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10 CFR 31

U.5, NUCLEAR REGULATORY COMMISSION Approved by GAO

_ REGISTRATION CERTIFICATE—IN VITRO TESTING - e-Roweo
‘. . - WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE - ' Y

- Section 31.11 of 10 CFR 31'establishes & general licensz authorizing physicians, clinical laboratoriss, and hospitals 10
80 Tpossess certain small quantities of byproduct materlal for in vitro clinical or laboratory 1ests not involving the internal or
"’ ", external administration of the byproduct material or the radiation therefrom 1o human beings or animals. Possession of

K_/""': ¢ ov, Dyproduct material under 10 CFR 31.11 is not authorized unti! the physiclan, clinical laboratory, ot hospital has filed

-NRC Form 483 and received from the Commission 2 validated copy of NXC.Form 4£3 with registration number.
. . ' '

® [ER PR I o ¢
L - H

-, ' L - . 3. 1 hereby apply for a registration numbsr pursuant to
- ROBERT?-,'}T’ WILLIAM’CM'D §31.11, 10 CFR 31 for use of byproduct materials for
PEOPLE 'S CLINIC, P. .E {please check one block only)
- 40U0 'W.. DAVISON AVENU

i . 2. Mysell, s duly licensed physician euthorized 1o dispens:
o . ... . DETROIT. MICHIGAN 48238 drugs In the proctice of medlcine. ’
e e T DhTRO,IT’ Mli ) -+ O b, The above-named clinical laboratory. \

. N PP S . . ' D) c. The ebove-named hospital, :
e LR - . . "« 4, To be complered by the Nucleer Regulttary Commisslon,
INSTRUCTIONS , ~ '3, " .03 . 0 — -

1. Submit this form in triplicate to: -~ - . _ e Registration number:

* Office of Nuclear Material Safety and Safeguards MR REQY, . " 61 0.3_.'
ATTN: Radioisotopes Licensing Branch FOR THE U.S. i‘!UCL'E&Q‘REGUL/\H‘@ECGH?‘:ISSION
ot . . . )

.S, Nuclear Regulatory Commission

. . . ) a‘ <
Weshington, D.C,.2055$ . ) pod i
. . . . . . J ! P - % 4 3
Please print ortype the name end address (includ- .« - |4~ - ";’/ ) e R )

2. . ;
- ing zip code) of the registrant physician, clinical ,//' ,;1{,{_/,,.(, /e ‘¢‘:'/,A.‘:,,/+ .
"~ laboratory, or hospital for whom of Tor which | A S A Ay oueT Ty
< this segistration form is filed. Position the first - - ~|ELOISE E. BARRY * k¥ ‘:’LUqLSF 10, 1987
© letter of the address below the left dot and do (If 1his Is an Initia! registration, leave this space blank — number to be -
d the add b d th htd At ; is i i 7 i ;
. - DOT extend the address beyond the right dot, (At assigned by NRC. If this is o chenge of informezticn from o previously
..,-\Rc.gdﬂ l”F'Wa“O“r ";‘E‘é"’;_ will 22;”'{5353 and - regisiered general licensee, include your registration number.,)
1 .vai:dated copy of N orm will be re- ) - -
‘\~_/ turned.) : . - .

5. If place of use is different from address in Item 1, please give complete address; .

46. Ccniﬁcation::_ A
" 1 hercby certify that: .

eyt . e - .

¢, Allinformation in this registration certificate Is true and complete. . *
b. The registrant has apbropriatc 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 materizls, . : .

¢. 1 understand that Commission regulutions require that an

y chunge in the information furnished by, a regisirant on this registration
certificate be reported to the Direcior of Nuclear Material

Satety and Sufepuards within 30 days from the effective date of such change.

d. ! have read and understand the provisions of Section 31.11 of NRC regutations 10 CFR 31 (reprinted on the reverse side of this form);
and 1 understand that the registrant iy required to comply with thuse provisions &s 1o &l byproduet material which he receives, acquires,
possesses, uses,or transfers under the penerul license for which this Registration Cprtifteate isfidd with the Nuclear Regulatory Commission.

Date " "Aud'ust’ 3, 1987

lly'

L .
[T

L R I D -
pN— ROBERTO 'J.' WILLIAM, M.D., MEDICAL DIRECIOR

Printed name and title or position of person filing form

'.\ARNING_-\B U.S.C.,Soction 1001; Actof Juna 25, 1948; 62 Stat, 745 makes It s criminat oftanss

H - : -
| to make s willfully falie ststement or 1 -
L representation 10 any depurument or spency of the U : b

“CLEIIF £% 10 vhy mrtter withic igg Lorlidiaginn




'

- nal administration of byproduct material, or'*

_ cation for Byproduct M

tory testing,

" sess, use or transfer byproduct

CONDITIONS AND LIMITATIONS

831.11 General ticense for use of byproduct
materials for certain in vitro clinical or labora.

*(2) A genzral license is hereby issued to '.
any physician, clinical laboratary or hospital
1o receive, acquire, possess, transfer, of use, for

any of the following stated tests, in accordance v furnish on NRC Form 483 (e following infor-

with the provisions of paragraphs (b), (¢), (d),
(e}, and () of this section, the [ollowing by.
product materials in prepackaged units:

(1) Todine-125, in units not exceeding 10
microcuries each for use in in vitro clinica! or
Laboratery tests not involving internal or ex-
ternal administration of byproduct material,
or the radiation therefrom, 10 human beings
Or animals, :

(2) lodine-131, in units not exceeding 10
microcuries each for use in in vitro clinicul or
laboratory tesis not involving internal or ex.
1ernal administration of byproduct material, or
the radiation therefram, 10 human beings or-
animals,

(3) Carban-14, in unity not exceeding 10 .
microcuries cach for use In {n viiro clinleal or
laboratory tesis not involving internal or exter.

the radiation therefrom, 1o human beings or
animals,

(4) Hydrogen 3 (tritium), in units not exe
ceeding 50 microcuries esch for use in In vitro
clinical or laboratory tests not involving Inter.

"nal or.external administration of byproduct

material, or the radiation therefrom, to kuman
beings or animals. '

L {5) Tron 59, in units not ‘exceeding 20

.. microcuries each for use in in vitro clinica) or
. laboratory tests not involving internal or ex-

ternal administration of byproduct material,
or the radiation therefrom, to human beings,

. oranimals,

* (b) No person shall receive, acquire, pos-
material pus.
Suant 3a.the general license established by
puragraph (a) of this section until he has filed -
NRC Form 483, “Registration Certificate—|n
Vitro-TcS\ing with Byproduct Material Under
GCeneral License,” with the Office of Nuclear
.\v!axe:ial.Safcly and Safeguards, U.S. Nuclear

-+ 20555, and received from

" tration number assigned of

‘the general license in

Regulatory Commission, Washingten, D.C,

the Commission
validated copy of NRC Form 483 with repis.
until he has been

autherized pussuant 1o §35.14(c) of this chap-

. ler 1o use byproduct material under the general

license in 93101,

this The segistrant shall
mation and such gther information as may be
required Ly that form:

{1) Name and address of the registrant;

(2) The location of use; and

(3) A statement that the 1egistrant has 2p-
propriate radiation measusing instruments 1o
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
paragraph (a) of this
section, and that such tests will be performed

. only by personnel competent in the use of

such ipstruments and
byproduct materials,

(c) A person who Teceives, acquires, pos-
¢35 01 uses byproduct inaterial pursuant to
the genernl license cstabllshed by puragraph (a)
of this section shaly comnply with the following:

(1) The general licensee shal) not possess
at any one time, pursuant to the general license
in paragraph (a) of (his section, 2t any one
location or storage or use, a tota) amount of
iodine 125, iodine 131, and/or iron 59 in 38
cess of 200 microcuries, Y :

(2) The general licensee shalt store the by.
product material, until used, in the original
shipping container or in g container providing -
tquivalent radiation protection, -

(3) The general licenses shall use the by.
product material only for the uses authorized
by paragraph (a) of this section.

(4) The general licensee shall not transfer
the byproduct material except by 1ransfer 10 a
peison authorized 1o receive i by a license -
pursuant 1o this chapter of from an Agreement
State,' nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as teceived from the
supplier,

(d) The general licenses shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

in the handling of the

OF GENERAL LICENSE 10 CFR 3111

. tion Certificate—~In Vitto

(1) Except as prepackaged units which are
labeled in accardance with the provisions of :
specific license issued under the provisions ¢
§32.71 of 1his chapier o1 in accordance i
the provisions of a specificlicense issue
Agteement State that authorizes man:
and disttibution of jodine-}25, jodin
carbon-14, hydrogen-3 (tritium), o1 irdm?
for distribution 1o persons generally licenss -
by the Agreement State,

(2) Unless the following statement, or :
substantizlly similar Statement which contaip .
the information calleg for in the followin,
Stalement, appears on a labe) affixed to eze
prepackaged unit or appears in a leafler ¢-
brochure which accompanies the packzge:’

This radicactive material may be received
gcquired, possessed, and used only bty phyy -
cians, clinical laboratories of hospitals anc onl,-
for in vitto clinical or laborztory tests nt-
involving in1ernal or externgl administration ¢
the matenal, or the racuation therefrom, 1
human beings or animals, Iis receipt, acguis -
tion, possession, use, and transfer are subje:.

" 1o the regulations and a general license of (hi-

U.S. Nuclear Regulatory Commission oy of .
State with which the Commission has entere.
into 2n sgreement for the exercise of 1egul:-
tory authority, : .

v L -noo-o-oouu-tc\o-ottocttoo.-

. .Name of menufacrurer
" (&) The repistrant possessing ar using by-
product materizls under the general license e’
Paragraph (a) of this sectjon shall report i-
writing 1o the Director of Nuclear Materiz

. Safety and Safeguards any changes in the 1r-

formation furnished by him in the “Registrs-
Testing with- By -
product Material Undes General Licens- °
Form 483, The report shall be furnist )
QS

in 30 days after the effective dasz
change,?

- - (D Any person using byproduct materiz’
- pursuantto the gensral license of paragraph (&’

of this section is exempt from the require-
ments of Parts 19 and 20 of this chapter wit*
Tespeet 10 byproduct materials covered by tha:
general license,

' A State to which certain regulatory wuthority over redioaciive
© the Atemic Energy Act of 1954, us amended,

> Material generelly leensed unde;
5

* A new triplicate set of this Repgistration Certificate, NRC Form 483, may be used 1o e

as required by §31.11(c). .

If larger quantities or other furims of byproduct ma
aterial License,” NRC Fomn 3!
and registraton forms may be obluined from the Uniy
isotopes Llcensing Branch, Divisian of Puel Cycle and

Pursuant to 5 US.C. 522a(e}(3), vracted into law b

supply wlformation 1o
maintained in a system of record. lesignated a8 NKC-3 andd esvaily

nished 1o individuals wha

1. AUTHORJTY Sections 81 nud 161(L) of the Alomic By

2. PRINCIPAL PURPOSE(S) ‘Il infarmation is evaluaiel Ly
whether the applicution conforms to the requitements ol the A
issuance of & segistration certinicate authorizing the use of 1

3. ROUTINE USES The infornunion may be used: (a) 10
© provide informaxior_\ 10 Fedesal, Stase, and Jue

Discloture of the fequested information is voluntar  the

amendment thereof, will not be processed,

NOTES

terial than those specified In the general le

ed Stales Nuclear

) Regulatory
Material Safery, . '

PRIVACY ACT STATEMENT

the Nuctear WKeeulatory Commission
cd ut 30 Federal Regisier 45334

» .

al bealth olticils and

port any change of information furnished by aregistran:

3, should be 1iled to obtain g specilic byproduet

y section b ufl the Privacy Act of 1974 (Public Law.93.579), the fallowin
on Forms NRC-482

material has been transferred by formal agreement, pursuant 1o szction 274 ck

this s_ccllon ptlor to January 19, 1975 may bear labels authorized by the regulations in effect on'Jznux'ry 1,

ense of I0CFR 3111 age required, an “Appl-
material Ucense, Copies of applicatior

Commlnion,-Washington. D.C. 20555, Auention: Radis-

g statement is fur-
tnd NRC-483, This information  is
(Ociober1,1978), -~ . .

Act of 1954, 15 emended (42 U.S.C..lel and 2201(bY).

the NRC stalf pursuant 10 criterla set forth in 10 CFR Parts 20-36 to determin:

tomic Energy Act of 1954, amended, and the regulations of the NRC, for th:
ypraduet material for medical use of in vilro testing. Co

\

pruvide records 1o State health departments for their Information and use; a1

other persons in the event of incident or exposure for purposes br-m"/
the public beshth gl sulety. The information may also be disc

3

losed to appropriate Federa!,



