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WITi l BYPRODUCT MATEr1jAI.. UNDEP GENEfRIAL LICENSE

Scction 31.11 of 10 ClR 31 cot-'liskhes a gencral licensc authorizing physicians, clinical klworatorics, I spitals, end

veterinarians in the practice of Vcterinary edicine to posscess certain small quantities of byproduct imatetial for in vitro clinical

or laboratorv tcsts not involving the internal or external administration of the byproduct material or the radiation thcrefromu to
liuman beings or aninsals. P'ossession of byprodtuct material urnder 10 CFR 31.11 is not authorized until the physician, clinical
laboratory, hospital. or veterinarimn in the piactice of veterinaty rned cine, has filed NRC Form 483 and received front the
Commission a valid;itcdl copy of NR1 C Forim 493 w^;ithl registratiotn nurnber.

O TOWER LABORATORIES
15400 GRAND RIVER
DETROIT, MI 48227

3, 1 hereby apply for a r sgitration number pursitant to
§31.11, 10 CRF 31 for use of b3 produzt materials for
(pleasc chI eck one block o/r) )

Cia. NMyself, a. duly licensed physici.ifr atithorized to. dis-
penuse drtes in the p rostice of tnedicine.

5t b. The abo ~-namcd clinical laboratory.
Ej c. The abovc ramned hospital.
L d. Veterinarian in the practice of veterinary medicine.
4. To be completed l y thsc Niuclear Regulatory Commissiont.

INSTRUCTIONS

1. Subnim this form in trinri-ate to:

Office of !>-!-:; \^1lCr '"'" aksaf andi ' s.:r~
ATT~i: ''Mr~"!inl I ; ag r~.

1..S. '''. sg!.t' '_tr

W\ asi!: I , .C. 2) .

2. Please print or tvpe the nanme arind ,ddress
(including zip code) of the registrant physician,
clinical laboratory, hospital, or veterinarian in the
practice of veterinary medicine for whom or for
which this registrations form is filed. Posdtion thic
first letter of thc address below the left do! and do
not extend the address beyond the right dot. (At
NRC, a registration number will be assitened and a
validated coryv of NRC Form 463 will be returned.)

r- RegSisration number: 8555

FOR THE U S. W{,LEAR RPCt',bJLORY CCR-IMIT

'', ;_ .-/F. .- , UY 3, 1989
"1EPI;N1FL;A'E.... ;RO°N"N"~** hAY 3, 1989

SSION

(if this is an initial registration. leave thisr se!ce blank - number to be
essigned by NRC. If this is a change of informnatione fromn a rrevioislit
regivteredgenrerallicense, inchludeyour rejiscralion nruher.)

5. If plar.- of use is different fromn address in Item 1. plcase Five complete address:

6. Certification:

I hereby certify that:

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

b. The registrant has appropriate radliaion measuring instrunmnts to carry out the tests for wxhich byproduct material will be used under the

general license of 10 CRF 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 requirc that any change in the information furnished by a registrant on this registratlon certificate

be reported to the Director of Nuclear Material Safcty 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 rtll byproduct material which he receives, acquires, possesses.

uses, or transfers tinder the general license for vihich this Registration Certificate is filed with the Nuclear Regulatory Commission.

Doe 1 C ]By @1 4 7

CR V /om . V-i v. ___ ,___-_
Printed name and title or position of person filing form/

"AI NING- 18 U.S.C., Section 1001; Act of June 25, 194;: f62 Stat. 749; makes it a criminal offense to make a wilitully raise statement or
_ - representation to any departntent or agency of the United States as to any matter Within its jurisdiction.



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
313.11 General license for use of byproduct materials

for certain in vitro clinical or laboratory testing.

(a) A general license is hereby issued to any physi-
cian, veterinarian in the practice of veterinary
medicine, clinical laboratory or hospital to receive,
acquire, possess, transfer, or use, for any of the
following stated tests, in accordance with the provi-
sions of paragraphs (b), (c), (d), (c), and (f) of this
section, the following byproduct materials in
prepackaged units:

(I) lodine-125, in units not exceeding 10
microcuries each for use in in vitro clinical or
laboratory tests not insolsing internal or external ad-
ministration of byproduct material, or the radiadton
therefrom, to hurnan beings or animals. -

(2) Iodine-131, in units not exceedinLg 10
microcurics each for use in in vitro clinical or
laboratory tests not insolving 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 radiation
therefrom, to human brings or animals.

(4) hlydrogen 3 (tritium), in units not exceeding 50
microcuries each for use in in vitro clinical or
laboratory tests not insolving internal or external ad-
ministration of byproduct material, or the radiatIon
therefrom, to human beings or animals.

(5) Iron 59, in units not exceeding 20 microcuries
each for usC in in vitro clinical or laboratory tests not
involving internal or external administraticn of
byproduct material, or the radiation therefrom, to
human beings or anrmais.

(6) Sclenium-75, in units hiot Ccceding 10
microcurics each for use in in Sitro clinical or
laboratory tests not involving internal or external ad-
ministration of by)product material, or the radiation
therefrom, to human beings or animals.

(7) Mtock lodinc-.125 reference or calibration
sources, in units not eccedirig 0.005 microcurie of
iodine-129 and O.0O5 microcuric of aiceridium-241
each for use in in vitro ..liaical or t4be ,ct. tests not
involving intcr.al. or e- erral :Pi(isumrltiorn of
byproduct material, or lhe radciauoa ii;:cfroni, to
human beings or animals.

(b) No person shall rec.chi e, acquirc, po3eCss, u;C 3r
transfer byproduct material pursuant to the general

license established by paragraph (a) of this section
until he has filed NRC Form 483. "Registration Ccr.
tificatc-In Vitro Testing with Byproduct Material
Under General License," wsth the Director of Nuclear
Material Safety and Safeguards, U.S. Nuctear
Regulatory Co.nmnission, Washington, D.C. 20555,
and received from the Commission a validated copy
of NRC Form 483 with registration number assigned
or until lie has been authorized pursuant to §35.14(c)
of this chapter to use byproduct material under the
general license in this §31.1 1. The, rcgistrant shall fur-
nish on NRC Form 483 the following information and
such other information as ntay. be required by that
form:

(I) 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 laboratory tests vith byproduct materials
as authorized under the general license in paragraph
(a) of this section, and that such tests will be pe-
formed only by personnel competclnt in the use of
such instruments and in the handling of ,he byproduct
materials.

(c) A person who rrceives, acquies. possesses or
uses byproduct material pursuant to the genecral
license established by par3gEraph (a) of this sectien
shall comply Aiththe folloss aig:

(I) The general licensee shall not possess at any one
time, pursuant to the general licensse in paragraph (a)
of this section, at any one location of storage or use, a
total amount of Iodine 125, iodine 131, selenitsm-75,
and/or iron 59 in excess of 200 microcsmrics.

(2) The general licensee shall stote the byproduct
material, until used. in the original shipping container
or in a container ptoviding equivalent radiation pro-
tection.

(3) The general licensce shall use tie byprnduct
material only for the uses authoried by paragraph (a)
of this section.

(4) The general licensee shall not transfcr the
byproduct material except by transfer to a person
authorired to receive it by a license pursuant to this
chapter or from an Agrecmnent State,' nrr transfer the
byprod:tct material in any manner oe:bllr lirt in the
unopened, lab-led shipping c.miriu.c, cccivcd
from the ;LpplIer.

(5) Ithe general iicenslcc tctt .z Mc.
lodine-125 rcfeitnce or cisr.,:i. :..ritedl
in paragraph (a)(7) of this soCiei:t .. t iriltCd by
§20.301 of this chapter.

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

(I) Except as prepackaged units which are Irbc!ed
in accordance with the provisions af a *pecific license
issued under the provisions of §32.71 of this ch;:,:r
or in accordance with the provisions of a specific
license issued by an Agreement State that authorizes
msanufacture and distribution of iodine-125, iodine-
131, carbon-14. hsdrogen-3 (tritium), selenium-75,
iron-59 or Mock lodine-125 for distribution to per-
sons gencrally licensed by the Agreement State.

(2) Unless the following statenent, or a substan-
tially similar statement which contains the informar-
tion called for in the following statentent. appears on
a label affixed to cach prepackaged unit or appears in
a leaflet or brochure which accompanies the package:a

This radioactive ntaterial may be received, ac-
cjuired, possessed, and used only by physicians,
seterinaisans in the practice of veterinary medicine,
ciirlicel lahoratoris or hospitals and only for in vitro
Ciinical or laboratory tests not invCiving internal or
Cxte:1nal admin'stration of tle material or the radia-
n7on therefrom, to human beings or animals. Its
receipt, acquisitios, possesrion. use, a..d transfer are
sibject sc the reyuslationa and a gencral license of the
U.S. NLIclear Regulatory Commission or of a State
sAith which the Commission has cntcsed into an agree-
ment for the exercise of regulatory authority.

............... .......................

Name of mranufactssre

(e) The registrant possessing or aiing bypfod'uct
mratcrials under the general license of paragraph (a) of
this section shall report in writing to the Director of
Nuclear Material Safety and Safeguards any changes
in the information furnished by him in the "Regisura-
tion Cenificate-In Vitro Testing with Byproduct
Material Under General License,' NRC Form 483.
I he report shall be furnished aithint 30 dsys after the
effectivedatelof'suchchasge.3

lf) Any persosn using !ayproduct matcrial pursuant
to ;rc general license of paragraph (a) of thst sertion is

-nspt frorn tec requiremenets f Paitt 19, 10 and 21
4 ri-, chlrtr w:th respert ts etct Inalerialis

I) 1 thdt asaea Ige.ecs csc'Cpt hat such per-
;. i-rg e Msaik i- : .i -: dcs.rlbcci in

': pi 7 ;It7; of ihis srcu.niori ! n pm> with the
- isions el f)20 i301, 20.4;12 andI 20 .4.3 of this

a

s I!

I'
-1

, !jp ter.
_. _

... .. .. _ .-

NOTES
A State to which certain regulatory autllority over radioactive material has bcen trainsfe.rcd by fetnnal agreement, pursuant to ^!eion 274 of the

Atomic Energy Act of 1954, as anmended.
2 NMaterial generally licensed utnder this section prior to January 19, 1975 may bcar labels authorized by the regulations in effect on January 1,

1975.
3 A new triplicate set of this Registration Certificate. NRC Form 483, may be used to report any change of isformation fhmished by a recistrant as

required by §31.11 (e).
If hargerqssantities or olher forms of byproduct material than those speCitne in tlhe gcncr:a I censc tf 1 0 CiR 31. 1 1 art equitcd, asl Applica-

tion for Blyproduct Material LiCLnese," NRC orems 3131, 313M, or 313R shouRld be fited to obtain a sleceific bypeoduct material license. Copies of
application and registration forms trsay be obtained from thse United States Nuclear Regu!atory Comutiscions, Washington, D.C. 2L1555, Attention:
Material Licensing 3.-anch, Division of Fuel Cycle ard Material Safety.

PRIVACY ACT STATEMENT

Pursuant to 5 U.S.C. 522a(e)(3), enacted into law by section 3 of the Privacy Act of 19741 (Public Lavv 93-'79), the following statement is fur-
nished to individuals who supply infoimation to the Nuclear Regulatory Cons:sission cn NRC Fori -4S3. This information is maintained in a
system of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1, 1975).

I. AUTHORITY Sections SI and 161(b) of thetAtomic Energy Act of 1954, as n'.ended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC s;.sff rlurcstant to critct ia ,.t forth in 10 CFR Pasts 30-36 to detcerfirne
whether the apl)lication conforms to the requiremrnts of the Atomic Energ;y Act of 1954, as amensded, antd the regulatiotns of the NRC, fer the
issuance of a registration certificate authorizing the use of in vitro testing.

3. ROUTINE USES The inforrtation may be used: (a) to provide records to Stair hcalith dcpartL S;5 for their inforrsation natd use; and (b) to
provide informtation io Fcsderal, State, atrd local health officials atrd itrier pe!-Ocn in the event of incii'.nt or expzsure for purroses of their in-
forml3tion, iovestig.ssiorI. atl protection of thc public health and safety. i[h1e !lO: riatiOtsl smay al so be disc'osed to approlpriate Fleceral, State, or
local agencics in the event the information itdicates a violation or pocillial c jest of layw smJ i!: the course of an adntisinsrstive or judiclal
procreding. In Rt fition, this information may be transferred to an appbopi i u Ic-dcral, Staieo, or local agency to thie extest relevant and
necessary for an NRC dccisiton )s to ass appropriate Federal agency it the extc: i- eUat and se nc, ry for that agency's decision about you.

4. WIhETilER DISCLOSURE IS MANDATORY OR VOLUNTARY .'m -,1D 1 1 i (r ON lNi)!.i.UAI. OF NOT PROV!DliN(i INFORMA-rliON It is vesitlaary tlat you furnish the requested inforanatiori. II thc IC. l l I noti futnisnl i, howevce, tiec registration cer-
tificate, or anictIment thereof, %vill not be processed.

5. SYSnli.sl MIAN .,GLERIS A:ilJ AlDDRESS Director, Divisica ot I "ie ( . .. 1la:crild .:., Onfic cf Nucvm n : 11i[ S.d sc;, ^;ni
Safcgua.rds,. .S Ntueic.ir R.gtcliii'ry Cotomission, Waslhngton, 1.3. _(''

I,-


