package:™

- This radioactive material may be recelved.'
acqmred possessed, and used only by phys
cians, clinical Jaboratories or hospitals and only -

-for in vitro clinical or laboratory tests not
; involving internal or external administrationof . © -
. - the material, or. the radiation therefrom, to .\ .

“human beings or animals. - Its receipt, acquisi- .. - .-

" tion, possession,.use, and transfer are subject -~
“to the regulations and a general license of the -

story authority, 2. o5 G

Micro: M“L‘i}ﬁi‘“?ﬂhuﬁcmsf

product materials under the general license of

_tion Certificate—In Vitro Testing with By-
* product Material Under General License,” NRC

oduct material pur< ~, State,' nor transfer the byproduct materialin: change. ;
suant to- the- general license established by»— any- manner- other-than in the unopened,- e () Any person usmg byproduct mateml )

_. paragraph (a) of this section until he has filed ;| labeled shipping conta.mcr as recerved from the 7 1 pursuant to the generw license of paragraph (2)

NRC Form 483,
~Vitro Testing with Byproduct Material Unde:

" General License,” with the Office of Nuclear ; aequue, possess, or use byproduct material - : respect to byproduct matenals covered bythn '

“Registration Certificate-In :

suppher. B
¢ (d) The genera.l hcensee shall not recerve,

purmnttoparagmph(a)oft}msecuon- N

"of this section is exempt from the require-
- ments of Parts 19 and 20 of this chapter wita

general hcense. .

Matenal Safety and Safegturds, U. S. Nucleor

i "A State to wl’nch mtam reguhtozy authomy over rad:oacuve mneml lnsboen transferred by formal agreement. pursuant to secuon 2‘14 ol‘ ;
; 4 i

"the Atomlc Energy Ac: of 1954 as amended. v !

11975, - Py

asreqmred by §3L11(e)s 2 =37 ui:
If larger quantities or other fm'ms of

’~f{;m,<_(

E R TR ) ow o i ey e .
R - ey i e

r;: ~r.._'f'r ;fg WA .’;.a “tay g .-<.~,'.~.

T 3A new mphcate set of L‘ns R:gistnnon Cemﬁcate, NRC Form 483, may be und to report any change of mformanon fumrshed by a regxstra.ut '__

byproduct material than those speal'ed in the general hcense ol‘ 10 CFR 31 11 are requxred an "Appn-

reguh»

RIE paragraph (a) of this section shall report Ia .
writing. to- the Director: of . Nuclear Materisd - -
1 Safety and Safeguards any changes in the i~ - !
; formation furnished by him-in the “Registra- =}

in- 30 d’ays after the effecuve date of sudx )

. cation for Byproduct Material License,” NRC Form 313, should be filed to obtain a specific byproduct material license, Copies of applicatica - -

and registration forms may be ‘obtained from the United States Nuclear Regulamry Comn'umon Washmgton, D.C. 20555 Attennon: Radzo—-. o
motopes Lroensmg Branch, Dividon of Fuel Cycle and Material Safety. .. S S

‘.r. 3 kl. - "»:.
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- PRIVACY ACT STATEMENT..

Pursuant to 5 U S c. 522a(-}(3), emcted into law by section 3 of the Privacy Act of 1974 (Pubhc Law. 93-579) the followmg statement 13 for- -

ey -

‘1. AU'I'HORITY Secnons 81 and 16l(b) of the Atomn: Energy Act of 1934 as arnended (42 U S.C. 21 11 and 2201(b)) i : 7
2 PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staﬂ' pursuant to cntena set fcrth in 10 CFR Parts 70-36 to determme. e

:e-_,._ <y Ty

B R I Y

_ whether the application conforms to the requirements of the Atomic Energy Act of 1954,as amended, and the regula!xons of the NRC, for the

" ROUTINE USES

"f issuance of 2 regmnnon cemf cate authonzmg the use of byproduct matenal :or medml use or in vitro testmg

© it s e, e

* State, or local agencies in the event the information indicates a violation or potential violation of law and in the course of an administrativeer °
judicial proceedmg In addition, this information may be transferred to an appropriate Federal, State, or local agency to the extent relevaat -

- information, investization, and protection of the public health and safety. The information may also be disclosed to appropriate Federal,

. a.nd necessary [or an VRC decmon ortoan appropnate Federal agency to the extent relevam and necessary for that agency’s decision about you. .
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o The mformanon maybe used: (2) to prowde records 0 Sr:m: health departmems for theu- mformauon and use and (b) o
» " provide inforrhation to Federal; State, and local health officials and other persons in the event of incident or exposure for purposes of thexr

.-

.
IS

. WHETHER DISCLOSURE IS \lANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NO‘l‘ PROVIDING INFORMATION - :: :
.. Disclosure of the requested information is voluntary If the: requested mformatxon 1s not furnished, however, xhe re,rstrauon cert:mmte, or .-
: amendment thereof, will notbe processed S . PP v L

T u‘lu\-\uw-  otarad  F
R

(e) 'l‘he Tegistrant possessing or usmg by-r i

.- nished to individuals who supply information to the Nuclear Regulatory Commission on Forms NRC-482 and NRC-483 This mforrmnon -
mamtamed ina system of records dwgnatedasNRCB and described at 40 Federal Regmer 45334 (October 1, 1975) S S
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