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31 REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH B3YPRODUCT MATERIAL UNDER GENERAL LICENSE

Settion 31.11 o' 10 Cl'. 31 establishes a general license authorizing physici;.ns. clinical laboratories, and los itals to
po.!CS; certain s-nall quantities of byproduct material for in itro clinical or laboratory tests not involving tIn srinal or
extern31 administration of the byproduct material or the radiation therefzom to human beings or animals oss ssion of
byproduct mnatei.i under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or h5/pittl 'ta,. filcd
NPEI Form .183 tnd received frern the Commission a validated copy of NPC Forsi 43 *with registration ninber.
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3385 WALDON RD
LAKE ORION, MI
48035 --

INS1R iLKFI ON(N
I. Sulmit this form in triglicate to:

Off i're of Nu, Icar Mateial Safety and Safeguards
MI TN. Radioisotoges Licen sing liranci
(1.. S. ucl ar Regulatory Conitnisiion
WL, ifhiogit n, D.C. 2(555

2. P1:. se print or iypc the name and addr *ss (includ-
in& zin Ce dc) of tlCe rTj istrant physici in. clinical
laboratory, or hospital for whom or for which
this ri vi~tration forin is filed. Positih n the first
letter of lIe address bflow the left cot and'do
not extenJ t e address beyond the riht dot. (At
NRC, a rtgisiration number mill be assigned and
a vahslatei c )py ef NRC Form 483 will he re-
turned.)

3. 1 Iterctby apply for a registration nLil nber pwisuant t
§31.11, 10 (':CR 31 for use of bvpr( luct mauteria3s it)
(p'eas.r check one block only/)
a. !1self,ac aulylicensedplhysicianaut orizedtt disptens

dr.ags in the practice of medicine.
O b' Tle above-n3med clinical laboratorn
[ c. Tle above-named hospital.
4. To be completed by the Nuclear Regul tory Co-rmissicin

Registration number:
FOR THE U. S. NUCLEAlRtMGULATORY COMMISSION

Shirley A. Crutch 'id4. March 14, 1980
(If this is an initial regi stration, leate this space blank - urnbsr t * be
assigned by NRC Ift !iiss a clange of irformation froi eprraio: siv

regirtered generalicensee, includ e your registation srr mt tr.

S. If place of use is diferent from addresq in Item 1. please give complate address:

6. Certificaticon:

I hereby certify that:

a. All infimn ation in tlis registration certificate is true and complete.

b. The rc ;ist ant has appropriate radiation measuring irstruments to carry out the tests for which byproduct material v.wil: be usid undtr til

genera: license of 1. CFR 31.11. The tests will be performed only by personnel competent in the use of the instr :ments a id in ti l
handling of the byproduct materia5.

c. 'I understand that (ornmission regulations require that any change in the inform tion furnished by a registran c I this re'ristratiw-
cettifis ate be reported to the Dirictor of Nuclear atscrial Safety and Safeguards w:thin 30 days from the effective d. *e of such charFe

d. I have real and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reve-se sitle of tl is forcn i
ant I tunderstani that the registrant is required to comply with those provisions as to all byproduct material which he receives. icqui-t-
posses es. IJseSfor transfers under thegeneral license for which this RegistrationCertifir ate isfiled with the Nuclear Rejul tory Co!-missi ! n

ate Febr y 15.,1980
Signature of person fWin: form

IW

C. Scott Pursley, D.O.
I'rinted n: eic and title or position of pcrson filing form

f :N ING - t::1 U.S.C., E ection 1001t Act of June 25, 1948; 62 Stat. 749: makes it a criminal offense to make a willfully f: Ise stieterment ow
ur-pres, station to any tepam tmfont or aq'ncy of the Udnited States s to Jay mdwter w tnn its jurisdiction.
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CONDITIONS AND lIIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

I .11 General cense for use of byproduct
iaterials for ctrtvin in vitro clinical or labora-
tory testing.

(a) A general license is hereby issued to
any phy- cin, clirnicil laboratory or hospital
to receivt,acquii e, possess, transferor ste, for
l ny Of tll followi .; stated tests, in accur lance
.o~ith the provisio i ciparagraphs (b). (c), (d),
(e), aXd tfl of this. so ction, the following by-
product iat erials ar prepackaged units:

(I) lodine-12'. in units not exceeding 10
nlicrocul es each or use in in vitro clinical Or
'diroratory tests rot involving internal or ex-
*zrnal airninistraton of byproduct material,
fr the. radiation threrefrcm, to human beings
or animals.

(2) Ildine-13 . ini units not exceed ng 10
rstscrocu: 5es each I or use in in vitro clinical cr
!aiboratorv tests r at involving internal or e-c-
wenal adaninistrati an of byproduct material, or
the radiation therefrom, to human beings or
:animals.

(3) Cirbon-l, in units not exceeding 10
arrerocui eS cach ! ir use In in vitro clinical or
.l'ar.tta'y tests ni , Involving internal or exter-
ral adrniiistratior o:' byproduct material, or
ihe ridliati6i the:- from, to human beings or
an~i n-Is.

(4) I1-droren 3 ltritium), in units not ex-
seeding ;) micros ines each for use in in vitro
lirical or laborat try tests not involving inter-

rlal or etternal a ministration of byproduct
material, ,ir the ra iat ion therefrom, to human
teings or anira's:

(5) lon S9, a units not exceeding 20
mrcrocurles each or use in in vitro clinical or
laboratory tests r )t involving internal or ex-
t!enal admrinistrat on of byproduct material,
or the radiation t 'erefrom, to human beings,

or a.nimts.
(b) no petsar st all receive, acq'ire. pos-

.~, use or trans 2r byproduct material pur-
rant to the gea r..l license established by

;raragraph (a) of | 5is section until he has filed
NRC Forin 483, Rcigistratlon Certificate-In
Vitro Testing witt; Byproduct Material Under
General L icense,'' w.th the Office of Nuclear
Mhterial Sarety a d Safeguards, U.S. Nuclear

Regulatory Commission, Washington, D.C.
20355, and received from the Commission a
validated copy of NRC Form 483 with regis-
tration number assigned or until lie has been
authorized pursuant to §35.14(c) cf this chap-
ter to use byproduct material under the general
license in this §31.11. The registrant shall
fuinish on NRC Form483 thefollowing infor-
mation and such other information as may be
required by that form:

(1) Name and address of the registrant;
(2) The location of use; and
(3) A statement that the registrant has ap-

proptiate radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in paiagralph (a) of this
se tion, and that such tests will be performed
only by personnel competent in the use of
suth instruments and in the handling of the
byproduct materials.

(c) A person who receives, acquires, pos-
sesses or uses byproduct material pursuant to
the general license established by paragraph (a)
of this section shall comply with the following:

(I) The general licensee shall not possess
at .my one time, pursuant to the general license
in paragraph (a) of this section, at any one
location of storage or use, a total amount of
iodine 125, iodine 131, and/or iron 59 in ex-
cess of 200 microcuuies.

(2) The general licensee shall store the by-
product material, until uscd, in the original
shipping container or in a container providing
equivalent radiation protection.

(3) The general licensee shall use the by-
roduct material only for the uses authorized
y paragraph (a) of this section.

(4) The general licensee shIll not transfer
the byproduct material except by transfer to a
person authorized to receive it ty a license
pursuant to this chapter or from an Agreement
State,' nor transfer the byproduct material in
any manner other than in the unopened,
lat eled shipping container as received from the
supplier.

(d) The general licensee shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

1') Except as prelackat-ed units which are
labeled in accord ince with the provisions of a
specific license issued unde: the provisions of

:12.71 of this chapter or in a:cordance with
th* provisions of X specific I cer se i sued by an
Agreement State that authiriszis manufacture
and distribution of iodin.-125, :odine-131,
carbon-14, hydrogen-3 (tritiurn), or iron-S9
for distribution 1o persons generally licensed
by the Agreement State.

12) Unless the following statement, or a
substantlly similar staterrient which contains
the information called for in the following
statement, appears or. a lael :affib.ed to each
prepackaged unit or appe:rs in a leaflet or
brochure which aconipanirs the package:

This radioactive material may be received,
acquired, possessd, and uied only by physi-
ci.,ns, clinical labCrato ries or hot piths and only
for in vitro clincal or latoratorar tests not
in olving internal or external administration of
the .maserial, or the radiation the:efrom, to
human beings ott animals. 'ts receipt. acquisi-
tion, possession, use, and I ransfer are subject
to the regulation: and a gcteiir I license of the
U.S. Nuclear Rej;ulatory (bmninission or of a
State with which the Commiss on has entered
into an 3greernerit fot the exercise of regula-
tory authority.

...Fan.tex.............
Name of rnarolifacturer

(e) The registrant possrssiing cr using by-
product materral! under the general license of
paragraph (a) of this section shall report in
waiuing to the Director of' Nuclear Material
Safety and Safeguards any changes in the in-
formation furnished lay him in the "Registra-
tion Certificate-In Vitro Testing with By-
product Material Tlnder General Licene:' NRC
Form 483. The report hiall be Furrished with-
in 30 days after the effectivae date of such
change."

(f)' Any person using byproduct material
pursuant to the general license cf paragraph (a)
of this section is exempt from the require-
merits of Parts 1' and 20 of it-is chapter with
respect to byproduct rnaterals *.ovc red by that
general license.
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NOTES
'A State to v h ch certain regulatory authority over radioactive material has been transferred by formal agreement, pursuar.t to sectiort 274 of

lhe Atomic Energ. Act of 1954, as amended.
'Matei jal gener Ily licensed under this section prior to January 19, 1975'may bear labels authorizud by the regul ations in effect on nuary I,

1975.

A new triplica s ret of this Registration Certificate, NRC Form 483, may be used to report any change of infosrmtion furnishetd by a registrant
as re.luui d by § 3 N.1(e).

If lurer queni ties or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are rinmurcd, an "Appli-
crtion fur Bypifo uct Material License," NRC Fonr 3f3, shoull be filed to obtain a specific byproduct material license. Ccpiesofapplicarion
arad regi.tration r anis may be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20555, Attention: R2dio-
ko)topes Liaensin Branch, Divioion of Fuel Cycle end Material Safety.

PRIVACY ACT STATEMENT
'ursuanst to 5 U.l C 522a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-579) t ie following asatement Is fur-

rinthed to irdividi ils who supply information to tWe Nuclear Regulatoiy Commission on Forms NRC-482 and NRC-4t13. Tlis information is
:s ltintainr'J in a s) tcm of records decignated as NRt2-3 and described at 40 Federal Register 45334 (October 1, 1975).

I. AUTHIORITY !ectionsglandl61(b)oftheAtomic EnergyActof1954,as artended(42U.S.C.2111.and224'11(b)).

2. PRINCIPAL P TRPOSE(S) The information is evaluated by the NRC staff pur:uant to criteria set forth in I) CFR 'arts .0.-6 to determine
wI-ethler the al glication conforms to the requireiments of tie Atomic Energy Act of 1954, as amended and the regulations ( f t e NRC, for the
isstar.ce cf a r!iitration certificate authorizing the use of byproduct material for medical rise or ii vitro testing.

ROUTINE US 'S The informnation may be used: (a) to provide records to State health departments for their information and use; and (b) to
provia1: inforr ition to Federal, State, and local health officials and other persons in the event of incident or exposure fc:r psarposes of their
inforniation. i vestigation, and protection of tLe public health and safety. Tle information miy also be disclosed to arpprepriate Federal,
State. or local igncies in tse eveit the inforrmation indicates a violation or potential violation of 'aw and in the course of an administrative or
judicial procee tuig. In addition, this information' may be transferred to an appiopriate Federal, State, or local agen.y to the extent relevant
and n:cessary * ir un NRC decision or to an appropriate Federal agency to tise extent relevant and net essary for that ;igency's decision about you.

4. WHE [HER D )CLOSURE IS MAkNDATORY OR VOLUNTARY AND EFFECr ON INDIVIDUAL OF NOT PROVIDING INFORMATION
Disclosure of te requested information is vols3tilary. If the requested informsation is noi furniied, however, she r.gistratia certificate, or
arnenItnient tlrtecf, will not be processed.


