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REGISTRATION CERTIFICATE-IN VITRO TESTING
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.f .
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE /

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hosptals to
possess certain small quantities or byproduct material for in vitro clinical or laboratory tests not involving the in ernal or
external administration of the byproduct material or the radiation therefrom to human beings or animals. Pos ssion of
byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospita.has filed
NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with registration number

0./ 0' *s'

Clifford Gary, D.O. . 0 -- 1 o s o -o m r o
. Harbor Laboratories 3. I hereby apply for a xegistr ion number pursuant to

*. .- ; - -- -§31.11 1.I0 CFR 31 for use Of byproduct materials for.
2111 Cass Lake Road (plceas check one block onty-
-Keego Harbor, Michigan 48033 .0 a. Myselfa duly licensed physician authorized to dispense

drugs in the practice of medicine.
b. The above-named clinical laboratory.

0- c. The above-named hospital.
4. To be completed by the Nuclear Regulatory Commission:

. . I

INSTRUCTIONS
1. Subrit this form in triplicate to:

Office of Nuclear Material Safety and Safeguards
AITN: Radioisotopes Licensing 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
this registration form is filed. Position the first
letter of the address below the left dot and do
not extendthe address beyond the right dot. (At
NRC, a reiistration number will be assigned and
a vabdahed copy of NRC Form 483 will be re-

w -- turned.). -

Reegistration number:

FOR THE U. S. NUJC
_ 4

- jtC'0

I-
to

-7212--
ORY CO'T-ISSION

Shirley A. Crutchfitd**% March 28, 1985 -;`
(If this is-an initial registration, keare this space blank - number lo be
assigned by NRC If this is a change of information from c prediously

registered general licensee, include your registration number.)

.: --

S. If place of use is different from addressin Itemil please give complete address:
* * .* . .

- _: - 7 -

I- .i: . . , % - ; - .:

. I I . 1,. i", I
- I

6. Certification:

I bereby certify that: -

aL 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
'gKneral license of -10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments and in ftl
handling of the byproduct materials. .

c. I understand that Commission regulations require that any change in the information-furnished by a registrant on this regsstratiorn-..
certificatede reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such Ha eh .

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 RegistrationCertificate is filed with the Nuclear Regulatory Commission.

March 13, 1985

Signature of person filing form

Robert H. Povlitz, Administrator-

Printed name and title or position of person filing form
Robert H. Povlitz, Administrator

WARNING-18 US.C., Section 1001; Act of June 25, 1948;S62 Stat. 749; makes it a criminal offense to make a willfully false statement or
I representation to any department or agency of the United States as to any matter within its jurisdicsion. ---
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I A_
CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of byproduct Regulatory Commission, Washington, D.C.
materials for certain in vitro clinical or labor*- 2055S, and received from the Commission a
tory testing. validated copy of NRC Form 483 with regis.

tration numobe assigned or until he hua been
(a) A general license Is hereby Issued to authorizedpursnt to §35.14(c)of this chap.

any physician, clinical laboratory or hospital tee to use bypro uct material under the general
to receive, acquire, possess. transfer, or use, for license In this 31 .11. The registrant hallN
any of the following stated tests, in accordance furnish on NRC ;orm 483 the following infor-
with the provi ions of paragraphs (b). (c).(d). mation and such other information as may be
(e). and (I) of this section, the following by- required by that form:
product materials in prepackaged units: (1) Name and address of the registrant;

(1) lodine-125 in units not exceeding 10 (2) The location of mm; ad
microcuries each for use in in vitro clinil or (3) A statement that the registrant ha ap.
laborstory..tests- not involving internal or . prptse radhtion measuring Instrument to
ternal administration of byproduct mater l carry out in vitro clinical or laboratory teas
or the radiation lherefrom, to human belw with byproduct materials as authorized under
or animal* - the general license in paragraph (a) of this

(2) lodine-I 31, in unks not exceedIg 10 section. and that such tests will be perforned
microcures each for use in in vitro din"le only by `enonnd cxoNtent in the use of
laboratory tests not involving internal or ex- isah instruments and In the handling of the
ternal administratlon-or byproduct matetial, or byproduct materials.
the radiation therefrom, to human beings a (c) A person who receives, acquires. pot-
animals. aesses or as" byproduet mnaterial purseant st

(3) Carbon-14. in units not exceedIg 10 the oenr license egablished by pwravh W
microcuries each for use in in vitro clitiea& at of this section shall comply with the followiqg
laboratory tests not involving internd at - , (1) The general licensee tl not po
nil administration of byproduct material, or at any one time, pursuant to the lbe oenx
the radiation therefrom, to' human beings or In paragraph (a) of this section, at any one
animals. location of storage or ise, a total amount af

(4) Hydrogen 3 (tritium), In unitirnot e- iodine 125, iodhie 131, and/or iron S9 in ex-
ceeding S0 mrocuries each for use in i vitro ces of 200 microcurles.
clinical or laboratory tests not involving inkr- (2) The general licensee shall store the b
nal or external administration of byprfet product material. until used,4 In the or
materisl, or the radiation therefrom, to hu dlippisg containr or in a container providing
beings or animals. I- -,- equialent radiation pmt.ctlqt

(5) Iron 59. In units not eiceedng 20 (3) The licensee shall use the by-
mnicrocunes each for use in in vitro clhtor product material only for the uses authorized
laboratoW trets not insoling internal or WIN' bis paragraph (a) of this section.
ternal a ministratios of byproduct nmterKl - '(4) Thfteneral licensee shall not transfer
or the radiation therefrom, to human bging thebyprodtict material except by transfer toe
or animalLs - perso- authorized to receive It by a license

(b) No person sa& receive, acquire, po - pursa nt to ths chapter or from agn reement
&ess, use or transfer-byproduct materil pr- Ste 'nor trnsf the byprodct material in
vuant to the general ticense established by ny manner other tha in the unopened,
paragraph (a) of thii sections until he ho filed Isb bd-hipping oontane a received from te
MRC Form 483, "Registration Certificate-In suppL7er.-
Vitro Testing with Byproduct Material Under- - (d) The general licensee shalU not receive;
General License," with the Office of Nucmr acquire, possess or use byproduct material
Material Safety and Safeguards, US. N dr- pursant to pargraph (a) of thhs section:

(I) Except as prepackaged units which x.e
labeled in accordance with the provisions of a

ecific license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issued by an
Agreement State that authorizes manufacture
and distribution of iodine-12S, iodine-131,
carbon-14. hydrogcn-3 (tritium), or iron-S9
for distribution to persons generally licensed
by the Agreement State.

(2) nless the following statement, or a
substantially similar statement which contains
O informare called for in the following

at, aprs on a label affixed to sZ
pnp d unit or appears n xa leadle or
bume whicb accompanies the package.
Ths radioacive material may be recelved

cqrd, po ed nd used only by phys
cias, clnical laboratories or hospitals andtie
fpr in vitro clinical or laboratory tests not
involving internal or external administration of
the nmterial, or the radiation therefrom, to
human r bings or atimals Its receipt. tiM-
tiof. psio ue, and transfer ae ma oct
to the regislafts and a generl license of t
U.S. Nuclear Rtglatory Commission or of a
State with which the Commission ha entered
inso at agreement for the exercise of reguta-
tory antoiy

Namne of mnanufacturerX
(e) The relsttrnt ponessing or using by-

p nouc mawi undr the generl lienen of:
p h (a of this ctiorr shall report i n:
writin to tshe Diretor of N~uclear Matetril :
Safety and feards any changes in the in:-
f ion m d by pim in th Reit
tion Certi.5cate-In Vitro Testing with Dy
roduct Martial Under General ense," NRC

Form 483. The report shall be furnished with-
in 30 days after the effective date of suic

c`(r~6;person using byproduct materiwl
pursuant to the eneral license of paragraph (a)
of this section is exempt from the require-
ments or Parts 19 and 20 of this chapter with
respect to byproduct materials covered by that

- . , r

NOTES-

'A State to which certain regulatory authority over radoactive material has been transferred by formal agreement, pursuant to section 274 of
the Atomic Energy Actof 1954, as uende-

Materil gnerally licensed undcr tlhs section prior to January 19.191S may bear laboes authorized by tO regulations in effect on JLnuary 1,
197S.

new triplicate sea of this Registration Certificate, NRC Form 4833 may be used to report any change of information furnished by a registrant
a: ruired by § 31.11 (e).

f Larger quantities or other forms of byproduct m atedal than those specibd in the general license of 10 CFR 31 11 aua required n 'App
cati.nl for Byproduct Material License - NRC Form-313 should be filed to obtain a specific byproduct material license. Copies of appliston
tn2 registration forms may be obtained ftom tse United States Nucler Regulatory Commission, Washington, D.C. 2055S. Attention: Radio-
i' Jpes Licensing Branch, Division of Fuel Cycle and Material Safety.

-- PRIVACY ACT STATEMENT- -

Pluruant to S U.S.C. 522a(s)(3). enacted into 1gw by section 3 of the Privacy Act of 1974 (Public Law 93-579). the following statement is fur-
nithed to individuals who supply information to the Nr Regutory Comission on Forms NRC-482 and NRC-483. This information is
ma'ntsined in a system or records designted as NRC-3 and described at 40 Federal Register 45334 (October 1, 1975).

1. WTHIORITY Sections81and161(b)oftheAtomic EnergyActofl954.asamended(42U.S.C. 2111 nd2201(b)).

2. PRINCIPAL PURPOSE(S) Thci nforation I evluated by the NRC staff pyruant to criteria t forth in 10 CFR Puts 20-36 to determi
whether the appiication conforms to therequireentsoftheAtomicEnergyAct of 1954. amended and the regulationsof the NRC for the
su3nce of a registration certificate authorizln the use of byproduct material for medical use or in vitro testing.

; .OuINE USES The information may beused: (a) to provide recordsrto State health deparments for their Information and use; and (b) to
pro ide information to Federal. State. anA local health officials and ether pesons in the *vwt of incident or exposure for purposes of their
info mation. investigation, and protection of the public health and safety. The information may also be disclosed to appropriate Fedl,
SIa(C or local ag'ncks in the rvent the information indicates a violation or potential violation of law and in the course of an administrative ot
,idicial proceeding. In addition, this information may be transferred to an appropriate Federal.- State. or local agency to the extent relevant

and ncessary for an NRCdecision or toas aa ropriat Federal agency to the extent rletk ad dnecesmay for that agency's decision about yoe.

*HETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFrT ON INDIVIDUAL OF NOT PROVIDING INFORMATlON
.;tsclosura of the requested information is voluntary. If the requested information is not furnished, however, the registration certifcate. or -
arsnendment thereof, will not be procesced.
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