’ May 17, 1998

Lake West Services, inc.

ATTN: Lynn J. Brom, President
36100 Euclid Avenue, Suite 190
Willoughby, OH 44094

Dear Ms. Brom:

This letter verifies the receipt of the completed NRC Form 483 dated May 2, 1998. This form is
a condition of the general license under 10 CFR 31.11 authorizing in-vitro testing with byproduct
material under general license.

The form has been assigned registration number 5082. When making changes to any of the
information on the form, please reference the registration number and address the
correspondence to Director, Office of Nuclear Material Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washington, DC 20555.

If you have any questions or need further assistance, please contact me at (301) 415-8140.

Sincerely,

Is/

Traci Kime, Acting Registration Specialist
Materials Safety Branch
Division of Industrial and
Medical Nuclear Satety
Office of Nuclear Material Safety
and Safeguards
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Section 31.11 of 10 CFR 31 establisnes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practice of
veterinary medicine to possess certain small quantities of byproduct matenal for in vitro clinical or laboratory tests not involving the internal or external
administration cf the byproduct material or the radiation therefrom to human beings or anima's Possession of byproduct material under 10 CFR 31 11 i nat
authorized until the physician, clinical laboratory, hospital, or veteriarian in the practice of veterinary medicine has filed NRC Form 483 and received from the
Commussion a validated copy of NRC Form 483 with a registration number

1. NAME AND ADDRESS OF APPLICANT (See Instruction 38 below) 2. APPLICATION (Check one box only)
p 1o L i T 4 | hereby apply for a registration number pursuant to 10 CFR 31, Section
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3. INSTRUCTIONS: 4. REGISTRATION

A Submit this form in duplioste 0 REGISTRATION NUMBER
Medical Academic and Commercial Use

Safety Branch (T-8 F5)
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
U S Nuclear Regulatory Commission
Washington, DC 20555-0001

(At NRC, a regist-ation number will be assigned and a validated copy
of NRC Form 483 will be returned )

3 £ ) e
(% e /&
B In the box above, print or type *he name, address (including ZIP AR ¢ .
Code), and telephone number of the registrant physician, clinical (if this an infial registration, leave this space blank — number to be
w.'w hospital, or veterinarian in the practice of veterinary ".‘gn.d by NRC. Ifthisis a Ch.ng. of information from a previously
medicine for whom or for which this registration form is filed registered general license, include your registration number )

8. If place of use s different from address listed above, give complete address
(L€

s e A A2
6. CERTIFICATION

| hereby certify that
A All information in this registration certificate is true and complete

B The registrant has appropriate radiation measuring instruments to carry out ti.e tests for which byproduct material will be used under the general
license of 10 CFR 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 | understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate be
reported to the Director of Nuciear Material Safety and Safeguards within 30 days from the effective date of such change

D | 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 |
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 U S Nuclear Reguiatory Commission

(PRINTED ( N ITLE OF APPLICANT SIGNATURE OF APPLICANT DATE
LTH'NU : V347 P y FreSidenw™ ;.‘v, s “,/'/‘. 6 et ;} oy ::

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL AND/OR CRIMINAL
PENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN
ALL MATERIAL RESPECTS. 18 US.C. SECTION 1001 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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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 8119 General ticense for use of byproduct muterisls 10 certain in

_ witro ciinical or Isboratory testing.

{8} A gereral license i hersby fssued 10 any physician, veterinarian
0 the practice of veterinary adicine, clinical laboratory o hospital to
receive, acquire. possess, trangfer, Or use, ' v any or the following stated

_ tasts, In accordance with the provisions of paregraphs (b), (c), (d), {e),

and (1) of this section, the following byproduct materials in prepack-
aged units.

(1) lodine-126, in units not excesd. g 10 microcuries sach for use
in in vitro ¢linical or laboratory tests not involving interng! or externe,

. aoministration of byproduct material, or the radistion thergfrom, o

’

»
3

human beings or animals.

{2) lodine-131, ic enits not exceeding 10 microcuries sach for use
i in vitro clinical or laboratery tests not involving internal or external
administration of byproduct materia’, or the rediation therefrom,
10 human baings or animals.

(3) Carbon-14, in units not exceeding 10 microcuries eech for ue
in in vitro clinicsl or laburstory tests not involving inter sal or externel

adminigtratinn  of byproduct materigl, ar the rdiatiun thergfrem,

10 human Deings or snimals,

(4) Mydrogen 3 itritium), in units not fxceeding 50 nicroe:ries
sach 1or use in in vitro clinicel or laboratory tEsts not wolving internal
or exiernal administration of byproduct materisl, or the radiation
therefror 10 hamen begs or animals

{8) drun B8, in units not excerding 20 microcures each (or use in in
vitro chinical or labarstovy ‘asts oot involving intertal or external
stirninistration of byproduct material, or the radation therefrom, 10
human beings O animals.

(8] Selenium 76, in 'nits not exceeding 10 microcuries sach for use
in in vitre clinical or laboratory tesis not mvolving interne! or sxternal
administration of byproduct materisl, or the radistion therafrom,
10 human beings or saimal«.

{7) Mook toc ae126 reference or calibration sources, in units not
exceeding 0.06 mirrocurie of lodine 129 and C 005 nicrocurie of
amaricium-241 sach for use 'n in vitro clinical or laboratory tests not
involving internal or external adminigtrstion of byrroduct material, or
the radiation therefrom, 10 human beings or animals.

{) A person shall not receive, acquire, pos ess, use or transfer
byproduct materia’ under the general ficense extablished by paregraph
(#) of this section unless that person:

{1) Has filed NRC Form 483, “Registration Certificate-In Vitro
Testing with Byp oduct Material Under General License,” with the
Dirsctor of Nuclesr Material Satety and Sateguards, U.S. Nuclesr
Regulatory Commission, Washington, D.C. 20655, and received from
the Commission a validored copy of NRC Form 4B3 with registrarion
number assigned, or

12} Mas & license that authorizes the madical use of byproduct
material that was issued under Part 38 of this chapter

{e) A person who roceives, acquires, possesses o uses byproduct
material pursuant 1o the general license established by paragraph (a) o!
this section shal! comply with the following:

(1) The general licensee shall not possess gt any ong 1ime, pursuant
10 the general license in paragraph (a) of this section, st any one loca-
tion of storage or use, a totel amount of iodine 126, iodine 131,

selenum-78_ and/or iron 59 in excess of 200 microcuries,

(2] The general licensee shall store the byproduet material, until
used, in the origine: shipping container or in a container providing
equivalent radiation g otection

(3) The general licenses shall use the byproduct material only for
the uses suthorized by paragraph (a) of this section,

{4) The genere! licensee shall not transter the byproduct material
excapt by transfer 0 @ parson authorized 10 receive it by e license
pursuant 1o this chapter or from an Agreement State,! nor yransfer the
byproduct material in any manner other than in the unopened, labeled
shipping cantainer as received from the supplier,

(5) The generai licersee shall digpose of the Mock lodine-125
reference or calibration sources described in paragraph (a)(7) of this
grotion as required by § 20.301 of this chapter.

() The gunera! licensen shall not réceive, acquire, Possess, OF use
byprodcJct material pursuant ta peragraph (@) O this section.

(1) Excep” as prepsckaged units which are lapeled in accordance
with the provisica: = & specific license issues under the provisions of
& 2271 uf this chapter or in gecordance with the provisions of a
specific license issund by an Agresment State that authorizes manufac.
ture and distribetion of lodine-1256  odine." 31, carbon-14, hydrogen-3
{tritium’, selenium 7%, iron68 or Mock lodi e-125 for distribiution to
perions generally huenged by the Agrmmment State

(2) Unless the following statement, or @& subsantially similar
arement which cantaing the information called for in the following
siatemant, appears on & lebe! atiixed to each prepackaged unit or
appears o @ leafler or brochure which aconmpsnies the package.?

This radicactive material may be recelved, aoquired possessed, and
used only by physiclans, veterinarianz in the practice of veterinary
medicing, clinical laborstories or hospitals and only for in vitro chinical
or laboratory tests net involving insernal or external sdministration of
the materigl or the rad@tion therefrom, 10 human beings or animals,
s receipt, sequisition, paswession, use, and trgnster are subject 10 the
requistions #nu & general licenge of the U S Nuciear Regulstory Com-
misgsion or of @ State with which the Commigsion has entered into an
agreement (o7 the exercise of reguiatory authority

Name of ma.wiacturer

(e} The registrant possessing or using byproduct materials under the
general license of paragraph (a) of this gection shall report in writing to
the Director af Nuciear Material Safety and Safegusrds any changes
in the information furnished by him in the “Registration Certificate~In
Vitre Testing with Byproduct Materia! Under General Liceng= ~ NRC
Form 483 The ruport shall be furnished within 30 days stter the
effective date of such change ?

(f) Any person using byproduct material pursusnt 1o the general
license of paragraph (a) of this section is exempt from the requirements
of Parts 19, 20 and 21 of thiy chapter with respect to byproduct
materigls covered by that general license, except that such persons
using the Mock lodine 126 described in paragraph (8)(7) of this section
shall comply with the provisions of § 20.301, 20 402 and 20 403 of
this chupter.

NOTES

LA State 1o which oprr in reguistory suthority over redioact ive material hes been transterred by formal sgreement, pursusnt 10 section 274 of the
~ Atomic Energy Act of 1864, as emended.
IMaterial genetally licensed under this section prior to January 18, 1976 may bear lebels suthorized by the reguiations in effect on January 1,

1975
s required by § 31.11(e)

3A new tripiicate set of this Registratian Certificate, NRC Form 483, may be used to report any change of informarion furnished by a registrant

Hf larger quantities or other forms of byproduct material than thase specified in the general ficense of 10 CFR 3111 sre required, an “Applice-
tion for Byproduct Materis! License,”” NRC Form 213 should be filed 1o obtain a specific byproduct materig! license. Copies of appiication and
registration forms may be obtained from the Medical, Academic and Commercial Use Safety Branch (BH3), Division of Industrial and Medical Nuclear

Safety, United States Nuciear Regulatory Commission, Washington, DC 205568




