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Secshe_1.11 of 10 CFR 31 establisnes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practice of veterinary '~
medicine to possess certain small quantities of byproduct material for in vitro clinical or labaratory tests nat involving the internal or external agministration
of the byproduct material ar the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is plot autharized
until the physician, clinical laboratory, hosoital, or veterinarian in the practice of veterinary medicine, has filed NRC Form 483 and receiveg/from the Com-
mission a validated copy of NRC Form 483 registration number, . ‘

-

2. APPLICATION | /

-Slna,ll },iOSpltal . | hereby apply for a registration number pursuani/{o 10 CFR 31,
Radiation Phy51c§ Section 31.11, for use of byproduct materials for/

6767 W. Outer Drive (check one box only)

Detroit, MI 48235 .

A. Myself, a duly licensed physician authorized to dispense drugs
in the practice of medicine.

. The abave-named clinical laboratory.

B
X | C. The above-named hospital.
D. Veterinarian in the practice of veterinary medicine,

-

. INSTRUCTIONS:

A. Submit this form in tripticate to: - ‘ 3. REGISTRATION

Medical, Academic and Commercial Use
Safety Branch (6H3)

Division of Industrial and Medical Nuclear Safety REGISTRATION NUMBER:

Office of Nuclear Material Safety and Safeguards 0880

U.S. Nuclear Regulatory Commission

Washington, DC 20555

aR REGy
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) >
(At NRC, a reqistration number will be assigned FOR TH? S. NUCPEAR REGULATORY COMMISSION
and a validated copy of NRC Form 483 will be = == 2
- “ned.) @ % = 53
\ } w J
\\’_/box above, print or type the name and address "% L0 éo\"
{{icluding ZIP Code) of the registrant physician ) * g X

clinical labaratory, hospital, or veterinarian in the ,

praczice of veterinary medicine for whom or for 2 l

which this registration form is filed. d

(1kavalys iy Ryiscration, leave this sAR¥ amhRT_ Aymb38D pe

assigned by NRC. If this is a change of information from a previously
registered general license, include your registration number.).

1. If place of use is different from address listed above, give complete address:
Oakland Internists Associates
. 28625 Northwestern Highway
;Southfield, MI 48034

8§, CERTIFICATION

| hereby certify that:

A. Allinformation in this registration certificate is true and complete. .
B. The registrant has appropriate 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 materials. o , o

C. 1 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. | have read and understand the provisions of Section 31.11 of NRC requlations 10 CFR 31 (reprinted on the reverse side of this
form); and | understand that the registrant is required to comply with those provisions as to all byproduct material which he receives,
acquires, possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the U.S. Nuclear
Regulatory Commission. . . : : :

; . ‘R TYPED NAME AND TITLE OF APPLICANT ISIGN RE OF APPLICANT l DATE
\ ‘ . d
Pt.<¢en Dalmia, M.S., R.S.0. - . ~~ é - _ 10-25-93

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL PENALTIES, NRC REGULATIONS
REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 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,

B —




" ~“administration of byproduct ‘material,’

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

° § 31.11 General licanse for use of byproduct materials for certain in
vitro clinicai or laboratary testing,
{a) A general licanse Is hereby issued to any physician, veterinarian

in the practics of veterinary medicine, clinical 1aboratory or hospital to
raceivo. acquire, possess, transfer, or use, for any of the following stated
tests, in accordance with the provisions of paragraphs (b), (cl, (d) (o)

* and (f) of this section, the followmg byproduct matarials in prepack- =

aged units: -- S R R,
{1) !odine.125, in unm not exceeding 10 rnlcmcurm oach fcr use

" equlvalent radiation protecticn,
{3} The general licansee shall use the hyproduct material oniy for

selanium-75, and/or iron 53 in excess of 200 microcuries,
{2) The general licenses shall store the hyproduct material, unt’
used, in the original shipping container or in a container providir

" the uses authorized by paragraph {a) of this saction.

" “except by transfer to a person authorized to receive it by 3 license

(4) The general ncensce shatl not transfer the hyproduct material

pursuant to this chapter or from an Agreement State,! nor transfer the

: byproduct material in any manner other than in the unopened, labeled

in in vitro clinical or laborstory tests not involving internal or external -

admumstraticn of bvproduct mat'enal or tho radlation thonfrom to
" human beings or animals, . .~ B N '
{2) ladine-131, in units not oxceeding 10 microcuries sach for use

~*in In vitra clinical or laboratory-tests not: mvotvmg internal or external- —— -
.ar the radlmon thmfrom.....-_
_to human beings or animals, . C T e el -

.-administration.. of. bypreduct .material,

{3) Carbon-14, in units not axceed(ng 10 mlcrocuries each for use
“in’In vitro clinical oF Iaboratorv tests not invoiving internal or external
‘or ‘the radlatfon therefrom,-

-t human beings or animals,

{4) Hydrogen 3 (tritium}, in units not cxcsed[ng 50 m!cmcur!es

.- each for use in in vitro cﬂmcal or labaratory tests not involving internat
or axternsl administration of byproduct material, or ths radiation
therefrom, to human beings or animais,

(S) Iron 59, in units not exceeding 20 microcuries each for use in in
vitra clinical or laboratory tests not involving internal or externai
administration of byproduct matenal cr the radlauon therefrom,
human beings or animals. . . .

(6) Selenium.75, in units not exceeding 10 microcuries each fcr use
in in vitro clinical or iaboratery tests not involving internal or external
administration of byproduct materiai, or the radiation therefrom,
to human beings or animais,

(7) Mock lodine-125 reference ar calibration sources, in units not
exceeding 0.05 microcurie of jodine-129 and 0.005 microcurie of
americium-241 each for use in in vitro clinical or laboratory tests not
Invalving intarnal or external administration of byproduct matenal or

shipping container as received from the supplier,
(S} The general licanses shail dispose of the Mock lodine-125

, reference or calibration sources described in paragraph (al(7} of this
" section as required by § 20.301 of this chapter,

-

(d) The genersl licenses shall not receive, acquire, possess, or use
byproduct materisl pursuant to paragraoh (a) of this section:
{1) Except as prepackaged units which are labeled in accordancs

f with the provisions of a specific licanse issued under the provnion: of

§ 3271 of this chapter or in accordance with the provisions, of 4"

- specific license issued by an Agresment State thst authorizes. manufac-
tura and distribution of iodine.125, jodine-131, carbon-13, hydrogon—&
(tritium}, selenium-75, iron-59 ar Mock lodine.125 for dismbutlon to
persons generally licensed by the Agreement State.

(2) Uniess the ‘foilowing statement, or a substantiallv sxmllar

" statement which contains the information called for in the following

statement, appears on a label affixed to sach prepackaged unit or
appears in a leaflet or brochure which accompanies the-package:2
This radioactive material may ba received, accluared possessed and
used only by physicians, veterinarians in the practice of veterinary
medicine, clinical aboratories or hosoitals and aniy for in vitro clinical

' or laboratory tests not involving internal or external administration ¢

the material or the radiation therefrom, to human beings or animz
Its receipt, acquisition, possession, use, and transfer are subject to tt
regulations and a’general llcense of the U,S, Nuclear Regulatory Com-

" mission or of a State with which the Commission has entered into an
agreement for the exercise of regulatorv authority.

el s

-

N

~

. the radistion therefrom, to' human beings or animals, - - - - .
- {b} A person shail not receive;, acquirs, possess, use or tran:fer . :
bvproduct .material ‘'under the general licanse established by paragraph-:- Name of manufacturer :
(al_of this section unless that person: B i R :
(1) Has flled NRC Form 483, “Registratian Certificare—in- Vits  5.7Te) The registrant possessing or Using byproduct materials under the ™ ™
Testing with Byproduct Material Under General License,” with the genaral license of naragraph (a) of this section shall report in wnting o
Director of Nuclear Material Safety and Safequards, U.S. Nuclear

the Director of Nuclear Material Safety and Safeguards any changes
Regulatory Commission, Washington, D.C. 20855, and received from in the information furnished by him in the “Registration Certificate—in

~wv~the Commission a.validated copy of NRC Form 483 with regutmlon w-<,.VItro _Testing.with Byproduct Material. Under General Licenss JNRC. .5
__number assigned; or : “Form 483 The report shail be furnished v within 30 days after the z’

(2) Has a license that authorizes the medical use of bvproduct sffective date of such change.?”
material that was jssued under Part 35 of this chapter, (f) Any person using byproduct material pursuant to “the general s
(c] A person who receives, acquires, possesses or uses byproduct license of paragragh (a] of this section is exempt from the requirements -
. material pursuant to the general licenss establlshed bv pamgraph {a) of "' of Parts 19,.20 and 21 of this chapter with respect 10 bvproduct_
- thls sscdon shall complv with the followmg. o ”"__‘ . materials covered by..that general_license, except that such persons
"* using the Mock lodme-125 descnbod in paragraph (a7 of this ‘section

-
~a Tatagy s e e

(1) The general licenses. shail not possess at any ons time, pursuant
. t0 the general Ilcenso in paragraph {a). of thls section, at any one loca-
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~ .tlorl of storagn or un. a :otal amount of Iodlne 125 lodlna 131 s thls chamer T - ‘;; T, e -
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- LA State to whichcertain regulatory suthority over radicactive material has been transferred by formal agreernent purxuam 10 section 274 of the
Atomlc Energy Act of 1954, as amendad. Casegiean
. ~Material generallv llcensed under this sectlon ) prior to Januarv 19 1975 may bear label: authorlzed by the regulauons in affect on Januarv 1.
~. 1975, -l .
3A new triplicate set of this Regmratlon Cartiﬁcate NRC Form 483 mav be used to rsport any change of mformation furnished by a regist, -
as required by § 31.11(e). V
- ~--1f larger quantities or other forms of byproduct material than those specified in the genersi license of 10 CFR 31.11 are required, an ““Appiica- .
" tlor for Byproduct Material License,” NRC Form 313 should be flled to obtain a specific byproduct material license, Copies of application and
registration forms may be obtained from tha Medical, Academic and Commercial Use Safety 8ranch (6H3), Division of Industrial and Medical Nuclear
Safaty, United States Nuclear Regulatory Cammission, Washington, DC 20555,
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