> NRC Form 483
“(1281)
10 CFR 31

C1fe

RN LIS

" laborajory, bospital, or veterinarian in the practice of

. Commlulon a vahdated copy of NRC Form 483 with registration number.

’DAVID-L. THOMSON, MD
“11885 E. TWELVE MILE ROAD
- 'SUITE 301B

"' WARREN, MICHIGAN 48093

R S

INS'I'RUCI'IONS

Secdon Sl.ll ‘ot 1o .CFR 31 mabhshes a geneul lieense tuthorlnnx physicmns. .Clinical labontones. hospmls, and -
vetainnhmhthepncueeofwminuymedxdnewpouuseaninmﬂqmdﬁaofbypmductmtemllorln vitro clinical .
orhbon&tytesumtinmlﬁnzthehtermlorutunﬂadmhﬂsmﬂouohhebyprodwmaterlalorthendiniontherefromto
bumanbdndornmmals Possession of byproduct material under 10 CFR 31.11 is not authorized until the physician, ¢linical -

veterinarymedicme humedNRCFormMandrweivedfmmthe"

3. I hereby apply for a’ regntnhon number pursuant ‘to
§31.11, 10 CRF 31 for use! of byproduct matenals for
(please check one block only) A
a._"Myself a duly licensed phyncxa.n aulhonzed to d:s-

. pense drugs in the practice of medicine. .

:J-b. The above-named clinical laboratory
O c. . Theabove-named hospital.
0 d. Veterinarian in the practice of veterinary medmne

4. To be completed by the Nuclear Regulatory Commlssnon

PR N

L Submk}hn form in triplicate to:
Office of Nuclear Material Safety and Safeguards
ATTN: Material Licensing Branch
~U.S. Nuclear Regulatory Commission
: _.Washinxton. D C 20555

.\\.»

which thhre;ism.ﬁon fo “filed, Position the
first letter-of the address below the left dot and do
not extend:he ‘address beyond the right dot. (At

 NRC, exegistration number will be assigned and a

Rexmnuon number: . i
o REG%’ ' 3096
FOR THE U.S. NUCLsik PEaULﬁiﬂPV CONISSIOY

.‘1’
: R
% % /a oy
".‘a«i«,r SRS g
LLYTSE £. BARRY ¥ ahx 0CTOBER @n, 1980-
2 !hzs is an initial registration, leave this space blank — number to be

a.signed by NRC. If this is a change of mfonnarion from a prewoacb
regl':ta'ed general license, include your reg:slrauon nnmber ) ..

Sty 4

MWMNRC?M 483 will be returned )

. If placc of useis dxfl'erent from address in Item 1, please give complete address:

. Certification:

" L hereby certify that:”

a.

b. The regi

the byproduct matenals

1 haverudmdunderswndtheprovmomolSecmnSI

All inlonnanon m mls regmnnon cemﬁeate is true ‘and complete.

hu appmpnaxe ndhnon ‘Measuring instruments to carry out the tests for which byprodua material w
general license of 10 CRF 31.11. The tests will be performed only by personnel competent in the use of the instruments and in the

-1 undersund that Commission regulations require that any change in the information furnished by a registrant on this regmnnon eemfxcate
- bcrepormho the Director of NnclearMnenal SafetyandSafeguards mthm 30days fmm theeffecuve date of suchclumge"" ”

ik

11 ofNRCreguhmom lOCFR3I (rtprmted on thereveuendeofthisform) and 1
undemandthauhereglstmmxsreqmred toeomplywiththoseprovhomntoallhymoductmaterml which he recéives: acquires; possesses,

C ot 4-__mwmfmmumexmdhmfmwmmhwmhmedmththeNuclearRegulawryCommnnon. e

- Secuon lOOl Act ol Juneli .*

representauon to any department or axéﬂey of i me Unlted Smes as to any matter’ within i ns Jumdxcu'o

1948 62 Stat.: 749'\makes ita crnmna] offensc 10 ‘make a willfull y; alsem

1337 FAAEAY R £ e i




-
Ca L

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of byproduct  Regulatory Commission, Washington, D.C. (1) Except as prepackaged units which are
materials for cextain in vitro clinical or labora- 20355, and received from the Commission s labeled in sccordance with the provisions of a
torytesting. = . T validated cot: of NRC Form 483 with regis- ' cific license issued under the provisions of i
T R tration number assigned or until he has been 32,71 of this chapter or in accordance with i
(s) A general license is hersby issued to  authorized pursuant to § 35.14(c) of this chap- provisions of 8 specific license issued by s
any physician, clinical laborstory or hospital  ter to use byproduct materisl under the general Agreement State that authorizes manufactu
to receive, acquire, possess, transfer, ot use, for  license in this §31.11. The registrant shall - and distribution "of iodine-125, iodine-13s
any of the following stated tests, in accordance  furnish on NRC Form 483 the following infor- carbon-14, hydrogen-3 (tritium), or iron-59
. with the provisions of parsgraphs (b), (c),(d), mation and such other information as may be  for distribution to persons generally licensed i

(¢}, and () of this section, the following by- required by that form: by the ment State.
product msterials in prepackaged units: (1) Name and address of the registzant; - (2) Unless* the following statement, or a
(1) lodine-125, in units not exceeding 10 (2) The location of use; 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 followin
mbosatory tests not involving internal or ex- propniate radiation measuring instruments to  statement, appears on a label affixed 10 eac
terna) adminisisation of byproduct material, - carry out in vitro clinical or laboratory tests Krcpacka;ed‘unit or sppears in s leaflef or
or the radistion therefrom, to human beings ~ with byproduct materials as suthorized undei rochure which accompsnies the package: ’
or animals. . Co o the general license in puu;m:h (a) of this This radioactive material may be received,
© (2) Jodine-131, in units not sxceeding 10  section, and that such tests be performed  scquired, possessed, and used only by xhysi-
mictocuries each for use in in vitro clinicalor  only by personnel competent in the use of  cians, clinical laboratories or hospitals and only
Iaboratory tests not involving internal or ex- = such instruments and in the handling of the .. for in vitro clinical or lsboratory tests not

\c;nai aaministzation of bypeoduct material, o1 byproduct materials. involving internal or external administration of
‘the radiation therefrom, to human beings ot (c) A person who receives, acquires, pos-  the material, or the radiation therefrom, to
snimals. _ sesses of wes byproduct material pursuant 1o human beings or animals. 1ts receipt. s uis

emme (3) Carbon-14; i units not exceeding 10 - the general license established by parsgraph (a) - tion, possession, use, and transfer are subject
.microcuries each for use in i vitro clinical or  of this section shall coraply with the following: to the reguiations and a general license of the
Laboratory tests not involving internal or exter- (1) The general beensee shall not possess  U.S. Nuclear Regulatory Commission or of 3
_ nal sdministration of byproduct material, or a1 any one time, pursuant to the general license  State with which the Commission has entered
the radiation therefrom, 1o human beings or  in paragraph (s) of this section, st any one into an agreemeni for the exercise of regula-
snimals. RS ' locstion of storage or use, a total amount of tory authority. . )
(4) Hydrogen 3 (tritium), in units not ex- jodine 125, jodine 131, and/or iron 59 in ex- . *
mdinr 50 microcuries each for use in in vitso  cess of 200 microcuries. AR A S
clinical or laboratory tests not involving inter- (2) The general icensee shall store the by-
nal or external sdministration of byproduct  product material, until used, in the original

(¢) The registrant possessing or using by-
material, or the radiation therefrom,to human  shipping container or in a container pr

product materials undez the general license of

beings or animals. LAV squivalent radiation protection. ' paragraph (a) of this section shall report in
(5) Iron 59, in units not exceeding 20 (3) The general licensee shall use the by-  writing to the Director of Nuclear aterial
wirrarnries each for use in in vitro chnical or - uct material only for the uses authorized  Safety and Suf;iuuds any clunf‘es i; the in-

¢ “Registra-

laboratory tests not involving internal or ex- . by put%l:h (a) of this section. " formation furnished by him in t
ternal administration of byproduct material, - (4) general licensee shall not transfer . tion Certificate~In Vitro Testing with By-
or the radistion therefrom, to human beings, - the byproduct material except by transfer to a .- product Material Undes General License,” NRC
or animals. . person suthorized to receive it by a license orm 483. The report shall be furnished with-

(b) No person shall receive, acquire, pos- ursuant to this chapter or from an Agreement  in 30 days after the effective date of such
ness, use or transfer byproduct material pur-  State,' nor transfer the byproduct material in 3 -
suant to the general license established by any manner other than in the unopened, ' - (f) Any person using byproduct mater’ )
ﬁuguph (3) of this section until he has filed  labeled shipping container as received fromthe  pursuant to the general license of paragraph

RC Form 483, “Registration Certificate=In mpflier. of this section is cxemsl from the requi

Vitro Testing with Byproduct Material Under d) The general licensee shall not receive, ments of Parts 19 and 20 of this chapter with™
General License,” with the Office of Nuclear  scquire, possess, or use byproduct material  respect to byproduct materials covered by that
Material Safety and Safeguards, U.S. Nuclear  pursusnt to paragraph (s) of this section: genensl license.

NOTES

! A State to which certain regulstory authority over tadioactive material hat been transferred by formal agreement, pursuant to section 274 of
the Atomic Encrgy Act of 1954, as amended.

;gw:xhl generally ticensed under this section priot to January 19, 1975 may beas labels authorized by the regulations in effect on January 1,

~ aa n,wdt;!pugi;ilu n o)l‘ this Registration Cestificate, NRC Form 483, may be used 1o report any change of information furnished by a registrant
as required by .11(e). o : :
’:?hner quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are zequircd, en “Appli-
cation for Byproduct Material License,” NRC Form 313, should be filed to obtain a specific byproduct material license, Copies of application
and registration forms may be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20555, Attention: Radio-
" sotopes Licensing Branch, Division of Fuel Cycls and Material Safsty. S . o .
PRIVACY ACT STATEMENT

Pursuant to 5 US.C. 522a(¢)(3), enacied into law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the following statement is fur-
- pished 1o individuals who supply information to the Nuclear Regulatory Commission on Forms NRC-482 and NRC-483. This information s
maintained in a system of records designsted as NRC-3 and deu:n&d at 40 Federal Register 45334 (Octoder 1, 1975). ‘

1. AUTHORITY Sections 81 ssd 161(b) of the Atomic Energy Act of 1954, as amended (42 US.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evalusted by the NRC staff Xurmnm to criteria set forth in 10 CFR Parts 20-36 to determine I
whether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for the ;
fssuance of a registration cestificate authorizing the use of byproduct material for medical use or in vitro testing. ;

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their information and use; and (b} to
ﬁ?vide information to Federal, State, and local health officials and other persons in the event of incident or exposure for purposes of their
'ormation, investigation, and protection of the public health and safsty. The information may also be disclosed to appropriate Federal,
State, or local agencies in the event the information indicates a violation or potential violation of law and in the course of an administrative or
judicial proceeding. In addition, this information may be transferred to an sppropriate Federal, State, oz Jocal agency to the extent relevant
and necessary for sn NRC decision or to an appropriste Fedezal agency to the sxtent relevant and necessary for that agency's decision about you.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATIC ‘
Discl %mu o{hl.h'c” r;qmud ﬁoxmdcn {s voluntary. If the requested information is not furnished, howsver, the registration certificate, L. -
amendment » not o ' .
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