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1128111 3150-0035
10 CFR 31 REGISTRATION CERTIFICATE-IN VITRO TESTING 1-31-84

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, ospitals, an/

veterinarians in the practice of veterinary medicine to possess certain smali quantities of byproduct material ror in vitro clini, I
or laboratory tests not Involving the internal or external administration of the byproduct material or the radiation therefrod to
human beings or animals. Possession of byproduct maleral under 1OCFR 31.11 is not authorized until the physician. c ,nical
laboratory, hospital, or veterinarian in the practice of veterinary medicine, has filed NRC Form 483 and received fsm the
Commission a validated copy of NRC Form 483 with registration number.

*0

Jay Sandberg, D.O.
Oakland Medical Center
710 N. Crooks Rd.
Clawson, Michigan 48017 3. I hereby apply for a registration number pursuant to

§31.11I, 10 CRF 31 for use of byproduct materials for
(please check one block only)

1X a. Myself, a duly licensed physician authorized to dis-
pense drugs in the practice of medicine.

O b. Ihe abo e-nanmed clinical laboratory.
C3 c. The above-named hospital.
El: d. Veterinarian in the practice of veterinary medicine.
4. To be completed by the Nuclear Regulatory Commission.

INSTRUCTIONS

1. Submit this form in triplicate to: Registration nrmber:
Office of Nuclear Material Safety and Safeguards tr 9037

ATTN: Material L.icensing Branch rsG
U.S. Nuclear Regulatory Commission
Washington, D.C. 205 FOR THlE U.S. N(UCJ~ EG JUORY COM1ISSION

2. Please print or type the name and address <ntm t
(including zip code) of the registrant physician,
clinical laboratory, hospital, or veterinarian in the Yf /° , 5  S
practice of veterinary medicine for whom or for ~~TS R H,9~
which this registration form is filed. Position the (If thi i an inial regtra leae tis space b me to b

first letter of the address below the left dot and do assigned by NRC. If this is a change of information from a previously

not extend the address beyond the right dot. (At erstere er licens incle yor regisrationnumber.)
NRC. a registration number will be assigned and a
validated copy of NRC Form 483 will be returned.)

5. If place of use Is different from address in Item I, 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 CRF 31.11. The tests - ill beperformed only by personnel competent in the use of the instruments and in the handling of

the byproduct materials.

c. I understand that Commission regulatiorts require that any change in the information furnished by a registrant on this registrattion 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 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.

Date 2 -1- 2 y

Jay Sandberg, D.O.
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; mates it a criminal offense to mnake a willfully false statement or

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



I CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
131.11 CienceraIlicense for use of bvprodrrct materialt license established by paragraph (a) of this section (d) The general licensee shell not receive, acquir4for certain Ins vitro cliniral or laboratory testing, until he has filed NRC Form 483. "'Registrations cet. possess, or use byproduct material pursuantItificarie-Ins Vitro Testing with Byproduct Material paragraph (a) of this section:(a) A general license is hereby Istued to any physi- Unrder General Likense." with the Director of Nuclrar (I) Except as prepackaged units which are labele,clan, veterinarian In the practice of vet erInary Material Safety and safeguards. U.S. Nuclear In accordance with the provisionts of a specific Ilcenssmedicine, clinical laboratory or hospital to receive, Regulatory Commission, Washington, D.C. 20555, lIaised under the provisIons or 132.11 of this chapteacquire, possess, transfer, or use, for any Of the and received from the Coommissions a validated copy or Ins accordance with the proviuionsa of a apecifl'following stated tests, in accordance with the provi- ot NRC Form 483 with repistrtason number assigned license Issued by an Agreement State that luthoriZcsions of patragraphs (b), tel. (dl. (e), and (fi of this or until he has been authorized pursuant to 135.14(c) manufacture and distribution of lodisae-1125, Iodinesection. the following byproduct maiterials in of thit chapter to use byproduct matesial under the IIl, carbon-14. hydrogen.3 (tritium). velesslumn.75prepackiard units: general i~cense in this 131.1 1. The registrant shall fur. Iron-59 or Mock lodine.125 for distribution to per(1) lodine-125. in units not exceedirg l() nish on NRC Form 483 the following Information san sons genmrally licensed by the Agreemens State.microcmtiie each toe use in in vitro clinical or such other information ats may be required by that (2) Unless the following statement, or a aubitanlaboratory tests not involving insesnal or exsersual ad- form: tially similar statement which contains the inrornssaministration of byproduct material, or the radiation (1I ianme and address of ithe registrant: tton called for In the following statement, appears ortherefrom, to human beings or animals. 12) The location of use; and at label affixrd to each prepackaged unit or appears fin(2) lodirse-13l, in units not exceedir'g 10 (3) A statemtent that the rrgistrant has appropriate a leaflet or brochure which accompanies stsepackrage:microcuries each for use in in vitro clinical or radistion measuring instruments to carry out in vitro This radioactive material may be received, Sc.laboratory tstsn not involving internal or external ad- clinicol or laboratory tests with byproduct materials quired, possessed.r and used only by physicians.ministratiors of byproduct material, or the radiation at arrrhorized under the general license in parsgraph veterinarions in the practice of veterinary medicine,therefrom, to human beings or animals. (al of ihit section, and that s uchI terts will be pet. clinical laboratories or hospitals and only for In vitro(3) Carbon-14, in units not exceeding 10 tormed only by personnel compeent ins tie use of clinical or laboratory tests nor involving Inisernal ormicrocuries each for use In in vitro clinical or such instruments and in the handling of the byproduct external administration of the material or the radia.tabortaory tests not involving internal or external ad. materials. tion therefrom, to human beings or Animals. Itsmsinisitraion of byproduct material, or she radiation -(-C) A person who receives, acquires, possesse% or receipt, acquisition, ponsession, use, and iransfer aretherefrom. so human beings or animals. uses htproduct material pursuant to the general subject to the regulations and a general license of she(4) hydrogen 3 (tritium). in urrits nor esceedin"g 50 license established by paragraph (a) of this secrion U1.S. Nuclear Regulatory Commission or of a StateMiCrocuries each for use, in in vitro clinical or shall comply with she following! with which the Coinmission has entered into an agree.labosratory tseas not Involving internal or external ad. ()Ii Ihe general licensee shall not possess as any One ment for the exercise of regutlatory authority.ministration of byproduct material, or the radiation tinre. purirumni to the general license in parnit~aphs (a)therefrom, to human beings or animals. of ihis section, at any one location Of storage Or use, a ...... ............(5) Iron 59, in units nbt exceeding 20 microcuries total amount of iodine 125, Iodine 131, selenistm.75. Name of manufacturereach for uqe in in vitro clinical or laboratory rests Fnor ansi/or iron 19 in excess of 200 mictocuries.involving internal or external administration of 12) the general licensee shall arose the byproduct Ce) The registrant possessing or using byproductbyproduct matetial, or she radiation therefrom, so material, until used, in theoriginal shippinficontainer materials uner~t thesgeneral licenmeoc ofpragtraph (a)ofhuman beings or animalt. or in a container providing equivalent radiation pro, this section shall report in writing to the Director of(6) Seleniunm-75. in units nor excetcdisg In lesion. Nuclear Material Safety and Safeguards any changesmiCrocuties eclsh foe use in in 'Vitro cliniCAl or 1i) 1the general licensee shall use ithe byproduct in the information furnished by him in the "'Registia.laortoy ess ro ivovig ntrnl r xtrnl d. material only for the uses authorized by paragraph (a) lion Certificate-In Vitro Teatirsi with Byproductminisrationy ofst byrioduc maovigterial, or hex r adiaio of this section. Material Under General License," NRC Formas 483.miithrefrom, rofua beingsmaeral or theimals. in 1 41 the general licensee shall not transfer the the report shall be furnished within 30 days after thretheefrm. o h'ma bengsor nimls.byprotrics material except by transfer to a person effective datea of such change.'(7) Mock Indine.12S referetace or calibration outhitoied to receive it bir a license pursuant to this (f) Any peron using byproduct nsates-lal puisuantsources, in units nor esceeding 0.005 microcisrie of0 cirapter or from an Agreemenrt State.t nor transfer she so the general license of paragraph (a) of this section Isiodine-129 and 0.003 microcurir of americilim-241 byproduict material In any manner other than in the exempt from the requirements of Parts 19. 20 and 21ecad for use in in vitro clinical or laboratory rests not unopened, labeled shipping container as received of this chapter with respect so byproduct materialsinvolving internal or external administration of frorm she supplier, covered by that general license, eacept thsat such perbyproduct material, or the radiation therefrirm. lo (5l The general licensee shall dispose of the Mock sons using the Mock lodine-125 described Inhuman beirrgs or animals. lordirre.125 reference or calibration sources dlecribed paragraph (s1(7) of this section shall comply with the(hi No person shall receive, acriulse. possess, use or in paragraph (a)(7) of this section at required by provisions of 120.3,01, 20.402 and 20.403 of thistransfer byproduct material pursuant to the general 120.7101 of this chapter. ____ chapter.

NOTES -. _ _ __________IA Slate to which certain regulalory authority over radioactive material has been Iransfeired by formal agreement, pursuant to section 274 of theAtomic Energy Act of 1934, as amended.
2 Material generally licensed under ilsis section prior to January 19, 1975 may bear labels authori7ed by sire regsrlalions in effeci on January 1,1975.
)A new triplicate set of this Registration Ce'tificate, NRC Form 483, may be used to report any cltange of irrformation furnished by a reltistrant asrequired by 131 .1 l(e).

if larger qsaantiliks or otiher. forms of byprotduct rsaterial then those specified In tise general license or io Cu:R 3 1.lI I sitr required, an "~Appl ics.lion f'or Byproduct Material License," NRC l:ortns 3 131, 3 13M, or 3 13R slsould be rded to obtain a specific by product material license. copleg oraplication and registration forms may be obtained frorn the United Stites Nudear Regualatory Commit sion, Washirsgton, D.C. 20555, Attention:Mapterial Licensing Branch, Division of Fute~l Cycle and Material1 Safety.

PRIVACY ACT STATEMENT
Pursuant to 5 U.S.C. 522a(e)(3). erttclel] Int law by section 3 of the PrIvacy Act of 1974 (Public Law 93.579), the following statement Is fur-nished to individuals who supply Informat ion to ithe Nuclear Regulatory Commission on NRC Form 483. This Information is msaintainsed In asystem of records designated as NRC.] arid desribed at 40 Federal Register 45334 (October 1, 1975).
I. AUTHIORITY Sections SI and 161 (b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 21 11 and 2201(b)).
2. PRINCIPAL PURPOSE(S) The informariors is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 30.36 to determinewhether the application conforms to the rerluireensess of the Atomic Energy Act of 1954, as amt~nded, and rise regulations of the NRC, for theissuance of a registration certificate authorizing the use of in vitro testsng.
3. ROUTINE USES The information may be used: (a) t0 provide records to State health departments for their information and use; and (b) toprovide informasaion to Federal, State, and local hecalth officials and other persons in the event of incident or exposure for purposes of their In-formation, investigation, and proteclion of tise pultlic licalih and safely. The information may also be disclosed to appropriate Federal, Stile, orlocal agencies in the event Ihe information indicales a violation or potential violation of law and in the course of an administrative or judicialproceeding. In addition, this information may be Iransferred to an appropriate Federal,- State; or local agency to thre extent relevant andnecessary for-an NRC decision or-to an appropriate Federal agency to Ibe extent relevant and necessary for that agency's decision about you.
4. WIIETIIER DISCLOSURE IS MANDArORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMA-TION It is voluntary that you furnish thre reqrtesied information. If the requested information is not furnished, howvever, the registratIon cer'-tificate, or amendment thereof, will riot be processed.

5. sSYSrEN MANAGER(S) AND ADDRESS Ditector, Division or Fuel Cycle and Material Safety, Office of Nuclear Material Safety andSafeguards, U.S. Nuclesr Regulatory Cotnmrission, Washington. D.C. 20555.
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