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10 CFR 31 REGISTRATION CERTIFICATE-IN VITRO TESTING ; S

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

( 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 vitro clinical or laboratory tests not involving the internal Qr extel .
administration of the byproduct material or the radiation therefrom to human beings or animals. Posiesslon of byproduct
material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital .he fidl Fgrm AEC-483* ,

and received from the Commission a validated copy of Form AEC-483 with registration number.

HANS G. THAKURM.D.

325406 GODDARD ROAD . , hereby apply fo; a registation pun s
25406GODDRD ROD .*§31:.11,40O CFR 3[.for use'd.0j~a

TAYLOR MICH 48180 for (pleasecheckone bfock iqn *

a a, Myself, a duly j lcpeed physla io
dispense drugin the practie7f zeci4i'y

El b. The abovernd 'clp~c~l~b6 WI
-O c. The abovo-namo4 hpspli,

INSTRUCTIONS I .4. T be complet4 b' l M

1. Submit this form in triplicate to; ,, .,i :7

Director of licensing giraonub:
ATTN: Materials Branch . ' E U. S . ' 'i Y *

Regulation....-I-'f *,r -, jt <Zr,>

U.S. Atomic Energy Commission .. -. l ,
Washington, D.C. 20545 ..- j" ;

2. Please print or type the name and address
(including zip code) of, the registrant .-' '."

physician, clinicial laboratory, or hospital , , - .' ', 5
for whom or' for which this registration .i
form is filed. Position the first lettex of the *Shirley A. CrutchfietL >.,.-2 l ;

address below the' left dot And do not . ' this is an 44db? registratio", Ifaof? t pae 4Jt !fUIr yq
extend the address beyond the right dot. -assignedI r f4s as a t'ia4ge g etF tfiQ? qprtvOIdg;
(At AEC, a registratiop number will be - 'reglsterd general lcensee. ndu e yorwlsu numb#t
assigned and a validated copy of Form

AEC-483 will be returned.) . .- : I ; ' -
,' Ites

5. If place of use is different from addtess in Item 1, please gi ct rs5 ; . ' l

t ' -1 ' ' s,'

-t ,..,k

6. Certification: : .-. i > s 9'.. '7'X

I hereby certify that: ! ! - ' , 4.

a. Al information in this registration certificate Wu tue and r,. plc l' . '

b. The registrant has appropriate radiation measuring instruronnts to cary'out iq e Osta for yWio 0 le W ep4 wd
general license of 10 CFR 31.11. The tests ill 1ol perfone4 ony by perponel J
handling of the byproduct materials. .'." . :,.&;9i;: ~Y *~*

c. I understand that Commission regulations require that any change in the information ,fpr.lalh4 by t os1
certificate be reported to the Director of Licensing, with- 30 days fton t.he Wected of ,, .

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (#eprInti4 qh Tei. ii4# 9 i
I understand that the registrant is required to comply with those provisions as to aUl byproduct r~tpirawj 4t . ;coeyys &
possesses, uses, or transfers under the general license for which this Registration Certic4te Is tiif llth the AtiI 'ey W

Date 4 ' By

HANS G. THAKUR,M.D. . - .' .;
Printed name and title or position of person filing form -. t ': - ;

WARNING-li U.SC.. sectlon 1001; Act ofJune 25. 1948; 62 Stat. 749; makes it a criminal offons* to make a aiIfuy.! Jl 00tt1P.
representation to any department or agency of the United States as to any matter within Itstrls t iCtIon, n11 .

.~~~~~~~~- , $> '+ "^'e '>;

,','A ~ ~ '~' ' ;' ' ,')



CONDITIONIS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 N 11
§31.11 General license for use of byproducmaterials for certain in vitro clinical olaboratory testing.

(a) A general license is hereby issued toany physician, clinical laboratory or hospitalto receive, acquire, possess, transfer, or usefor any of the following stated tests, inaccordance with the provisions of paragraphs(b), (c), (d), (e), and (f) of this section, thefollowing byproduct materials in prepackaged
units:

(I)Iodine-125, in units not exceeding 10microcuries each for use in in vitro clinical orlaboratory tests not involving internal orexternal administration of byproduct materi-al, or the radiation therefrom, to humanbeings or animals.
(2) Iodine-131, in units not exceeding 10microcuries each for use in in vitro clinicalor laboratory tests not involving internal orexternal administration of byproduct nmateri-al, or the radiation therefrom, to humanbeings or animals.
(3)Carbon-14, in units not exceeding 10microcuries each for use in in vitro clinical orlaboratory tests not involving internal orexternal administration of byproduct materi-al, or the radiation therefrom, to human

beings or animals.
(b) No person shall receive, acquire,possess, use or transfer byproduct materialpursuant to the general license established byparagraph (a) of this section until he has filedForm AEC-483, "Registration Certificate-InVitro Testing with Byproduct Material Under

General License", with the Director of Licens-ing, U.S. Atomic Energy Commission, Wash-ington, D.C. 20545, and received from theCommission a validated copy of FormAEC-483 with registration number assigned.The registrant shall furnish on Form AEC483
the following information and such otherinformation as may be required by that form:

(I) Name and address of the registrant; the proisions of a specific license issued byr (2) The location of use; and an Agreement State, which authorizes manri(3)A statement that the registrant has facture and distribution of iodine-12appropriate radiation measuring instruments iodine-131, or carbon-14 for distribution tIIto carry out in vitro clinical or laboratory persons generally licensed by the AgreementI tests with byproduct materials as authorized State.under the general license in paragraph (a) of (2)Unless the following statement, or athis section, and that such tests will be substantially similar statement which containsperformed only by personnel competent in the information called for in the followingthe use of such instruments and in the statement, appears on a label affixed to eachhandling of the byproduct materials, prepackaged unit or appears in a leaflet or(c) A person who receives, acquires, brochure which accompanies the package:possesses or uses byproduct material pursuant This radioactive material may be received,to the general license established by paragraph acquired, possessed, and used only by physi-(a) of this section shall comply with the cians, cinical laboratories or hospitals andfollowing: 
only for in vitro clinical or laboratory tests41) The general licensee shall not possess at not involving internal or external administra-any one time, pursuant to the general license tion of the material, or the radiation there-in paragraph (a) of this section, at any one from, to human beings or animnals. Its receipt,location of storage or use a total amount of acquisition, possession, use, and transfer areiodine-125 and/or iodine-131 in excess of 200 subject to the regulations and a general licensemicrocuries. 
of the U.S. Atomic Energy Commission or of(2)The general licensee shall store the a State with which the Comnmission hasbyproduct material, until used, in the original entered into an agreement for the exercise ofshipping container or in a container providing regulatory authority.equivalent radiation protection.

(3)Tlhe general licensee shall use the Nare of manufacturerbyproduct material only for the uses author-
ized by paragraph (a) of this section. (e) The registrant 'possessing or using(4) The general licensee shall not transfer byproduct materials under the general licensethe byproduct material to a person who is not of paragraph (a) of this section shall report inauthorized to receive it pursuant to a license writing to the Director of Licensing anyissued by the Commission or an Agreement changes in the information furnished by himState,' nor transfer the byproduct material in in the "Registration Certificate-In Vitroany manner other than in the unopened, Testing with Byproduct Material Underlabeled shipping container as received from General License", Form AEC-483. The reportthe supplier, 

shall be furnished within 3q days after the(d) The general licensee shall not receive, effective date of such change.acquire, possess, or use byproduct material (1) Any person using byproduct materialpursuant to paragraph (a) of this section: pursuant to the general license of paragrapih(1) Except as prepackaged units which are (a) of this section Is exempt from the require-labeled in accordance with the provisions of a ments of Parts 19 and 20 of this chapter withspecific license issued under the provisions of respect to byproduct materials covered by§32.71 of this chapter or in accordance with that general license.

NOTES
A State to which the Commission has transferred certain regulatory authority over radioactive material by formal agreement, pursuant tosection 274 of the Atomidc Energy Act of 1954, as amended.
A new triplicate set of this Registration Certificate, Form AEC-483, may be used to report any change of information furnished by aregistran t as required by §3 1.1 I (e).

If larger quantities or other forms of byproduct material than those specified in the general liceneo10CR3.1aerqien"Application for Byproduct Material License," Form AEC-3 13, should be filed t obtain a specific byproduct material license. Copies of
application and registration forms may be obtained from the United States Atomic Energy Commission, Washing~ton, D.C. NWS4, Attention;Materials Branch, Directorate of Licensing, Regulation.
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