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U.S. NUCLEAR REGULAtORY COMMISSION

REGISTRATION CERTIFICATE-IN VITRO TESTING

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Approved by GAO

R0529

Section 31.11 of 10 CFR 31 establishes a general license autlorizing physicians, clinical laboratories. and hospitals to

posscss certain small quantities of byproduct material for in titro clinical or laboratory tests not involving the internal (Jr

external administration of the byproduct material or the radiation therefrom to huaian beings or animals. Possession of

byproduct material under 10 ClFR 31. 1 is not authorized until the physician, clinical laboratory. or hospital has filed

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

DW~IGHT M. SCIIRDEDER, OMAL, P.C.
wistliballa Family1 & 611t00IC3 wealth ceuter

jg5 souTH WI.OW
WEtSTPRALUN, ml 48894

3. 1 hereby apply for a registration number pursuant to
§31.11, 10 CFR 31 for use of byproduct materials for
(please check one block only)

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

1 b. The above-named clinical laboratory.
o c. The above-named hospital.
4. To be completed by the Nuclear Regultiory Commission.

INSTRUCTIONS
1. SSubmitithis form in triplicate to:

Officd of Nuclear Material Safety and Safeguards
AT TN: License Management Branch
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

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

Is.' 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.)

Registration number: -

twigs REGe ft.

.6868
FOR THE U. S. NULL A' RY COMMISSION

(If itis is an initial registration. leale tihis space blank -number to be
Shsived be AIf t sr c o om i ar eare;io

t lstv
#Yt d~t~e glerttsi al~lude "l;C xtioz yut1983

If place Of use is different from address in Item 1. please give complete address

- ;
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6. Certification: ,

I h-t-l, r ,rmif, thmrJ

a. All information in this registration certificate is true and complete.

b. The registrant has appropriate radiation measuring instruments to cirry 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 or 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 byprodu t material which he receives, acquires.

possesses, uses or tra nsfers under the general license for which thisRe Certificate f ljfJh tmNlci Re 6latory Coin ission.
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DWIGHT M. SCHROEDER, M.D., P.C.
Wastohalla Family A Obstetrical Health Cent

Printed name and title or position of person filing form 105 SOUTH WILLOW
WESTPHALIA, Ml 48894
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'ARNING-1B US.C.. Section 1001;Act of June 25, 1948;62Stat.749;niakes it a criminal offense tomake awillfully fa

representation to any department or agency of the United States as to any matter within its jurisdiction.
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CONDITIONS AND LIIVTATIONS'OF GENERAL LICENSE 10 CFR 31.11

§31.11 Generallicense foruseoftbypr6duct Regtulatory Commission. Washington. D.C. (I) Exceptasprepackagedunitswliich are
mnterials for certain in vitro clinical or labora- 20555. asid reccived frofn tile ComnmiSion a labeled in accordance with the provisions of 3
tory tes~ing, validated copy of NRC Firm 483 with regic- specific license issued under the provisions of

tration number assigned or until he has been T32.71 of this chapter or in accordince with
(3) A general license is hereby issued to authorized pursuant to § 35.14(c)ofthii chap- the provisions of a specificlicense issued byan

any phy-ician. clinical laboratory or hospital ter to use byproduct mnaterial under the general Agreement State that authorizes manufacture
to receive.acquire.possess, transferor use, for license in this §31.11. [rte registrant shall and distribution of iodine-125. iodine-131.
anyofthefollow-ingstatedtestsiniaccordance furnish on NRC 'orrri 483 tiletollowina infor- carbon-14. hydrogen-3 (tritium). or iron-59 .
%with the provisions of paragraphs (b). (c). (d). mation and such other informnatiun as may he for distribution to persons generally licensed -,

(e). and (t') of this section, the following by- required by that forim: by the Agreement State.
product materials in prepackaged units: (1) Name and address of the registrint; (2) Unless the following statement, or a

(I ) lodine-125, in units not exceeding I ) (2) The location ot use; and substantially similar statement which contains
microcuriesveach for use in'i tritro clinical or - (3) A statement that the registrant has ap- the information called. for in the following
laboratory tests not involving internal or ex propriateradiation tneasuring instruments to statement, appears on a label affixed to each
ternal administration of byproduct material, carry out in vitro clinteal or laboratory tests prepackaged unit or appears in a leaflei or t
or the radiation therefrom. to human beings with byproduct rnatcrijls as authorized under brochure which accomipanies the package:
or animals . ' ; the general license in paragraph (a) of. this This radioactive material may be received,

(2) lodine-131, in units not exceeding 10 seution, and that such si'.ts will be performed a3cquiredpossessed ind ued only by physi-
microcuriec each for use in in vitro clinical or only by personnel coipipetent in th luse of clans clinical laboratories or hospitals and only
laboratory tests not involving internal or ex- such instruments and in tie hindling ot ihe, tbr in vitro clinical or laboratory rests not
ternal administration of byproduct material, or byproduct mater.als ; -., involving internal or external administration ot' U
the radiation therefroimn.to human beings or,-' (C)' A persortwh fccives acquirei. pos- thle matetial, or the radiation therefrom, to

s- . sesses o byproduc t material pursuant to human beingsvor animals. Its receipt,acquisi--
(31 Carbon-l4,, intunits not exceeding I t he general listledbyparagraph(a) -tion. possession, use, and transfer are subject1.microeuries each jot: tse in iavitr6 clinical o, io ft lissection shall coQiply with tlhel'ollowing:, , to the regulations and a general license of th'e'',

laboratory tests nlOt inolving internal or exter- -~ (1) The general licensee shlall not possess U. S. Nuclear Regulitbry Commission or of alaoao et o no vypng inte st any one lmpossessran
* . na -administration-'o byptr.>duct matertal or ot a tthe general license ~:State with.which the.Cormmissionhi's'entered " "Ap

the radiation 'therefrom.; to'hsiman bei'ngs'or in,,pararp a oihsscion. at any one intoan agreement for theexercise of regula-~~
animals. - . -- $ _ loration of ttorage orause a total amount of = tory authority. . t _.

(4) Hydroyen X(tritium). in units not,'ex- iodine-125, iodine.31' and/or iron 59 in ex- : " - -. ,

ceeding 50 microcuries each for use' ii in vitro cess ot;2(0 I icrocurien .
clinical or laboratory tests not involving inter (2) The, general licensee shall store the by- -. ; Nare of manufacturer
nal -or external administration of byproduct product material, utI'l, used. in the original '4 Ie) The registrant possessing or using by- +
material.or the radiation therelrom.to human shipping containeroj iina container providing.-F product materials under the.general liciense- of
beings or animals. - equivalent radiation pwtection. paragraphi (a) of- this section shall report in- '

(5) Iron 59. in units not exceeding 20 (3) The general licensee shall use the by- writing to the Director of NuclearI&Iaterial e-
micro:uries each for use in in vitro clinical or, product material only4 tir the uses authorized Safety and Safeguards any changes in the in-
laboratory testt not in olving'interntl'or ex-: by paragraphl la) oftl hilsection. formation furnished by himrr in the `Revistra-i
ternal administration of byproduct material. (4) The general hiinsee shall not t inster tion Certificate-In Vitro Testing with Hv-
or the radiation therefrom. ti human-beings. the by produlct materi3a. ept by trans:er to a product Material Under General License:' NR(
or animals. *- .; person authorized i. ie it by a i:.ense Form 483. The'report shaill be furnished stit-

ibi No person shall receise. acquire. pos- pursuant to thischapt oir Irou an Avrcement ih 30 days after the etfectice''date ot such '
s U-4 of transfer byproduct matcri31 pur- State,' nor transt'cr il b product niae til in ctange.' '

soanr to 'tine n . in euntpened ( nIf);'Any'persono sing'byprdduiR mniterial
paipyraph (i) of thlis section until lie has ftilcd labeled shipping container as received from the pursuant to the general license of paragraph (a)
NRC( I:orm 483. "Registration (crtificate-In supplier. - of this section is exempt from the require-

*Vitro Testing with Hyprodtct Material Under Id) The g :ia c eshah. .. ot ::.eive. meni; of Parts 19 And 20 of this chiapte with ) '
General License:- with the Office of Nuclear acquire.4possess. or use byproduct material respect to byproduct materials covered by that .
Material Safety and Safeguards, U.S. Nuclear, pursuant to paragraph (al of tIns section: general license.

NOTES
'A State to which certain regulatory authority over radioactive matcrial has been transferred by formal agreement. pursuant to section 274 of

the Atomic Energy Act of 1954. as amended.

: Material generaIlly licensed under this section prior to January 19. 1975 may bear labels authorized by the regulations in effect on January 1,
1975.: - ,X - . ....

'A newiriplicate set Or this Registraltion C ertificate. NRC F:orm 483 attaybe used to report any change of information furnished by aregistrnr
as requircd.by § 31.1 1 le).

If largnr qntiinities or olher lt;rms of byproduit miterial than those spceicickl in the general license (of 10 CIR 31.11 are required an 'Appli.
catmin foir ByI)produict Miterial License." NRC Forin 313. shotild lbe filel to obtain a specific byproduct material license. c(opice. orapplication
and registration forms may be obtained. from the&United States Nuclear Regulatory Commission. Washington. D.C. 20555, Attention: License
lana zemeit Branch, Division of Fuel Cycle and Material Safety.!

' 'PRIVACY ACT STATEMENT

Pursuant to 5 U.S.C. 522a(e)t31, enacted into law by section 3 of tIme Privacy Act of 1974 (Public Law 93-579), the following statement i; fuir-
nished to individ"Is who supply information to the Nuclear Regulatory orommission on NRC Form 483. This information is maintained in a
system of' recordsdesignated as NRC-3 and described at 40 Federal Registc 45334 (October 1, 1975).

I. AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act ot t?54. is amended (42 U.S.('. 2111 and 22fltb)).

2. PRINCIPAL PURPOSF(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 30-36 to determine
Cs'hether the applicatin conform to the reqist ments of the Atnomic lirigy Act of 1954, as amended, and the regulations of the NRC, for the
issuance of a registration certificate authoriz ing the use of in vilro testing. -:

3. ROUTINE USIES The information mlay be used: ta) t) provide retords to State healith departments for their information and us: and (b) to
prfinidc inmiorfrnat ion tn F:cder:l. State. and local healt it oficia. and other persons in t he event otf incident or exposure for purposes of their
informialtion, investigatioin anm protectin n onf.lithe jii hI.iltt alnl iat v l'ie inftotinition may mlso be disclosed to ap rpripto I d.rat1.
State. Or hw:il agencic. in tlhe cscni t iolwrm Iri:,tiorm iinSh iics siolmn (Ir lmIt.eital si,,latiiti' of lw and in hlie course tart adiniiiiitraltike or
j, i.i itl pro, ced(ing. In addit ini tIhis iiit(rIillatiio nsay Ilm iramost.mis d to it a' pi' pro pi.i e F'ederal. Stat.e. or local agency to tIIe extent re leean,
aid nec-ssary for an N R( decision nr tlo an appriopriall I ederil ," cny 1it the csterit relevant and necessary for thrt aeency's deckison about you.

4. VHETHilR I)lSCLIOSURE IS MANDATORY OR VOLUNIAItY ANID El I E rr ON INDIVIDUAL O: NOT PROVIDING INFORMlATION
't It is voluntary that you furnish the requested inlormation. I the requested intormation is not furnished, however. the registration certificate,

or amendment thereof, will not be processed.

5. SYSTI .Ml NIANAGFR(S) AND ADDRI-SS l)isector. Division oh I ucl CyOI: and Material Safety. Oftive of Nuclear Material Safety and Safe-
guards. U.S. Nuclear Regulatory Conmmission. Washington. D.C. 20555.


