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10CFR 31 .~, , REGISTRATION CERTIFICATE-IN VITRO TESTING 38-R0160

WITH BYPRODUCT MATERIAL UNDER' GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishesta.general license authori ing jphysicians, clinical laboratorie and hospitals to

possess certain small quantities of byproduct material for in vitro clinical 'or laboratory tests not in" ving the internal or

external administration of the byproduct rnatijial or the ridationi therefrom-to human beingp or a imals. Possessiop of

byproduct material under 10 CFR.31.11 is not authorized until the physician, clinical laborato ,5, or hospital has filed

NRC Form 483 and received from the Commission a validated copy of NRC:Form 483 with Tegistation number.

: . . - .

'MICHAEL T. NADOLNY, D .'. O.,
8623 . 3.. WY hereby apply for a registrations number 'pursuant to

- §3 f),1 CFR'-31 for~ use of byproduct materials for
SUITE '357- ' ':. . {please check ohe block only) . . ..

_.WESTLAND, MICHIGAN 48185 .. . &, a.,.Myself, a duly licensed physician authorized to dispense
-. .~. .. -- .-.. drugs in the practice of medicine.-

-- C b The above-named clinical laboratory.

- c. The above-named hospital.
4. To be completed bykthe Nuclear Regulatory Commission.

INSTRUCTIQNS a . -
1. Submit this form in'triplicate to:

Office of Nuclear Material Safety and Safeguards
ATTN: Radioisotopes Licensing Branch
U.S.Nuiclepr'Regulatory commission . i..
Washington, D.C. 20555

2.. Please print or type the name and address (includ-
- ing zip code) of the registrant physician, clinical'

labdratory,-or hospital for 'whom or for which
this registration foTm is filed. Position the first
letter of -the address below the left dot 'and do
not extend the address beyqnd the right dot. (At

a registration number will be assigned and
T'validated copy of NRC Form 483 will be re-

- Registraticn number:

..P REG(, 5211

FOR THE U. S. NUA. RE ATORY' COMISSION

- ,, .t *- * ' +

Slfktuvnk4tizvd.tWfd this spfoV4nk01-6r9u407 be
-ssigned by NRC If this is a change of information from a preilously

registered general licensee. include your registration num ber.)

/.- turned.) -

S. If place of use is different from address in Item 1, 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.

d. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form);

and I understand that the registrant is required to comply with those provisions ps to all byproduct material which he receives, acquires.

possesses. pzses, or transfers under the general license for which this Registration Certificate is filed with the Nuclear Regulatory Commission.
_7.

10/31/79 -
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1 _ MI CHAEL T . NAD0LNY,. D . O. .

By 6
. I HSII'

.. PHYSICIAN

Signature of person filin~fm

ted name and title or position of person filing form

I
WARN ING-18 U.S.C.. Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense to make a wifItully:false statement or

I R NG representation to any department or agency of the United States as to any matter within its jurisdiction.



ff

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 arematerials for certain in vitro clinical or labora- 20555,"andreceived from the Commission'-a 'labeled in accordance with the provisions of atory testing. validated copy: ofi NRC Form 483 with regiso. -specific license issued under the provisions of

tration number assigned or until he has been §32.71 of this chapter or in accordance wit'(a) A general license is hereby issued to authorized pursuant to § 35.14(c) of this chap-, the provisions of a specific license issued by an.any physician; clinical laboratory or hospital ter tc -se byproduct material undir the'general 'AAgreement State that authorizes manufactureto receive,ac iredpossess, transfer, or-use, for licenst in this' §31.11. The registrant shall' and 'distribution of iodirle-125, iodine-131,any of the following stated tests, ir accordance furnish on-NRC Form 483 the following infor- *Ecarbon1-14,- hydrogen-3 (tritium),' or iron-59with the provisions of paragraphs (b), (c), (d), . mation and suchbother Information as may-be for- distribution to persons generally licensed(c), and (f) of this section, the following:by,.:' required by that form: by the Agreement State.product materials in prepackaged units: (1) Name and address of the registrant; (2) Unless the following statement, or a(1) Iodine-125, in units not exceeding 10 (2) The location of use; and substantially similar statement which containsmicrocuries each for use in in vitro clinical or (3) A statement that the registrant has ap- the information called for in the followinglaboratory tests not involving internal or ex- propriate radiation measuring instruments to statement, appears on a label affixed to eachternal administration of byproduct material, carry out in vitro clinical or laboratory tests prepackaged unit or appears in a leaflet oror the radiation therefrom, to human beings with byproduct materials as authorized under brochure which accompanies the package:or animals. the gteneral- licepse in paragraph (a) of this This radioactive material may be received,'(2), Idine-131, in units not 'exceeding 10 - 'sectioii',and that such tests will be performed acquired, possessed, and used only by physi-micaocuries each for' use in in' vitto clinical or only' by personnel competent in the use of cians, clinical laboratories or hospitals and onlylaboratory tests not involving internal or ex- such 'iiistrurments and in the handling of the for in vitro clinical or laboratory tests notternal idministration of-byprtaduct materialtob'r byprbaidct materials. involving internal or external administration ofthe radiation therefromnto human leirrgs'dre-' -1` (c). A person who receives, acquires, pos. the material, or the radiation therefrom, toanimals. . -;. n * 'se-sss or! uses byproduct material pursuant to human beings or animals. Its receipt, acquisi-(3) Carbon-14, in units not exceeding. 10.. the general license established by paragraph (a) tion, possession, use, and transfer are subjectmnicrocuris each for use in in vitro clinical or of this section shall comply with the following: to the regulations and a general license of tlelaboratory'tests not involving'internal or exter- (1) The general licensee shall not possess U. S. Nuclear Regulatory Commission or of arnd administration-of byproduct- material, or at any onevtime.,-pktrsusn4tte-t-he general license State with which the Commission has enteredthe radiation therefrom, to human beings or. in paragraph (a) of this section, at any one into an agreement for.the exercise, of regula-animals, location of storage or use. a total amount of. tory authority. . .J(4) Hydrogen 3 (tritium), in units'not cx- iodine 125, iodine 131, and/or iron 59 in ex- .'.
ceeding 50 microcuries each for use in in vitro cess of 200 microcuries.
lirical or laboratory tests not involving inter- (2) The general licensee shall store the by- , . Nameof manufacturer

nil' or external administration of byproduct product material, until used, in the original (e) The rcgistrant possessing or using by-material, or the radiation therefrom.tbobumarin. shipping container or in a container providing product materials under the general license ofbeings or animals. a .':': i'Equivalent radiation protection. - . -paragraphn(a) of. this section shall report in'(5) Iron 59, in units not exZeerng.'28 nit (3) The general licensee shall use the by- -:writing. to, the Directo, of. Nuclear Materialmicrocuries each for use in in vitro clinical 6r product material only for the uses authorized . Safety and.Safeguards airy changes in the in-laboratory tests not involving internal or. ex- by paragraph (a) of this section. . : formnation furnished by him i,'the "Registra-ternal administration of byproduct material, (4) The general licensee shall not transfer tion Certificate-In Vitrg Testing with' By-or the radiation therefrom,- to human beings, the byproduct material except by. transfer toal productMaterial Urider General ticense," NRCoranimals. - ^ - . - - person aothokedtoi receive it by a license Fo'imT483.Tlierep6rt'sha)l'be furnished with-
(b) No person. shall receive, acquire, pos- pursuant to this chapter or from an Agreement" 'in 30 days 'After ithe effective date of suchsess, use or-transfer- byproduct material purt--- State,' nor transfer-the-byproduct material in change.' - ofsuant 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 filed labeled shipping container as received from the pursuant to the general license of paragraph (a)NRC Form 483,"Registrion Ctfic - ''supplie'r.' ',:. ''''' .'''q this section. is exempt from the require-Vitro Testing with Byproduct Material Under (d) The general fisee shall not receive, mnents of Parts 19 and 20 of this chapter withGeneral License," with the Office of Nuclear acquire, possess, or use byproduct material respect to byproduct materials covered by thatMaterial Safety and Safeguards, U.S. Nuclear pursuant to paragraph (a) of this section: general license.

NOTES
'A State to which- certain regulatory authority over radioactive material has been transferred-by formal agreement, pursuant to section 274 ofthe 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.
3 A new triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furnished bya registranta required by § 31.11 (e).
If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an "Appli-cation for Byproduct Material License," NRC Form 313, should be filed to'ohtain a specific byproduct material license. Copies of applicationand 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 STATEMENT r - * . '

Pursuant to S U.S.C. 522a(e)(3), enacted into law by section 3 of. the Privacy Act of 1974 (Public Law 93-579), 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 ismaintained in a system of records designated as NRC-3-and describe4 at 40 Federal Register 45334 (October 1, 1975). l

1. AUTHORITYI0 Sections 81 and 161(b) of theAtomic EnergyAct of 1954, as aminded (42 U.S.C: 2111 anid2201(b)): - ' '
* -- *- .. . ...... .. - .. i . ,........... . - V.- K'~ . t* . z . .. I - -, .~ . . .................................................... l2. PRINCIPAL PURPOSE(S) The Information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 20-36 to determinewhether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for theissuance of a registration certificate authorizing the use of byproduct material for medical use or in vitro testing. ' ' '

3. ROUTINE USES. -'The infornationrmay be used: (ca it provide records to State health departments for their informat.Jn aind use; and (b) toprovide information to Federal, State, and local health officials and other persons in the event of incident or exposure for purposes of theirinformation, 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 orjudicial proceeding,. in adlition, this infornmation may be transferred to an appropriate Federal, State, or local agency to the extent ieles arIand necessary for an NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you. !
4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATIONDisclosure pf the requested information is voluntary... If the requested information is not furnished, however, the registration certificate, oramendment therqof, will not be processed.. - - . , ---


