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U.S. NUCIICLEAIOULTOWtY COMMISION

REGISTRATION CERTIFICATE-tN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing physidans. clinical laboratories. hospitals, and
veterinarsans in the practice of veterinary medidne to possess certain small quantities of byproduct material for in Witro clinical
or laboratory tests not Involving the internal or external administration of the byproduct material or the radiation therefrom to
human beings or animals. Possession of byproduftmaterial under 10 CFR 31.11 Is not authorized until the physician. clinical)
laboratory, hospital or veterinarian In the practice of veterinary medicine. has filed NRC Form 4J3 and received from thA
Commission a validated copy of NRC Form 433 with reisration number. /

Perry ComfortCare Laboratory
Services, Inc.

7915 Allen Road
-Allen Park, k1I 48101

INSTRUCTIONS
J. Submit this form In triplicate to:

Office of Nuclear Material Safety and Safeguards
ATTN: Material Licensing Branch
U.S. Nuclear Regulatory Commission
Washington, D.C. 20553

2. Please print or type the name and address
(including zip code) of the registrant physician.
clinical laboratory, hospital, or veterinarian in the
practice of veterinary medicine for whom or for
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 We-rned .)

3. 1 hereby apply for a registration number pursuant to
131.11. 10 CRF 31 for use of byproduct materials for
(plase check one block only)

O a. Myself, a duly licensed physician authorized to dis-
pense drugs in the practice of medicine.

b. The Tabove-named clinicl laboratory...
. O . The above-named hospital.

O d. Veterinarian in the practice of _mterdiwry medicine.
4. To be completed by the Nuclear Regulatory Commission.

Registnation number:
8124

FOR THE U.S.NUCL C T.RY COM SI ON

,f, J . ,./ iS 'X A~

BRENDA E. BRONI **** tAS.CH. , 1990
(if this is cn istial regitralron. leave this sace blank - number to be
asinped by NRC. If thiIr i. change of information from epreWiously
registered entral lense. Include your registration number.J

. If place of use is different fros addra l 1. pke give eompletc address:

6. Certification:

I bereby certify that:

A. AU 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
general license of 10 CRF 31.11. The tests will be performed only by persnnel competent In the use of the Instruments and in the handling of
the byproduct materials.

e. I understand that Commission regulations require that any change In the information furnished by a registrant on this registration certilicate
be reported io 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 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 Registration Certificate is filed with the Nuclear Regulatory Commission.

February 7, 1990 By

Paul D. Thomas, Planager Technical Operations

Printed name and title or position of person filing form

AWRNI.NG 19 U.S.C.. Section 1001; Act of June 23. 1948; 62 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.
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I1CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11
031.31 General license for use of bypeoduct materials
for certain In vitro clinicl or laboratory testing.

(a) A genral license Is hereby issuted to any plysi-
cian. veternftaria ist the pratice of Vterinary
medicine, clitical laboratory Or hospital So receive,
acqusre. possesa. transfer. or uswe for any of the
following staled tu, Ia accordance with the provi-
sions of paragraphs (b). (c). (d). (ea) and ([I of this
sCtio. the following byproduct atertals in
prepackaged units:

(1) Iodinel125. In units not exceeding 20
Microctries eab for use in In vitro clinical or
laboratory tesu not involvinsg internal Of eaternal ad-
miniusation of byproduct material, of the radiation
therefrom. to human beings or anmals.

(2) lodinel31. bn units not exceeding 10
mnicrocuries ceh for use In In vitro linical or
laboratory tea no Involving internal or eziernai ad-
ministatmion of byproduct material, or the radiation
therefrom. to human beings or animals.

(3) Carbon-14. in units sot esceediag 10
tticrocuries eacb for use in In vitro clinical or
laboratory seats mo Involving internal or external ad-
ministration of byproduct materiahl or thie radiation
therefrom. to human beings or animals.

(4) Hydrogen 3 (tritium). in units not exceeding 50
microcuries each lor UKsL Ini vihuo clinical or
laboratory tests not involving internal or external ad.
ministration of byproduct material, or ste radiation
therefrom, to human beings or animals.

(5) Iron 59. in units not exceeding 20 microcurks
each for use in in vitro clinical or laboratory tests not
involving Internal or euternal administration of
byproduct material. or the radiation therefrom, to
human beings or animals.

(6) Seienium-75. in units not exceeding 10
microcurles each for use in in vitro clinical or
laboratory tests not involving internal or extea ad-
ministration of byproduct material, or the radiation
therefrom, to human beings or animals.

t7) Mock lodtne-125 reference or calibration
sourcas in unius not exceeding 0.001 mteronuile of
loinedi29 and O.OOS micsocuric of americilm-41
each for use in in vitro clinical or laboratory eats not
Involving iernsal or external administaton of
byproduct material, or the radiation thersfrom. to
human beings or animal.

(b) No person shall receive, acquire, posss, use or
transfer byproduct material pursuant to th gen eral

Ike. establlhed by paragraph (a) of ti section
atd ha *as fld NRC Form 483. lReglssation Ca.

tiucase-la Vitro Testing with Byproduct Mathrial
Under Gatnemid I ceee Iwis the aDirector of Nudesr
Maei Safety and Safeguards, U.S. Nuclear
ReW y ComUmSsion Washingtoun D.C. 20555
a" received troitihe Commission a validated copy
of NXC Form 4U with regastration number jasgned
or _Md he has been authorized pursuanst to 35.14(c)
of is chapter to use byproduct material under she

eneral licee in" tis .31.11 The registrant shall fur-
nM on NRC Form 4U3 the following inoation and
such other information as may be required by that
foamtt:

(1) Name and address of the registrant;
) The lation of use; and

(3) A statement that the registrant has appropriate
rdttion easuring instruments so carry out in Vitro
cliial or laboratory tests with byproduct materials
as sashorized under the general license in paragraph
(a) of t section. and that such tests will be per-
foraned only by personnd competent in lhe use of
sod Instruments aNd in he handling of the byproduct
matnealL

(c) A paso who rectives, acquires, poslses or
ma byproduct material pursuant to the general
kics established by paragraph (a) of this section
Shll comply with the following:

(I) Th teneral licensee shall not posseat any one
ime pursuant to the general license In paragraph (a)

Of ti section, at any one location of storage or use, a
total amount of iodine 125. iodine 131 sclenium 75
and/or iron 59 In excess of 200 mictocurncs.

I2) The general liense hall store the byproduct
trhil uAil used, In the original shipping container

or i tA container providing equivalent radiation pro-
ldon.

(1) The genral licenste shall mu the byproduct
mttial only for the uses authorized by paragraph (a)
t th section.
(4) The general Lcnsee shall noe traser the

byproduct material except by transfer to a person
authorized to receive Is by a license pursuant to "t
chapter or from an Agreement Sustc' nor tranler the
byproduct material in any manne other than in the
unopened, labeled shipping contanrc as received
trom the supplier.

(5) The geneoral icn shal dispose of the Mock
lodine-125 reference or calibration sources decribed
in pargrpb (aX7) of this section as required by
ll".30I of this chapter.

(d) The general licee shall not recive, acquire.
possess or use byproduct material pursuant to
paragraph (a) of th section:

(1) Except as prepackaged suits which are labekd
In accordance with the provisions of a specific license
issWed under the provisions of 132.71 of this chapter
ot In accordance with the provisions of a specific

htese issued by an Agreement State that authorizes
tanulfcture and distributioa of lodine-125. Iodine-
131, carbon-14. hydrosea-3 ititlm) sleknium-75.
1)a-9 ot Mock lodine-125 for distribution to per-

sons generally licensed by the Agreement State.
(2) Unless the following statEment. or a substan-

taily similar statement which contains the informa-
tion catlled for in the following statement, appears on
a label affixed to each prepackaged unit or appears in
a leaflet or brochure which accompanies the package:'

This radioactive material may be received, ac-
quired, possessed, and used only by physicians.
vtcrinarisas in the practice of veterinary medicine.
cltinica laboratories or hospitals and only for in vitro
clinical or laboratory teust not involving Internal or
external administation of the mnaterial or the radia.
don therefrom, to human beings or animals, Its
receipt, acquisition, porsession. use. and transfer are
subject to the regulations and a general license of the
U.S. Nuclear Regulatory Commission or of a Statc
with which the Commission has entered into an agres-
mten fot the exercise of regulatory authority.

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

Nanw of manufacturer

(e) The registant possessing or using byproduct
materials under the general license of paragraph (a) of
this section shll report In writing to the Director of
Nuclear Material Safety and Safeguards any changes
In the Information furnished by hin in the "Registra-
tion Certificate-In Vitro Teting with Byproduct
Material Under General I ,cese," NRC Form 483.
The report shall be furnished within 30 days after the
effective date of such change.'

U) Any person using byproduct material pursuant
to the general Ikcense of paragraph (al of this section is
exempt from the requirements of Paru 19 20 and 21
of this chapter with respect to byproduct materials
covered by that gepnal liese except that such per-
sons asing the Mock lodine-125 described in
paragraph (as)7) of this section shall comply with the
provisions of 520.301, 20.402 and 20.401 of this
chepter.

NOTES
A State to which certain regulatory authority over radioactive material has been transfrcrei by formal agreement, pursuant to section 274 of theAtomic Energy Act of 1954, as amended.

2 Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulations In effect on January 1,1975.
I A n:w triplicate set of this Registration Ccrtifcate NRC Form 483, m-y be used to report any change of information furnished by a registrant asrequired by 131.1 I(e).
If larger quantitis or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an -Applica-tion for Byproduct Material Liati" NRC Forms 3131. 313M, or 313R should be filed to obtain s specific byproduct material license. Copies ofapplication and registration forms may be obtained from the United States Nuclear Regulatory Commission. Washington, D.C. 20555, Attention:Material Licensin Bnnch, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT
Pursuant to S U.S.C. 522a(e)(3). enacted isito law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the following statement is fur-nislhed to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 483. This information is maintained in asystem of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1, 1975).
1. AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954 as amended (42 U.s.C 2111 and 2201(b)).
2. PRINCIPAL PURPOSE(S) The information is evaluated by thc NRC staff pursuant to criteria set forth in 10 CFR Parts 30-36 to detcrminewhether the application conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC. for theissuance of a registration certificate authoriting the use of in vitro testing.

3. ROUTINE USES The information may be used: a) to provide records to State health deparimenis for their information and use and (b) toprovide information to Federal. State. and local health officials and other persons in the event of incident or exposure for purposes of their in-formation, investigation. and protection of the public health and safety. The information may also be disclosed to appropriate Federal, State. orlocal agencies in the event the inlormation indicates a violation or potential violation of law and in the course of an adminastrative or judicialproceeding. In addition, this information may be transferred to an appropriate Federal. State. or local agency to the extent relevant andriecessa' for an NRC decision or to an appropriate Federal agency to the ettent relevant and necessary for that agcncy's decision about you.
4. WHETHERAWCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORs1A-TION Is is voluntary that you furnish the requested information If the requested information is not furnishcd howeser. the registration cer-tificate. or amendment thereof, will not be processed.

5. SYSTEM MIANAGERIS) AND ADDRESS Director. Division of Fuel Cycle and Nlaterial Safety, Office of Nuclear Material Safet) andSAtl uards. t.S ,i. le~r Rewn!jimrv (C nmissmnn W sdinjon 1) r' " tir
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