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ok National veterinary Imaging, Inc.

10817 Sperry Road, chesterland, Ohlo 44026

(216) 2568993 + (216) 201-8895 ¢ (700
President : David Feiglin, MBBS, BSC, FSAC? )WBIS- e
Vice President. Lynn Tezak, RT, RTINMT) '

y. 8., Nuclear Regulatory ~orenission
Nuclear Materials Licensing gection
Att: FRobeut ¢c. Gattone, e

Reglol 111

299 Roosevelt Road

Glen Ellyn, 111inois 60137

Dear Mrt. Gattone:

in reference to control No. 94199 pertaining to National

Veterinary Imaging ine., the following information is submitted:

*.a. The mailing addrecss and office of National Veterinary Imaging,
inc. is located at 10817 Sperry Road, chesterland, ohio. No
radiocactive materials will be used or stored at this site.
Fadioactive materials will only be used at 5035 Richmond Road,
rleveland, Ohio and 20600 Miles Parkway, cleveland, Ohio. The
address at en3t R:chmond Road is the emall animal clinic where
the small animals will be injected, and uptakes procedures
performed: scanning of large and small animals will be
injected and scanned at the 20600 Miles Parkway address. The
addresses listed currently are used for veterinary medicine at
this time.

1.b, The intention 18 to use and possess licensed material once the
L.icense has been approved.

£acilities are operational for veterinary medicine at this
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fadicactive material and purpose for which licensed material
will be use:

Technetium -9$9m - 150 mCi per dose maximum with a total
possession of 500 mCi at any given time
e.rpese of use:! pDiagnosis

rodine =131 - 13 mCi per dose total
Purpose: Treatment of hypetthyroidism

Cesium-137 and Barrium-133 - 500uci each
Furpose! Instrument calibration
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p-32 and SR-89 - as needed for radiopharmeceutical therapy

The doses will be adjusted for weight - the guidelines from
Atio State tniversity - Dr. Bailey, Veterinary Radiologist -
will be adhered to.

-t

e will be the same as those for humans with doses
oy veterinary use.

- udie
adjusted §
rrnciosed please find Supplements A and B for both Dr. Bennet
p. Fagin and Dr. Terrance A. Bamilton. Each of these
Veterinarians are Board Certified by the rmerican College of
Veterinary Medicine with specialties as noted.

=~1.¢ Radiation Saftey cfficer will be responsible for the
following!

a. will ensure tLat the use of radicactive materials is by
or under the divect supervision of individuals
specifically licensed on this License.

Will ensure that all users wear personnel monitoring
equipment when using radioactive materials when
appropriate.

will ensure that radicactive materials are properly
secured against unnauthorized removal at all times when not
in use.

will perform routine inspections of all laboratories using
or storing racdiocactave materials. aAdditionally, each of
116 laboratories will be visited by Universal Consultants,
tne. with a summary of findings forwarded to the Radiation
safety Cfficer.

wil} ensure that the terms and conditions of this License
are met and that all required records are maintained.

will immediately halit any activity judged to be a threat
to health, safety, the environment or a violation of the
conditions of this License or the regulations.

Please refer to attached letter from Dr. pavid Feiglin
indi~ating total number of hours and experience invelving
veteiinary use of byproduct material.

please delete reference for an alternate Radiation Safety
Officer.




Enclosed are detailed diagrams of the locations of use of
byproduct material located at 5035 Richmond Road and 20600

Miles Parkway.

As previously noted, the address at 5035 Richmond Road is a
erial? animal clinic where injections for dose administrations
will be performed. A thyroid uptake system will be available
for thyroid assays along with personel bioassays if needed.

The address located at 20600 Miles Parkway will be for both
tzrge and small animal dose administration. This clinic has a
Teclnicare Camma Camera which will be used for scanning.

Appropriate shielding will be available so that levels of
radiation are less than those specified in 10 CFR 20.105 for
permissible levels of racia*ion in unrestricted areas.

Each of the animal rooms will be secured at all times unless
attended by authorized users of radioactive materials or an
indivual supervised by an authorized user.

Licenced material will only he used by an indiviadual under
the supervision of an authorized user.

=raining of all supervised individuals will include:

the model training program that was published in Appendix A
to Regulatory Guide 10.8, Rev. 2; and

he given instruction Ly an authorized user in the principles
of radiation cafety appropriate so that the individual's use
of byproduct material will ccincide with the conditions of
thie license along with appropriate rules and regulations.,

supervised individuals will be required to follow the
instructione of the supervising authorized user, and follow
the established radiation safety procedures along with
complying with the licensed conditions with respect to the
use of byproduct material.

s v aviced users will periodically review the supervised

individual's use of byproduct material and maintain records
to indicate as such.

The licensee that supervises an individual will be
responsible for the acts and omissions of the supervised

individual.
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Documentation of all personnel training will include dates,
toples dicussed and attendees.

Normal handling +echniques for animal caretakers will be
implemented. specific instruction as to animal waste,
cleaning, and Jecontamination of animal cages will be

per formed Ly either an auttiorized user or the Radiation
cafety Officer. Animal waste if found to be contaminated
+i11 be stored for a time period of ten half lives or until

the readings are the same as background.

survey instrume:nt cal:brations will be per formed by Universal
Consultants, Inc., 10 accordance with NRC License No.
34-20327-01,

curvey instrumsnts w:ll be calibrated prior to the first use,
annually therealter, and following repair.

tLeak tests will be ye: formed by Universal Consultants, Inc.,
in accordance with RES License No. 24-20327-01.

Leak tests of csealed soulrces will be performed prior to the
first use unless a certificate from the supplier indicates
that the source was tested within the previous six months and
at intervals not to exceed six ronths.

Authorized users will generate a prescription for the use of
byproduct material listing the cpecies of animal along with
the owner's last name. the doses will be adjusted for weight
at approximately 500 uCi per kilogram. an average bone scan
for a horse would be in the range of 100 to 1%0 mCi of TcSSm,
For small animals, the pediatric dose schedule as printed in
s1.s M3 pamphlets will be adhered to. For treatment of
hypesthyroidism of snall animals, a dose of € nCi of 1 131

1

will Le administered.

Ko viesitore will be allowed to come in contact with the
animals until the levels are SMR per hour at one meter.
cloves, etc., will b= used when handling all animals. All of
the gloves will be monitored for contamination and retained
foyr ten half lives or until background. All of the animal
excreta will be collected and saved for 10 half lives or until
tt.- levels are the same as hwackgroud. Each of the cages will
be checked for ambient radiation levels along with temoveable
contamination once the animals have been removed.



trnimals will be released when an exposure rate from the
anime’ is less than SMR per hour at one meter. This will be
measured with a radiation measurement survey meter at a
distance of one meter from the animal.

12.b. Fnclosed are instructions for Family of Released Patients.
= ig form will be used with precautions discussed and with
the signature obtained indicating that they have received

this instruction. y

13.a. Bioassays will be performed in accordance with Regulatory
Guide 8.20. The bioassays will be performed by or under the
cupervision of an authorized user, the Radiation Safety
Officer or a certified nuclear medicine technologist.
Conpetency will be evaluated prior to the use of equipment
involved.

11.L. BEBiocassays will be performed on the uptake system at the
emall animal clinic located at 5035 fichmond Road.

14.a. BAmbient dose rates will be performed daily on each of the
animal housing facilities when radiocactive byproduct
materials are used. Appropriate postings will be displayed
in accordance with 10 CFR 20,203,

removeable contamination surveys will be performed in the
injection area at the conclusion of each day when
yadicactive materials are used.

14.b. Ambient dose rate surveys will be performed in the
injection area at the conclusion of each day when
radicactive materials are used.

should you have any further gquestions regarding this
application, please feel free to contact me.

Sincerely,

David iglin, M. D.
President and Radiation Safety Officer

.iplement A & B -~ Dr. Bennet D. Fagin
Supplenent A & B - Dr. Terrance A. Hamilton
Facility Diagram - 5035 Richmond Reoad
Facility Diagram _ 20600 Miles Parkway
Instructions for Family of Released Patient

Adpespum Leted - De, Do Fg}:’):d
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SUPPLEMENT A

SUPPLEMENTY

U.S. NUCLEAR REGULATORY COMMISSION
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o : SUPPLEMENT B

SUPPLEMENT U 6 NUCLEAR REQULATORY COMMISSION

PRLCEPTOR STATEMENT
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{NSTRUCTIONS FOR FAMILY OF RELEASED PATIENT

Name of Patient

Name of Hospital
Address
Telephone No. _
For further information contact
Telephone No. - -l
Please show this form to every physician consulted concerning
this patient until

-

(date)
was treated on 19

(Name of Patient)
with _ millicuries of in the form of

NO SPECIAL RADIATION SAFETY PRECAUTIONS ARE NECESSARY AFTER

(date)
UNTIL THAT DATE:
Persons under 45 years of age should not remain closer than
the following distances from the patient, for the time
period indicated:
a) to
(date) (date)
Permissible distance_ feet or more, for_____hours per
week. (At other times remain farther than 6 feet.)
b) to
(date) ) (date)
Permissible distance____feet or more, for_____hours per
week. (At other times remain farther than 6 feet.)
Note: During the above times brief periods of clorer
contact (for example while shaking hands, or kissing the
patient) are permissible,
SPECIAL PRECAUTIONS:
a) Spouse or other person caring for patient:

b) Children or pregnant women:

e e,

c) Sleeping Arrangements:

IF THE PATIENT 18 TO BE HOSPITALIZED, OR I1F DEATH SHOULD
OCCUR NOTIFY THE FOLLOWING INDIVIDUAL(S) IMMEDIATELY.

A COPY OF THIS FORM SHOULD BE KEPT WITH THE PATIENT'S RECORD.



November 28, 1092.

Vincent A. Gargaro, MBA

President, Universal Consultants, Ine.,
84088 Center Ridge Road,

North Ridgeville, 44019-0223,

QHIO,

Dear Viocent,
re: License application for NATIONAL VETERINARY IMAGING, Ine.
As discussed this letter is sent as an addendum to the above application.

I hiave been actively in clinical and investigative nuclear practice for the past 22
years and would estimate a minimum experience in the field of at least 59,200 hours.
From my CV you will see that T have experience in physies, instrumentation, radiation
safety and the mathematical computational side of radionuclide and radiopharmaceutiecal
handling. T am actively and currently qualified and board certified to practice in Nuclear
Medicine in the USA, Canada and Australia

In regard to my veterinary experience with radiopharmaceutical administration,
han-Ling and scanning this has been as part of my research activities:

In Australia ] was directly involved in multiple dog studies in the evaluation of
then new radiopharmaceuticals for assessment of renal transplant function and renal
function using Te-99m DMSA, DTPA as well as 1-131 Hippuran and 1-125 Jothalamate.
These studies took place in both the animal laboratory, pathology and the Nueclear
Medicine department. A number of presentations ensued as a consequence (pages 18, 21
CV). 1 would estimate over the course of three years that I spent at Jeast 60-100 hours
direcUy involved in these dog studies. In addition a limited number of studies were
performed on sheep.

In USA i) at the Cleveland Clini¢ I was a co-investigator on an NIH grant which
was directly involved in the investigation of artificial hearts implanted in calves. I was
directly responsible and present for the radiopharmaceutical imaging of these animals and
was recponaible for the hardling of the radioactive materials. (Te-99m PYP, Albumin),
(pages 7,20,31 CV)

i) at MetroHealth Medical Center 1 was involved in a project involving eardinc
MRI scanning which also extended to visits to the animal lab and MR suite in Indisnapolis
at the University of Indiana Although this study did not involve use of
radiopharmaceuticals it did involve direct presence of myself in the animal laboratory.



Py
1 would eutin(..a my time of involvement with various aniraals over the course of
the past nine years in the USA as at Jeast 100 hours. In all cases I was involved directly
in regard to aspects of radiopharmaceutical handling though not necessarily actually
cleaning cages ete.

I hope that this inforimation is adequate for neede of the license application.

Yours Sincerely,

B / eany~8
David Feiglin, MBBS, B.Sec., FACP, FRCPC, ABNM,




