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REGISTRATION CERTIFICATE—IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Sooton S e e lI ‘R 31 csulnh\hﬂ a peneral license authorizing phynu.ms clinical laborgtories, and bosprist f
prsstes certam amall guantities of byproduct material for in vitro clinical or laboratory tests not invalving the aiernfl
cvteragl adnnnetaton of the byprodict material or the radiation \herefrom to huiman beings or antmals. Posesagfn
P preoduet matenial under 10 CEFR 3111 is not authorized untit the physician, clinical taboratory, ot hosprsl haf tied
NKC Lo A6 and secenved from the Commission a validated copy of NRC Form 483 with registration numbes

. . e
-Arthvvr Ef'rOS m.U,

e RoAv K} hereby apply for a registration numiber puinan i
ae-r,‘ w. 'fwe(ue. m §31.11, 10 CFR 31 for use of byproduct matersabs for

SU&‘H« LIS . : T {please check one block only)

B s. Myself,a duly licensed physician authurized 1o dispense
Sod'rhﬁ‘e»‘l m"h jﬂ - ' drugs in the practice of medicine -

[.(303‘1 . [0 b. The above-nanied clinical laboratory
O c. The above-named hospital.
4. To be comph.tcd by the Nuclear Rtpuhlﬂl) Commpsaon

Submit this form n tnplicate to: chlstrauon number:

Orfwe of Nuclear Material Safety-and Sal’eguard\ i m m u‘ 81 mm Wm matou
()

ATIN: Radimsotopes Licensing Branch
U8 Nudlear Regulatory Commission %

Q
&
Washsngton, D.C. 20558 _ : < ) 8
. " | 4
%
°
%

kY s
&
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Please print or type the name and address (includ-
ing 21p coded of the registrant physician, clinical
laboratory, or hospital for whom or for which |

this repistratson form s filed. Position the first Mw &‘ Ctntchftﬁ‘d" Oct, 17' 1980 -
lettes ot the addiess betow the left dot. and do {1f this is an initial registration, leave this space blank ™ - number o be
not extend the address bey ond the right dot. (A1 assigned by NRC. If thus is a change of mformation from a previosiv

NRU. & repitration number will be assigned and . registered general licensee, include your registration nuniler
a vahdated copy of NRC Form 483 will be re- . .

unncd )

[Py P, o TR com

. lt pl e ul use s dmcnnl n.un address in ltem 1, please give u)mplele addresx

Caitdnation:

Lherely cernty that.
4 Abmtecmation m this registration certificate is true and complele.

n b w,.hu.ml has Appropriate, radiation measuring mstrumcnls 0 carly nut the tests for which bypruduu nurtertal vall ke ycedd wndes ch.- .

T e Rener. Tab licese 0 T CHR 3§11, The tests will be performed only by personnel competent in the use of lhe nstruments and in the

handling of the by product materials.

o b anderstand that (‘nmmissmn regul:niuns require that any change in the information furnished by a regitiant on thie reginteanon
vertticate be reported 1o the Director of Nuclear Material Safety and Safeguards within 30 days from the etfective date ol sach < huangy

Td V1 have read and understand the provisions of Section 31.11 of NRC regulations 10 CFFR 31 (zeprinted un the reverse side ot ths formi

and | undersiand that the registrant is required to comply with those provisions as to all hyproduct matenal which he receves, dogus
Prssesses, uses. of transfers under the general license for which this Registration Certificate is filed with the Nuclear Regulatony € oiuimasa-n

‘l)rm'- OC-'t '1’\ \9g0 : hy WWC/"W 22

Signatur®Ot pesson hling torm

Brthor Efros Mmoo,

Printed name and itle or position of person filing form

WARNING-1BUS.C,, chtipn 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,

. o g st e wide T g TN e oWt e e
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" .. mucrocuries each for use in in vitro clinical or’

", ceeding $O microcupieX sach for use in in vitro

_-animals, i

CGenesal License,™

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ VU General Hicensty 1or nse of by product
aupreniats teq certaa i vitra chnical or labpra-
ST testing Coal

11) A general Beemre is hereby issued to

" any physician, clinical laboratory or hospital
SO Teceive acguire, possgss, transter, or use, for

v o1 the tollowing «tated test>.in accordance.
wath the provisiens of paragriphs (b, (¢, (d).

bt

cooelhy hadine <128 mobnits not exceeding 10
acrtanes vach tor use i an vatro «inical o1
lahoraton tests not mvelving internal or ex-
ternal sdmunstiation of bypreduct material,

" of-the yadanoen therefrom. 10 human beings
. 3 .o

Cof animals, L ;

(2) lodine-131; 1 vnits not exceeding 10

lahoratory tests not involving internal or ex-
ternal administration of- by product material, or
‘the radiation therefrom, to human beings or
animals. - d .

(3} Carbon-14, in gnits not exceeding 10
microcuries ¢ach for usé in in vitro clinical or

"+ faboratory tests not invilying internal og exter-
nal administration of dyproduct material, of -

the radiation therefromt, to human beings ot
“(4) Hydrogen 3 (trizium), in unjts not ex-

clinical-or laboratory tests not involying inter-

- nal or external administration of Byproduct
nmaterial, ot the radiation thereirom, to human

beings ot animals. :

(3) Jron $9, in units not exceeding 20
- tucrocuries each for use 1 in vitro clinical or

laboratosy “tests not_inyolving internal or ex-
ternal administration al byproduct material,
or the radiation therefrom, to human beings,
ot animals. - e

(b} No person shall receive, acquire, pos-

eSS, use or transfer. by product. material. pur-

SMant to the general license estabiished by

S paragraph tad of thes section unti! he has filed
~NRC Form 483, “Registration Ceinficate In

Vitro Testing with Byprodact Maténal Under
will the Oftice of Nucleas

S Matenal Satesy and Safeguards, U S, Nuclear

,

2 ol iy secpon, the Tollowimg by-
prodtet metenadson prépa kaged units '

s - (11-The genersl licenses-chall pot

_eQuivaient radistion prateciion,

Regulatory: Commission,” Washington, 1.C.
2085S, and received from the Commission a
validated copy of NRC Form 483 with regis-
tration number assigned or until he has been
authorized pursuant 1o 8§ 35.14(c) of this chap-
ter to use byproduct material under the general
license in this §31.11. The registrant shall

furnish on NRC Form 481 the following infur-

mation and such other mformation as may be
required by that form:

(1) Name and addressiof the registrant;

{2) The location of use; and ’

(3) A statement that the registrant has ap-
propriate radiation measuring instruments to

carry qut in vitro clinical or !aburgfolsf tests
- with byproduct materials as suthorizad uader

the general license in parazrent: (a) of-this
section, and that such tests will be periprmed
only by personrel campetent in the use of
such instruments and in the hardling of the
byproduct materials. : -
(¢) A person who receives, acquires, pos-
Sesses or uses bypmduct‘maécria! pursuant to
the general license estabiished by varagraph (a)
of this section shall comply with the {ollowing:
i poisnss.
at any one time, pursuant to the genersl lcense
in paragraph (a) of this section, at any one
location of storage or use, e fotal amount of
iodine 125, iodine 131, and/or iron 59 in ex-
cess of 200 microcuries. )
(2) The gencral Yeansae shall stora the by-
product materizl, until utad, in the original
shipping containes ar in a container stoviding

(3) The gorneral lfconses shatl use the 'by~

" product material onty for the uses puthotized
- by paragraph {a) of tais saction.

(4) The gensral licensee shall not transfer
the by product misterial excent by transfer to a
person zuthorized to receive it by a license
pursuant to this chapier oz from an Agreement
State,! nor trznsfer e byproduct material in
any manner other than jn the unopened,
laheled shipping container a8 received from the
supplier, :

(d) The general licensee shall not receive,
acquite, possess, or use byproduct material
purstant (o paragraph {1} of this section:

(1) Exceptas prepackoged umt ain . -
labeled in accordance with the provsion. o
specific license issued under the pr oo
§32.71 of this chapter or in aceondance wih
the provisions of a specific licence 1saued by Lo
Agreement State that authorizes manutsciure
and distribution of 1odine-125, wdine 5o
carbon-14, hydrogen-3 (ntum). o aon 4
for distribution to persons genetally Lo 1
by the Agreement State

12) Unless the tollowirg staterren:
substantially simlar statenient whi te oo o
the information called for om the © k.,
statement, appears on g fabel alfixe! 7
prepackaged wnit - Tappesrs om0 2 arath
brochure which i i mpiaries the piacsge

This radion: rv€ matertal may be receped.
acquired, possessed,-and ured only by phvn
chans, clinical Yaboratones ar hospitals and only

for in vitro clinwal or laboratory tests not

involving internal or external admimistration ot
the matenal, or the rzdiation therefrom. to
human beings or animals. fts receipt, acquin-
tion, possession, use, and transfer are subject
to the regulations and s genesal license of the
U. S. Nuclear Regulatery Commission or uf 4
State with which the Commistion has entered
into an agreement for the exercise of reguls-
tory authority.

(¢) The regim:n! possessing ot using by
product materials under the genaeral license nt
paragraph (3) of this section shall sepurt in
wiiting to the Director of Nuclear Murend
Satety and Safeguards ary changes i the w
farmation furnished by him in the “Registia
tion Certificate - In Vitro Testing with Ry
product Material Under General icense," NRC
Foem 483, The report shull be furnished with-
in 30 days after the effective date of such
change * -

(1) Any person using byproaduct materat
pursuant 1o the goaeral lcense of paragraph (s
of this section i exenpt from the requare
ments of Parts 19 angd 20 of thas chapler wak
tespect Lo by product mmsterials covered by that
rereral livenve

e

the Avmie Fnergy Act of 1954, s amenced

19

NOYES

Tt A State 1 which certam repulatony anthority aver radivactive materisl has been transterred by formal sgreement. pursuant b section 274 0

:Mnicnnr renerally licensed under this section prior to January 19, 1975 may hear labels suthorized by the tegulatinns m etlent sn bapias |
s T . -

YA new triplicate se1 i;t this Repistration Certificate, NRC Form 483, Enuy be used to report any chanye of informanon Mt by greprtonn

as required by, § 3t 13c).

- M. larger guantitics-gr ather forms of byproduct materat than thoselspecified in the

cation tor Byproduct Matenal License,” NRC Form 313, shqild be filéd to obtain a s
. and registration forims may be abtaned from the United Stafes Nuclsar Regulatury
. isotopes Licensing 'l\irmyh, Divission' of Fuel Cycle and Material Safety

' ~Pursugnt WS USC S32teN M, enicted into law b
nnhed 1o individuals who supply information to th
. mamiained in a system of records designated as NR(

PRIVACY ACT STATEMENT

general-Beense of 10-CER Y] are sequited, ai” '\Aj-;‘i&»‘—‘ o
pecific byproduct materia) hnense. Copies of applic ation
Comunission, Washingion, D.C. 20555, Attention Kau.

y sectian 3 of the Privacy Act of 1974 (Pubtic Law 93-579), the tollowing dateraens +. 1
e Nuclear Regulatory Commission on Forms NRC-482 and NRC-4K 3
-3 and described ot 1,0 Federal Register 45334 (October 1, 1973).

(his mforsmaiun

1.. AUTHORITY. Sect;inns 81 and 161(b) of the Atomic Energy Act ot';',i954. as amended (42 U.S.C. 2111 and 2201(h)).

2. PRINCIPAL PURPOSE(S)

The information is evaluated by the NRC st2ff pursuant to criteria set forth in JOCEFR Parts 20-36 1. deterinme

whether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and The regulations of tha NRC 107 *he

issuance.of a registrajion ceértificate authorizing the-use of byproduct mater

al for medical use or in vitro testing.

-

3. ROUTINE U'SES" The-information may be used: (a) to provide records to State health depastments for their information and use: and ib, -..

provide information 1o Federal.“State,
information, investizition, -and

and locat health officials and other petsons in the even: of incident
. protection of the public'health and safety. The information may also be
* State, or local agencies in the event the information indicates a violation or potential violativn'of taw and in
-Judicial proceeding. In addition, this information may be transferr
and necessary for an NRC decision or to an appropriate Federal 2genc

+d 1o an appropriate Federal, State,
y to the extentrelevant and necessary for that agency's decision about you

GF EXPUSUIE for purpases ol they
disclosed to appropriale Federis
the Course ot an administrative .1

al

o1 Jocal agency to the aatent relevant

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING .’NFL‘RMATIONv

- Disclosure of the requested information
amend:ment thereof, will not be processed.

is voluntary.

i

£4

If the requested information is not furnished, however, the registration ceptificete. or

N




