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SEREALS | REGISTRATION CERTIFICATE—IN VITRO TESTING e
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
\-// Section 31.11 of 10 CFR 31 cstablishes a general license authorizing physicians, clinical lsboratories, Wospitals, and

veterinarians in the practice of veterinary medicing to possess certain small quantities of byproduct inaterial for in vitro clinical
ar laboratory tests not invalving the internal or external 2dministration of the by product material or the radiation therefrom to
human beings or animals, Possession of byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical
laboratory, hospital, or veterinarian in the practice of veterinary med: iwcine, has filed NRC Form 483 and received from the
Commission a validated copy of NRC Form 433 with registration number. ) .

@ TOWER LABORATORIES e
15400 GRAND RIVER
DETROIT, MI 48227

3, I hereby apply for a registration number pursuant to
§31.11, 10 CRF 31 for use of byproduct materials for
fplease check one block only) :

Cira.  Myself, a duly licensed physxcm authorizcd 1o dis-

pense dregs in the practice of medicine.

ﬁ/ b. Theabove-named clinical laboratary.

(3 ¢. Theeabove-named hospital,

7 d. Veterinarian in the practice of veterinary medicine.

4. To be completed by the Nuclear Regulatory Commission.

INSTRUCTIONS
1. Submit this form in 1rimi ateto: ] _ Registration number: |
th;e m Mueloar M a Lr”l‘»nfe'v"ni‘ Semiards I _ CELS A RF(':"F © 8555
S . ) % )

FOR THE U prLEAR RECﬁLALOnY COMMISSION

O
) 2
2. Please print or type the name and address S, . . s ® u:lf: Lo
(including zip code) of the registrant physician, 5% / Ey 8 % 7 ‘f ‘5?
int Y H H H ! : : A e i v\r-—~\. Ay £
- clinical laboratory, hospital, or veterinarian in the ¢ ATl ) SERA .
\//' - practice of veterinery medicine for whom or for "4 PPFNI'A e ATOWNT? o MAY 3, 1989

which 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 returned.)

(If this is an initial registration, Ieave this spoce blank — number to be
aessizned by NRC. If this is a change of information from ¢ previously
registered § "erv’ra[ license, include your rezistration numniber. )

5. If placs of use is different from address in Ytem 1, please give complete address:

6. Cestification:
. Ihereby certify that:
a. Allinfarmationin this regu! 1or‘. certificate is true and completc

b. The registrant has approprizate radintion measuring instruments to carry out the tests for which b)produgt raterial will b° used undcr the
general license of 10 CRF31.11. T he tosts will be perfermed only by personnel competent in :hc use of the instruments and in the handling of

the byproduct materials,

c. ! understand that Comniission 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 wlthm 30 days from the effective date of such change.

d. ! haveread and understand the provisions of Szction 31.11 of NRC regulauom 10 CFR 31 (rcpnnted on the reverse side of this form); and I

understand that the registrant is required to comply with those provisiops as to all byproduct material which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed vuth the Nuclear Regulatery Commission.

uﬁmu( 24/$9 - /%\(M\)//m

Aletapee Ao, HD. Medicac D//éc’w

/
\\/ Printed ramc and title or position of person filing form

WARNING— 18 U.S.C., Section 1001; Act of June 25, 1048; §2 Stat. 749; makes it a criminal offense to make a willfully false statement or
representation to any department or agency of the United States as to any matter within its jurisdiction.




§31.11 General licease for use of byproduct materials
for certain in vitro clinical or laboratory testing,

(3) A general license is hereby issued to any physi-
cian, veterinarian in the’ practice of veterinkry
medicine, clinical laboratory or hospital to recebve,

" acquire, possess, transfer, or use, for any of the
following stated tests, in accordance with the provi-

sions of paragraphs (b), (), (d), (¢), and (f) of this

section, the following byproduct materials in
prepackaged units: . !
(1) Jodine-125, in units not exceeding 10
microcuries each for use in in vitro clinical” or
laboratory tests not involving internal or exteraal ad-
ministration of byproduct material, or the radialion
therefrom, to hurnan beings or animals.
" (2) lodine-131, in units not exceeding 10
microcuries ‘each for use in in vitro clinical or
laboratory tests not involving internal or external ad-
ministration of byproduct material, or the radiation
therefrom, to human beings or animals.’ .
(3) Carbon-14, in units not exceeding 10
microcuries each for use in in vitro “clinical or
laboratory tests not involving internal or external ad-
ministration of byproduct material, or the radiatioa
therefrom, to human beings or animals. :
(4) Hydrogen 3 (tritium), in units not exceeding 50
microcuries each for use in in vitro clinical” cr
laboratory tests not involving internal or external ad-

ministration of byproduct material, or the radiation

therefrom, to human beings or animals.’

_(5) Iron 59, in units not excceding 20 microcuries
cach for use in ia vitro <linical or laboratory tests not
involving internal or exaternal adninistraticn of
byproduct material, or the radiation therefrom, to
human beings or animais.

(6) Selenium-75, in lel:i‘ils ot exceeding - 10 7

microcuries each for use in in vitro c¢linical or
laboratory tests not invalving internal or external nd-
_ministration of byproduct material, or the radiation
therefrom, to human beings or animals.

(7) Mock -lodine-125 reference or  calibration
sources, in units not exceeding 0.005 microcuria of
iodine-129 and 0.005 microcuric of anierivium-241
each for use in in vitro clinical or Igheiaory tests not
involving internal or evterpal admineciration of
byproduct inaterial, o1 the radiation thuicfrom, 1o
human beings or animals. . _

(b) No person skall receive, acquire, possess, use or
transfer byproduct material pursuant to thé general

CONDITIONS A

ND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

license established by paragraph (a) of this section
until he kas filed NRC Form 483, *Registration Cer-
tificate—~In Vitro Testing with Byproduct Material
Under General License,”” with the Director of Nuclear
Material Safety and Safeguards, U.S. Nuclsar

Regulatory Co.nmission, Washington, D.C. 20888, °

and reccived from the Cemmission a validated copy
of NRC Form 483 with registration number assigned
or until he has been autherized pursuant to §35.14(c)
of this chapter to use byprodust material under the
general license in this §31.11. The registrant shall fur-
nish on NRC Form 483 the following information and
such other information as may be rcquired by that
form:

(1) Name and address of the registrant;

(2) The location of use; and

(3) A statement that the registrant has appropriate
radiation measuring instruments to carty out in vitro
clinical or laboratery tests with byproduct materials
as authorized under the general license in paragraph
(a) of this section, and that such tests will be pes-
formed only by personnel competent in the use of
such instruments and in the handling of ihe byproduct
materials.

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

(1) The general licensce shall not poscess at any one
time, pursuant to the general license in paragraph (a)
of this section, at any one location of sterage or use, a

total amount of jodine 128, iodine 131, selenium-75,

and/or iron 59 in excess of 200 microcurices.

(2) The general licensee shall store the byproduct
material, until used, in the origiral shipping container
or in a container providing equivalent radiation pro-
tection. Lo

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

(4) The general licensee shall not transfer the

-byproduct material except by transfer to a person
tauthorized to receive it by a Jicense pursuant to this

chapter or from an Agreement State,! nor transfer the
byproduct material in any manner other than in the
unopencd, labtled shipping comziier sy :eceived
{rom the supplicr.

(5) The gencral fieensce shai dipaer. so Mooy
fodine-125 refersnce or cuhibrativng ~oaios ucotibed
in paragraph (2)(7) of thus secrion as tequired by
§20.301 of this chapter.

() The general licensee shall not receive, acquires

‘possess, or use byproduct material pursuant to

paragraph (a) of this section:

(1) Except as prepackaged units which are labeled -

in accordance with the provisions of a specific license
issued under ths provisions of §32.71 of this chapeee
or in accordance with the provisions of a specific
license issued by an Agreement State that authorizes
manufacture and distribution of icdine-123, jodine-
131, carbon-14, hydrogen-3 (tritium), selenivm-75,
iron-59 or Mock lodine-128 for distribution to per-
sons generally licenced by the Agreement Siate.

{2) Unless the following statement, or a substan.
tially similar statement which contains the informa-
tion called for in the foilowing statement, appears on
a lahcl affixed to cach prepackaged unit or appears in
aleaflet or brochure which accompanies the packaga:?

This radicactive material may be received, ac-
quired, possessed, and used orly by physicians,
veterinarizns in the practice of veterinary medicine,
ciinical Iaborateriss or hospitals and orly for in vitro’
ciinical or labaratory tests not invelving internal or
external administration of the material or the radia-
tion therefrom, to human beings or animals. Its
receipt, acquisition, possession, use, aud transfer are
subject 1o the regulations and a gencral liceise of the
U.S. Nuclear Regulatory Commission or ¢f a State
with which the Commission kas entered into an agree-
ment for the excrcise of regulatory authority,

*  Nameof manufacturer

(e} The registrant possessing or using byproduct
materials under the general license of paragrach (z) of
this section shall report in writing to the Director of
Nuclear Material Safety and Safeguards any changes
in the information furnisked by him in the **Registra-
tion Certificate—~In Vitro Testing with Byproduct
Material Under Guneral License,”” NRC Form 483.
The report shall be furnished within 30 days after the
effective date of such change.?

(f) Any person using byproduct material pursuant
to the general license of paragraph (a) of this szction is
cxempt from the requirements of Parts 19, 20 and 21

| rhis chaprer with respert to byproduct materials
be that general Lgen ¢t that such per-
cg the Mook lodise 12t Jdescribed in
ph{aNT7) of this section <hail senpiy with the
caisions of §20.301, 20,402 and 20.403 of ihis
vhapter. .

! A State to which certain regulatory authority over radioactive material has be

Atomic Energy Act of 1954, as amended.

HNOTES

en transferred by fermal agreement, pursuant to s22tion 274 of the

2 Material generally licensed under this section prior 1o January 19, 1975 may bear labels authorize:d by the regulations ia effect on January 1,

1975.
required by §31.11(¢).

3 A new triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furpished by a registrant as

If Targer*quantities ot other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an “Applica-
tion for By product Material License,” NRC Forms 3131, 313M, or 313R should be filed to obtain a specific byproduct material license. Copies of
application and registration forms may be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20535, Attention:
Material Licensing Branch, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT

Pursuant to § U.S.C. 522a(e)(3), enacted into law by scction 3 of the Privacy Act of 1974 (Public Law 93-879), the following statement is fur-
nished to individuals who supply information to the Nuclear Regulatory Commission en NRC Form 483. This information is mzittained in a
- system of records designated as NRC-3 and describad at 40 Federal Register 45334 (October 1, 1975). .

. AUTHORITY Sections 81 and 161(b) of the Atomic Encrgy Actof 1954, as smended (42 U.S.C. 2111 and 2201(b)).

2.  PRINCIPAL PURDPOSE(S) The information is evaluated liy the NRC stalf pursuant to critcria set forth in 10 CFR Parts 30-36 to determins
whether the application conforms to the requirements of the Atomic Energy Act of 1954, as
issuance of a registration certificate authorizing the use of in vitro testing.

3. ROUTINE USES The information may be used: (2) to provide records to &t

amended, and the regulations of the NRC, for the

ate health departments for their information and use; and (h) to

provide information to Federal, State, and local health officials and cther persons in the event of incident or expasure for purposes of their in-
formaticn, 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 viclaiion of law and in the course of an administrative or judicial

proceeding. In addition, this information may be transferred to an appropriat
necessary for an NRC decision or to an approgriate Federal agency to the exteni

Federal, Stute, or local agency to the extent relevant and
antand nece-nary for that agency’s decision about you,

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND LFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMA-

TION

tficate, er amendment thereof, will not be processed.

5. SYSTEM MANAGER(S; AN ADDRESS  Director, Divisien of | ur
Sufeguards, .S Nucizar Reguiatory Commission, Washington, D.C. -

vie and Naterial So0

It is voluntary that you furnish the requested information. 1 the veguented information i net furnished, however, the registration cer-

v Office of Nuctear Material Safely and




