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U.S. NUCLEAR REGULATORY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRODUCT MATERIAL. UNDER ;ENERAL LICENSE

Approvad by GAO

.34-ROIGO

Section 31.11 of 10 CFR 31 establishes a general license authorizing-physicians, clinical laboratories. and hospitals to
possess certain small quantities of byproduct material for in ksro clinical or laboratory tests not involving the internal or
external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession off
byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has file'
NRC Form 483 and received from the Commission a validated copy of NRC.Formn 483 with registration number. 7

: 0

GEORGE HOLCOMB, D.O.
22701 PLYMOUTH RD.
DETROIT, MICHIGAN 48239

INSTRUCTIQNS
1. Submit this form in triplicate to:

Office of Nuclear Material' Safety and Safeguards
ATTN: Radioisotopes Licensing Branch
'U.S. Nuclear Regulatory Commission
Washington, D.C. 205S

2. Please print or type the name and address (includ-
ing zip code) of the registrant'physician, clinical
laboratory, or hospital for whom or for which
this registration form is filed. Position the first
letter of the address below the left dot and do
not extend the address beyond the right dot. (At
NRC, a registration number will be assigned and.,
a validated copy of NRC Form 483 will 'be re-
turned.)

'3. I hereby apply for a registration number pursuant to
`§31,11. 10 CFR 31 for use of byproduct materials for
Dplease check one block only)

W, * Myself, a duly licensed physician authorized to dispense
drugs in the practice of medicine.o -b. The above-named clinical laboratory.o -c. The above-named hospital.

'4. To be completed by the Nuclear Regulatory Commission.

I

Registration number: 5297

ClarA Ei'CoVrontr **t+ Dec. 13, 1979
-f :is Is an initial registration, leave this space bank - number to be
gsriedby NRC Ifthis Is a change of information from apreaiously

registere4general licensee. includeyour regfstraiton number.)

5. If place of use is different from address in Item }. please give complete address:

6. Certification:

I hereby certify that:

a. All information 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.

c. I 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.

4. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the teverse side 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 transfers under the general license for Which this Registration Certificate is filed with the Nuclear Regulatory Commission.

Dato: 10/31/79

M.
GEORGE HOLCOMB, D.O.

-Fit_ -�". _-Z A%&-
By - _Z, i,/.,

- ' Signature of person filing form

PHYS ICIAN

Printed name and title or position of person filing form

WARNING-18 U.S.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 jurisdictioi. I



CONDITIONS AND.,kIMITA1IONS,OF..GEN.R,.L LICEN~SE 10 CFR 31.11
§31. IIGeneral license foruse of byproduct- -Regulatory Corrzysissiour, WashingtnA DC. -(1)Except as prepackaged units which are

materials for certain in vitro clinical or iabora- 20555, anid~recelved'd rom (he C6iimmssi6n`'- a Ibeld in accordance with the provisioo, of a
toy esin. -' vliaed c'p tf ROFom4 tweis. cifto liqense issued under the provisions o

tration number assigned or until he has bee T 32.71 of this chapter or in accordance with
(a) A general. license is he~eby imsued to~, autborized ppTisuant,to § 35,14(c),qf %his.chap-,- .the provisiolil of -a specific license issued by an

an hsca ~i~ aoaoyor hospital t~er tc .'sebypro ict iateriiAlunder the 'general- Agreement Stt~e. that aufhoii'zes mianufacture
torcev, cure oistrnfeo ue, for lIcenst "in this I j.1 1. The'tegistiant shall and' distribution of i6dine-125, -iodine-131.

an o tefoloig aledist~i c66isdancv'" 'furnisW 6n'NRC to&Mi 483 the fdlollwving imfor'- 'carb~n-l4,`h'khdrogen-3 (triiiuiii), or iron-59
wihte rvsin ofprgrp~b), (c), (d).- mnatioh and such Other information is may be fort distribution td persons& generally licensed
(aad()o hsscin h'folowing by- 'required -bytIhat form: - t'- :~. ~, .~,- ' 'by' the Agreement State;"-

product materials in prepacaged units: (1) Name and address of the registrant; (2) Unless the following statement, or a
(1) lodine-125. in uisnot 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 following
laboratory tests not involving internal or ex- propriate radiation measuring instruments to statement, appears on a label affixed to each
ternal administration of byproduct material, carry out in vitro clinical or laboratory tests prepackaged, unit or appears in a leaflet or
or the radiation therefrom, to human beings with byproduct materials as authorized under brochure which accompanies the package:
of animsals. ... ~-~.the. general license in paragraph (a) of this This radioactive material may be received,

,-(2)`IodineT1 31, inkuunits not -;xcevding 10 ~seption.~an tasuhets will be performed- acquired, possessed, and used only by physi-
micifocluries'each for u~sin ifi inviiQ'c~i1ic#1b'r 'orly by. personnel competent in the use of cians, clinical laboratories or hospitals and only
laboratory tests not involving internal or e~~ $1C)tihistruments and in the handling of the foinvtocncaorlbaoytesnt
ternal idministratid~i df byproduct material, o' byprodutt' materials, involving internal or external administration of
the radiation therefront 66- -bbnian~beings or-. -- )A person who receives, acquires, pos- the material, or the radiation therefrom, to
animals. .. - -- sesfses or uses byproduct material pursuant to human beings or animals. Its receipt. acquisi-

(3) Carbon-4 inuisnt xeeding 10' the general license established by paragraph (i,) tion. possession, use ,and transfer are subject
microcuries. eapJi for u~se. 1 in vitro clinical ~or.-_. of this sqci. salcmywihteflong: to the regulations and a general license of the
laboratory tests not involving internal or exter- (1) The general licensee shall not possess U.S. Nuclear Regulatory Commission or of a
nal- administration-'of -byproduct -materials or- at any one time-; pursuant tor the general license State with which the Commission has drntered
the radiation therefrom, to humixn'beingS orf' in paragraph (a) of this sectin, at any one into an agreemerit. for the -exercise of regula-
animals,.1 location of storage or use. a total amount of .tory authorJsy.

(4) Hydrogen 3 (tritium), in uedtst not ex- iodine 125, iodine 131, an d/or iron 59 ini'x- ' ,

ceeding SO microcuries each for -use in in vitro cess of 200 microcuries. ...........
clincal r lboraorytest no in'~in inte (2) The general licensee shall store the by.- aeo mnfcue

nal or external administratiod of ~byprodutt product material, untll used,- in the original (e) The registrant -possessing or using by-
material, or the radiation therefrorn~fi.-atu n shipping container or in a container providing product materials under the general license of
be'ing or animals. 4: ." euivalent radiation protectiozi. ~ '<paragraph (a).of, this section shall report in

(5iron 59 in units not excetedini 2b'0 (3) The general licensee shall use the' by- .wrjtimg to -tbx, Directox of Nuclear Malerial
microcuries each for use in in vitro chia r product material only for the'~ssatoie .Sft n Safeguards any changes in th~e In-
laboratory tests not involving intertial or ex- by paragraph (a) of this Section. ., fqrratjon furnished by him in the "Registra-
ternal administration of byproduct material, (4) The general licensee sal~al not transfer. t~ion Certifiate- 1n' Vitro Testing with By-

or heraiaio terfrmtohuanbeng,'th6 byproddet maierial ex -ept by trarsfer to r. poduci'N¶iterial UnderGeniril.Licetise," NRC
or animals.. *-' - -'. person aushiorized. to. receive 'it by a licensee. -Folrm '4'8 3. The report shall be furnished with-

*(b) No persork.shall receive, acquire, pos-- pursuant to this-chapter or froih an.Agreernie* in 30 days' after the effective date 'of. such
sess, use or transfer-byproduct material pur-- State"~ niortraflsfer the-byproauct material in-- change.3
suant to the general license established by any manner other than in the unopened, (f) Any person using byproduct material
paragraph (a) of this section until he has friled -labeled ship~ping container as received from the pursuant to the general license of paragraph (4)
NRC Form 4113, "IRegistration Certificate-In supplier. . . , .of this. iectioa is- exemrpt, from the require-
Vitro Testing with Byproduct Material Under (d) The general licensee shall -not receive,' mertit o f Paiti 19 arid 20 of this chapter with
General License," with the Office of Nuclear acquire, possess, or use byproduct material respect to byproduct materials covered by that
Material Safety and Safeguards, U.S. Nuclear pursuant to paragraph (a) of this section: general license.

NOTES
IA State to which certain -regulatory authority over radioactive material has been transferred by formal agreement, pursuant to section 274 of

the Atomic Energy Act of 1954, as amended. -

'Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulations in effect on.January 1,
1975.

snew triplicate set of this Registration Certificate, NRC Form 483. maybe used to report any.change of information-furnisbed~by aregistrant

as lrgere byu§311(es.r other forms of byproduct r1t~rial-thani those specified in thq general license of I0,CFR 31,11 are required, asi "Appli-

cationi for Byproduct.Material License,"' NRC Form 31~, should be filed to obtaizi 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-
isotopes Licensing Branch, Division of Fuel Cycle and Material Safety.-

- ' ,. .~~PRIVACY ACT~,*TATEMqNT ' -'

Pursuant to 5 U.S.C. 522a(e)(3), enacted- into law by sectiorX 3 of the Privacy Act-of 1974 (Public.Law- 934579), the following statement is fur-
nished to individuals who supply information to the Nuclear Regulatory Commission on Forms NRC-482 and NRC-483. This information is
maintained in a system of records designated as NRC-3 and.dpscribed at.0,Federal Registqr 45334 (October 1i,1975).-i :, -

1. AUTHOR10ITY Sectid'ns #f and 16 1(boft) Atomic Ente'rgyAct o6 1954,iiafAaui~ed (2 U.S.C. 211:1 and 2201(b)).'`'

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 20.36 to determine
whether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for the
issuance of a registration certificate authorizing the use of byproduct material for medical use or in vitro testing.

3. ROUTINE USJSk "-The infobrrma'tion' may be used: (a) to provide records to State health departments fborthceir mnfbrrnat.n arid use; and (b) to
provide information to Federal, State, and local health officials and other persons in the event of incident or exposure for purposes of their
information, investigation, and protection of the public health and safety. 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
Judiciatl proceeding. -In addition, this information-may be transferred to an appropriate Federal, State, or local agency to the extenti.elevamVt
and necessary for an NRC decision or to an appropriate Federal agency to the extent relevan~t and necessary for that agency's decision -about you.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATION
-Disclosure of the requested information is voluntary, If the icquested information is nqt fur~nished, however, the registration certificate, or
amendment thereof, will nqt be processed. .~~-.:'± ' ' "f;'


