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December 10 1984

U.S. Nuclear Regulatory Commission

Region III 85 JAN 2
Materials Licensing Branch 2 fp 57
799 Roosevelt Road '

Glen Ellyn, Illinois 60137 TARTY

UMT BRay
Dear Sir: CH

Please renew NRC Byproduct Material License No. 21-18825-01
which expires on December 31, 1984.

We have reviewed our present program and request the following
changes:
1. Allow the use of an end-window GMtype

survey meter for assaying wipe tests.

The wipes will be assayed by holding them

up to, but not touching the end of the

probe. The action level will be: any

reading above background will be considered

to be contaminated, which then needs to be

cleared up and rewiped.

Victoreen model 493 with an end - win ow prche
Gamma sensitivity: 34 CPM/mR/hr.
o Window Thickness: 1.4 mg/cm2
RECEIVCD BY LFMB Efficiency: 40% for Tc-99m
Minimum range: 0 to 0.5 mR/hr.
Maximum range: 0 to 50 mR/hr.

2. As an alternative to the present procedure,
the dose calibrator may be checked for
g activity linearity with the use of a device

Z;i called a Calicheck from Caliorp, Irnec. The
Actwn CompléT S ... ... manufacturer's instructions for use as revised
on March 2, 1982, will be followed. Test
results will be recorded and retained for
inspection.
Corrective action as stated in our license
application will be followed if unacceptable
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3. The nuclear Chicago uptake system has been
replaced by a Picker Spectroscaler 1IA
uptake system.

4. Delete the use of byproduct materials as
listed by 10 CFR 31.11. A separate
General License is requested. The
application forms are attached.

If there are any questions regarding this renewal application
please contact our physics consultant Mr. Ray A. Carlson at
(313) 494-7364.

Attached is the license renewal fee of $580.00

incarely,

€oNTROLNO. T 805 1
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fo CFR 31

REGISTRATION CERTIFICATE—IN VITRO TESTING sy
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 3! establishes a general license authorizing physicians, clinical laboratories, hospitals, and
veterinarians in the practice of veterinary medicine to possess certain small quantities of byproduct material for in vitro 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 byproduct material 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 483 and received from the
Commission a validated copy of NRC Form 483 with registration number.

Lakeside Clinic
46 W. Shadbolt

Lake Orion, Michigan 48035
3. | hereby apply for a registration number pursuant to
§31.11, 10 CRF 31 for use of byproduct materials for
(please check one block only)
J a. Myself, a duly licensed physician authorized to dis-
pense drugs in the practice of medicine.
XXb. Theabove-named clinical laboratory.

) ¢. Theabeve-named hospital.
[J d. Veterinarian in the practice of veterinary medicine.
4. To be completed by the Nuclear Regulatory Commission.
INSTRUCTIONS
1. Submit this form in triplicate to: Registration number:

Office of Nuclear Material Safety and Safeguards
ATTN: Material Licensing Branch

U.S. Nuclear Regulatory Commission & %
Washington, D.C. 20555 4 : ‘3
a
2. Please print or type the name and address 3 ;5
(including zip code) of the registrant physician, S
clinical laboratory, hospital, or veterinarian in the "‘b
practice of veterinary medicine for whom or for PPowe |
m;, 'the mm lﬂhl:d l.'::;tm‘z (If this is an initial registration, leave this space blank — number to be
not extend the addiess beyond the right dot. (At assigned by NRC. If this is a change of information from a previously
registered general license, include your registration number.)

NRC, a registration number will be assigned and a

ne
o"‘” eu“’

validated copy of NRC Form 483 will be returned.)

. If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby certify that:

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

b. The regis'rant has appropriaie radiation measuring iastruments to carry out the tests for which byproduct material will be used under the
general license of 10 CRF 51.11 The tests will be performed only by personnel competent in the use of the instruments and in the handiing of
the byproduct materials.

¢.  1understand that Commission regulations require that any change in the inforination furnished by a registrant on this registration certificate
be reported to the Director of Nuciear Material Sz “ery and Safeguards within 30 days from the effective date of such change.

d [ nave read and undevstand *he provisions of 3ecticn 31.11 of NRC regulitions 10 CFR 31 (reprinted on the reverse side of th's form); and |

b ilniletd el By _,gr_

unders:and that the registrant is required to coruply with those pro lisionzci 10W! byproduct maerial which he receives, acquires, possesses,
uses, or t-ansfers under the genera! license for which this Registration Certificatelis filed with the Nuciear Regulatory Commission

P

Printed name and title or position of person filing form

ARNING— 18 U.S.C., Section 1001; Act of June 25, 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 10 any matter within its jurisdiction.




CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 ?

$31.11 General license for use of byproduct materials
for certain in vitro clinical or laboratory testing.

(8) A general license is hereby issued to any physi-
cian, m in the practice of veterinary

(1) lodine-125, 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 animalis

@) lodu—lll in wunits not exceeding 10

therefrom, to human beings or animals.
(3) Carbon-14, in units  not exceeding 10

(5) Iron 39, in units not exceeding 20 microcuries
each for use in in vitro clinical or laboratory tests not

(6) Selenium-75, in units not exceeding 10

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 animais.

(7) Mock lodine-125 reference or calibration
sources, in units not exceeding 0.005 microcurie of
iodine-129 and 0.005 microcurie of americium-24!
each for use in in vitro clinical or laboratory tests not
involving internal or external administration of
byproduct material, or the radiation therefrom, to
human beings or animals.

{b) No person shall receive, acquire, possess, use or
transfer byproduct material pursuant to the general

license established by paragraph (a) of this section
until he has filed NRC Form 483, “‘Registration Cer-
tificate—In Vitro tmmmmm
Under General License,”” with the Director of Nuclear
Material Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washington, D.C. 20555,
and received fiom the Commission a validated copy
of NRC Form 483 with registration number

or until be has been authorized pursuant to §35.14(¢c)
of this chapter 10 use byproduct 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 required by that
form:

(1) Name and addicas of the registrant;

(2) The location of use; and

(3) A statement that the registrant has appropriate
radiation measuring instruments 1o carry out in vitro
clinical or laboratory tests with byproduct materials
as authorized under the general license in paragraph
(a) of this section, and that such tests will be per-
formed only by personnel competent in the use of
such instruments and in the handling of the byproduct
materials.

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

(1) The general licensee shall not possess at any one
time, pursuant to the general license in paragraph (a)
of this section, at any one location of storage or use, a
total amount of iodine 125, iodine 131, selenium-7%,
and/or iron 59 in excess of 200 microcuries.

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

(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
authorized to receive it by a license pursuant to this
chapter or from an Agreement State,’ nor transfer the
byproduct material in any manner other than in the
unopened, labeled shipping container as received
from the supplier.

(5) The general licensee shall dispose of the Mock
lodine- 123 reference or calibration sources decribed
in paragraph (a)7) of this section as required by
$20.301 of this chapter.

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

(1) Except as prepackaged units which are labeled
hmmmmuummm
issued under umamnuum

131, carbon-14, hydrogen-3 (writium), selenium-75,

iron-59 or Mock lodine-125 for distribution 10 per-

sons generally licensed by the Agreement State
(I)Ud-thldbvnuw or & substan-

tion therefrom, to human beings or animals. Its
receipt, acquisition, possession, use, and transfer are

Name of manufacturer

(¢) The registrant possessing or using byproduct
materials 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 '‘Registra-
tion Certificate—In Vitro Testing with Byproduct
Material Under General License,”” NRC Form 483.
The report shall be furnished within 30 days after the
effective date of such change.’

NOTES
! A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant to section 274 of the

Atomic Energy Act of 1954, as

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,
¥ A new

required by §31.11(e).
If larger quantities or other forms of b

uct material than those
tion for Byproduct Material License,” NRC Forms 3131, 313M, or 312

ified in the
should be

to obtain a specific

licate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furnished by a registrant as

license of 10 CFR 31.11 are required, an “Applica-
oduct material license. Co of

ﬂon and registration forms mn'y be obtained from the United States Nuclear Regulatory Commission, Washington, D.C. 20555, Attention:

terial Licensing Branch, Division

Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT

Pursusnt to § US C. $22a2)(3), eancted into law by section 3 of uu Prtnq Act of 1974 (Public Law 93-579), the following statement is fur-

nished tc individuals whe supply information to the Nuclear R
wystem of records designated as NRC 3 and described at 40 F

Commission on NRC Form 483, This information 1s maintained in a
m 45324 (October 1, 1975).

1. AUTHORITY Sections 81 and i81(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 the NRC staff pursuanrt (o criteria set forth in 10 CFR Parts 30-36 to determine
whether the application conforms to the requirements of the Atemic Energy Act of 1994, as amended, and the regulations of the NRC, for the
issuance of a registration certificate authorizing the use of in vitio testing.

3. ROUTINE USES The information may be used: (a) i0 rmmdt records to State health departments for their information and use; and (b; w0

information to Federal State, and local health officials and other persons in the event of incident or exposure for p\.'
'ormation, investigation, and protection of the public health and safety. The information may aiso be disclosed to appr

of theis in-
ederal, Siate, or
inmrmve or judicial

n addition, this information may be transferred to an appropriate Federal, State, or local agency to the extent relevant and
necessary for an NRC decision or to an appropriate Federal agency 10 the extent relevant and necessary for that agency’s decision about you.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMA.-
TION It is voluntary that you furnish the requalod information. If the requested information is not furnished, however, the registration cer-

uwx:;e in the event the inlormation indicates a violation or potentizl violation of law and in the courss of an
[}

tificate, or amendment thereof, will not be

S. SYSTEM MANAGER(S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Material Safety and
Safeguards, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555,
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S st REGISTRATION CERTIFICATE—IN VITRO TESTING e

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and
veterinarians in the practice of veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical
or laboratory tests not involving the internal or external administration of the byproduct material or the radiation therefrom o
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 medicine, has filed NRC Form 483 and received from the
Commission a validated copy of NRC Form 483 with registration number.

Lakeside Clinic .

46 W. Shadbolt
Lake Orion, Michigan 48035

3. | hereby apply for a registration number pursuant to
§31.11, 10 CRF 31 for use of byproduct materials for
(please check one block only)

O a. Myself, a duly licensed physician authorized to dis-

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

[J ¢. The above-named hospital,

[0 d. Veterinarian in the practice of veterinary medicine.

4. To be completed by the Nuclear Regulatory Commission.

INSTRUCTIONS

1. Submit this form in triplicate to: L »

Office of Nuclear Material Safety and Safeguards "“”"“‘:::“‘“”"-

ATTN: Material Licensing Branch g

U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

. Please print or type the name and address
(including zip code) of the registrant physician,
clinical laboratory, hospital, or veterinarian in the "
practice of vnerhqrymedmfm whom or for teas®
whl:r of lm mom :h“:d u{ :;'(ﬁ::dt:; (If this is an initial registration, leave this space blank — number io be
not extend the address beyond the right dot. (At assigned by NRC. If this is a change of information from a previously
NRC, a registration number will be assigned and a registered general license, include your registration number.)
validated copy of NRC Form 483 will be returned.)

. If place of use is different from address in Item 1, please give complete address:

. Certification:
1 hereby certify that:
a. All information in this registration certificate is true and complete.

b. The registrant has appropriate radiation measuring instrumenis to carry out the tests for which byproduct material will be used under the
peneral license of 10 CRF 31.11. The tests will be nerformed only by personnel competzn: in the use of the instruments and in the handling of

the byproduct materials.

| understand that Commission regulations require that any change in the information furnishec by a registrant on this registration certificate
be reported to the Director of Nuclear Material Safery and Safeguaras within 30 days from the effective date of such change.

I have read and understand the provisions of Section 31.11 of NRC regnlauaﬁ—l—o FR 31 (reprinted on the reverse side of this form); and |
understand that the regist-ant is required to comply witk those provisionsas 1o at aduct material vhich he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate isAiled with the Nuclea: Raguiatory Commission.

bue_12-13-84

Printed name and titie or po;ition of person filing form

ARNING— 18 U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense 10 make a willfully false statement or
representation to any department or agency of the United States as to any matter within its jurisdiction.




CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

NOTES

PRIVACY ACTSTATEMENT




Lapeer County General Hospital

1375 North Main Street » Lapeer, Michigan 48446 « (313) 6648511
October 16, 1979

Lakeside Clinic
46 W. Shadbolt : s(zi
Lake Orion, Michigan 48035 /3,,-/-’1& P -

2/-/pp25 -0/
Gentlemen, O30 =142

Please be advised that Lapeer County General Hospital
accepts patients who have had prior diagnostic tests using

radio-nuclides.

NMD/m1 Newton M. Davis
Administrator
ol 63'9 ol
oy Pe 420
‘ -;'\—gl—{"-‘f- nt.
‘ check No..
\ 3 B aas 1o
Ih'l?;’,m-*

Board of Trustees o«

Roderick Parsch, Lapeer ® Harland Welke, Mayville ® Richard Bahls, Lapeer ® Henry Dietrich, Hadley
Harold Williams. Imiay City ® Kathrvn Lawter, Columbiainile ® Sandra Neelv. Lapeer® Doris Rolland, Lapeer
Newton Davis. Hospital Administrator

Control No. 02455




