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October 10, 1985

William J. Adam, PhD

Materials Licensing Section
United States Nuclear Regulatory
Commission, Region (11

799 Roosevelt Road

Glen Ellyr, I1linois 60137

Dear ur. \dams,

Please fina the additional information you requested on Mr, Hinkle and
Ms. Bryant for adding their names under condition 12.A of our Toledo
License No. 34-16654-01 MD. Our original request letter was submitted
on July 22, 1985.

This is not a new amendment request, it is additional information
which you requested in your letter of September 12, 1985.

Sincerely,

7 ravde M Gy«w«b\/

Frank M. Comer FEE EX[MPT £ . f."ﬁ
Corporate Health Physicist 3 ;~5jr
Syncor International Corp. gl f y RS o e §§ &
FMC/jm RECEIVED BY LFMB = 8 =
Enclosures ey &,9/ ,/9‘/ §
cc: Randy Asmus ! Leg. ‘;‘.v.c‘# /(.:/ @
William Kemmel | oy, S &K
Jay Simon A Shatiad
Orig. To. . ...covnvn PR
Action Compl.-,_;ﬁ----‘----~ REcElVED
24306023 eo117 | ocT 15 1383
34--16654-01MD PDR
RECION I
Syncor International Corporation
Heaith Physics Group
7586 Trade Street

San Diego, California 92121
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Figure 1.

TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

NAME Tracy Bryant

Breakdown of Course Content in Clock Hours*

|
|
| e i
| ] [ | [ -
Location of | Date(s) | Course Title | Total | Radiation | Radiation | Math | Radiation | Radiopharma-
Training | of | | Clock | Physics & | Protection | Pertaining | Biology | ceutical
| Attendance | | Hours | Instrumen-| | to Radio- | | Chemistry
| | | of | tation | | activity | |
| | -t = Course : ﬂ“”__= _l_ : ] N
Lester E. Cox : 6/1/80 to : Radiologic | 75 | 45 | 30 ) | | :
Medical Center | 5/30/82 | Technology | | Rad 150 | Rad 250 | ' |
Springfield, MO ) | | | | | | |
| | | | | | | |
| | | | | | | |
| | | _ | | | | :
St. Johns Mercy | 7/1/82 to | Nuclear Medicine | 115 | 30 | 10 | 40 | 5 | 30
Medical Center | 6/30/83 | Technology | | i | | '
St. Louis, MO | | | | i | | |
| i | | | | | |
| | | | | | | |
| | | ! | | | |
| | | | | | | |
| | | | | | | |
| | | | | | | |
| | | | | ! | |
| | | | | | | |
| | | ! | | | |
| ' | | | I | ;
| | | | | | | |
| | | | | | | |
| | | | | | | |
| | | | ' | | |
| | | | | | | |
| | I | | | | |
| | | | | | | |
| | | - | | | | o
*Note: Show a breakdown of hours by institu- i | | | |
tions, dates, and subjects. List each TOTAL | 75 | 40 | 40 | 5 | 30
hour only once (i.e., under the most HOURS j_ - | | | |

applicable subject category)
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DOCUMENTING RADIOISOTOPE HANDLING EXPERIENCE

NAME  Tracy Byrant

EXPERIENCE WITH RADIOACTIVE MATERIAL. (Aciua: Use of
Radioisotopes Under the Supervision of an Authorized User)

I1SOTOPE | MAXIMUM | WHERE EXPERIENCE | DURATION OF | TYPE OF USE
| AMOUNT | WAS GAINED | EXPERIENCE l
| USED AT | | (actual clock | 1,2,3,4,5,6
| | | hours) }
| i 1 ]
Mo-99 | 16 Ci |  St. Johns Mercy | | 1,6
Tc-99m | 14 Ci i School of Nuclear | | 3,4,5,6
[-131 | 150 mCi | Medicine 1982 - 83 | 75 hours i 1,3,4,5
Xe-133 | 1 Ci | | | 1,3,4,5
Se-75 | 2 mCi | I l 1,3,4,5
1-125 | 100 w€Ci | Syncor Corp. | | 1,3.8.5
Cr-51 | 500 uCi | St. Louis, MO | March 1, 1985 | 1,3,4,5
Yb-169 | 15 mCi | | October 1, 1985 | 1,2 °.5
pP-32 | 10 mCi | | | 1,3.4,5
Ga-67 | 10 mCi | | 1032 hours | 1,3,8,5
T1-201 | 10 mCi | | | 1,3,4.%
Co-57 | 5mCi | | | 2
Cs-137 | 250 uCi | | | 2
Ba-133 | 250 uCi | | | 2

Key for "Type of Use"

The number or numbers entered under "Type of Use" correspond to experience in the
following activities:

l. Ordering, receiving, and unpacking radioactive materials safety, including
performance of related radiation surveys,

¢. Cailibration of dose calibrator, scintillation detectors, 4nd survey meters,

3. Calculation, dispensing, and calibration of patient doses, including proper use of

radiation shields.
4. Appropriate internal control procedures to prevent mislabeling errors,

5. Emergency procedures to handle and contain spilled materials safely, including
related decontamination procedures, surveys, and wipe tests.

6. Elution of Technetium-99m generator systems, assay and testing of the elute for

Molybdenum-99 contamination, and processing the elute with reagent kits ‘3 prepare

Technetium-99m labeled radiopharmaceuticals.,

CONTROLNO. 799 3 6



NAME  George H. Hinkle

Figure 1.
TRAINING RECEIVED IN BASIC RADIQISOTOPE HANDLING TECHNIQUES

Breakdown of Course Conient in Clock Hours*

|
|
|
| I [ I |
Location of | Date(s) | Course Title Total | Radiation | Radiation | Math | Radiation | Radiooharma-
Training | of | Clock | Physics & | Protection ; Pertaining | Biology | ceutical
| Attendance | Hours | Instrumen-| | to Radio- | | Chemistry
| | of | tation | | activity | |
: : Course : ad -_i : - : _______ : _____
Purdue University =Rad1atxon Health 100 : 45 : 45 : 10 | |
School of Pharmacy 'PhVSI&S ,BNUC 526 | | | l :
and Pharmacal Sg¢ienc
West Lafay:tte iN oy |Applied Nuclear 130 | | | 3n | | 100
L 4 u |Pharmacy , BNUC 530 | | | | |
: Avg., 1970 :Rddldtlon Biology 50 : : 5 : = 45 :
| through 'BNUC 540 | | | | |
| Do, 1970 |Radiological Physi¢s 50 | 20 | 30 | | |
'undergraduatelBNUC oo | ' | I |
|
= and {Nuglea" Pharmacy : : } : i
Igraduate Experience, BNUC 69 | | | 10 ' | 30
|degree progra+310nucleon1cs 50 | 10 | 10 | 10 | 10 | 10
| |Seminar,BNUC 696 | | | | |
l lRadxochemxstr), 100 | l ' 50 | | 50
| g | | | | |
| | | | | | I
| | | | | | |
| | | | | | I
| | | | | | |
| | I | | | |
ey FARE RUNN SIS VL
| | | | | | |
A G TG RIS SN
*Note: Show a breakdown of hours by institu- | | | T | 1
tions, dates, and subjects. List each TOTAL | 75 | 90 | 110 | 55 | 190
hour only once (i.e., under the most HOURS | | N | o | -

applicable subject category)




DOCUMENTING RADIOISOTOPE HANDLING EXPERIENCE

NAME George H. Hinkle

EXPIRIEN

CC WiTH RA
Radioisotopes Unde

UIVACTIVE MATERIAL.
r the Supervision of an Authorized User)

(Actual Use of

ISOTOPE | MAXIMUM | WHERE EXPERIENCE | DURATION OF | TYPE OF USE
| AMOUNT | WAS GAINED | EXPERIENCE |
| USED AT | | (actual clock | 1,2,3,4,5,6
| | |  hours) |
| | | |
Mo-90 | 16 Ci I Purdue University | 3120 hours | 1,6
Tc-99m | 14 Ci | School of Pharmacy | | 3,4,5,6
i;‘g§3 : 15? gg‘ | West Lafayette, IN | | i’3o:-§
Se-75 | 2 mCi : University of Oklahoma : 3120 hours { 1‘3'4.5
1-125 | 100 uCi | College of Pharmacy | | 1'3:4:5
Cr-51 | 500 uCi | Nuclea® Pharmacy | | 1:3’4'5
Yb-169 | 15 mCi | Oklahoma City, OK | | 1,3,4,5
p-32 | 10 mCi | | | 1,3,4,5
Ga-67 | 10 mCi I l ' 1s3n‘|5
T1-201 | 10mci | | I 1,3,4,5
Co-57 | 5mCi | | | 2
Cs-137 | 250 uCi | | i 2
Ba-133 | 250 uCi | | | 2

Key for “Type of Use"

The number or numbers entered under “"Type of Use® correspond to experience in the
following activities:

1. Ordering, receiving, and unpacking radioactive materials safety, including
performance of related radiation surveys.

2. Calibration of dose calibrator, scintillation detectors, and survey meters.

3. Calculation, dispensing, and calibration of patient doses, includiny proper use of
radiation shields.

4. Appropriate internal control procedures to prevent mislabeling errors,

5.  Emergency procedures to handle and contain spilled materials safely, including
related decontamination procedures, surveys, and wipe tests.

6. Elution of Technetium-99m generator systems, assay and testing of the elute for

Molybdenum-99 contamination, and processing the elute with reagent kits to prepare
Technetium-99m labeled radiopharmaceuticals.

TONTROLNO. 79 9 3 6



BIOGRAPHICAL INFORMATION

Late of Birth: May-7, 16§82
Varisei Stagus: married to (indy L. Kerby, July 29, 1872
Children: Cori KRicale, barr Seprerpber &, 1975
Cammie Nopelle voarrito 26, Y978
s dence Address oo, Usner O olunbus, Ohio pe :
=USInNess Acdres AN TEION - UL Sicine .
The THie reitv Bospitals
318 e ¢ g, Foum N-159

VRS ESIONAL TITLE

Director of Nuclear Pharmacy Zer
Ciinical Assistant Professor, Der o
Clinical Assisvant Professor, (ol

s, The Ohio State University Hospitals
ment of Radiology
¢ of Pharmacy

UCATION

Undergraduate: E.S. 'm Pharmagy, Turdue University, May 1975

Craduate: M.S. wn Nuclear Pharmacy, Purdue University, Dgpartment of
Bionucleonics Schocl of Pharmacy and Pharmacal Sciences,
May 1877. Fesearch thesis, "An Investigation of the Use of

. s £
Liposome Tc-29m DTPA as a New Radiopharmaceutical feor Liver
Imaging, Staenley Y. Shaw, major professor.
EAPCRIENCE

May, 1981 to present: Served as [izeltor of Nuclear Pharmacy Services at

The Ohio State University Mosrita!s [epariment of Pharmacy, Clinical Assistant

Professor Department of Raciclicgy and Clinical Assistant Professor College of

rharmacy.

February, 1978 to May, 1981: Served as Ass. (ant Professor on the faculty of

the Collcge of Pharmacy, The University of Oklahoma. :
ianuary, 1977 to February, 1678: Served as Instructor in Nuclear Pharmacy on L
i1he faculty of the School of Pharpacy and Pharmacal Scienceg, Purdue University.

.ectu.ed on radiotracer methodolicg: and nuclear pharmacy to undergraduate and
greduate students and instructed lzboratory courses in these same disciplines.

May, 1875 to January, 1877: Served as Graduate Instructor in radiotracer
methodelogy and nuclear ,“x,ma'“ at Vurdue University. Inst.uction of ]
laboratory courses in these discirlines and various research responsibilities.

"
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#04rd Certifiec Nuglear Pharmacist, June I, 10835 by American Phazmice “a
Associution's Board of Pharmeceutical Spscislties
SCIENTIFIC AND PROFESSIONAL HONORARIFS

Sigma Xi (Science Honorary)
Fho Chi (Pharmacy Honmorary) :
happa. Psi (Professiona Fraternity)

SCIENTIFIC AXND PROUFESSIONAL SOCIETIES -

srimacsutical Associatior

of Pharmacy Practice

on Nutliear Pharmac)

man, Educationsi Affsirs amittee - 19811084
man, 1853-198%

: > Vrd :;te

RELEVANT‘GRABUATE COURSES

Introductory Eionucleonics '
Ar~lied Bionucleonics

rucantion Health Physics
Radiation Biclogy

Radicchemistry

Radiclogical Fhysics

Nuclear Pharmacy Experience
Parenteral Products

Essentials of Toxicology
Therapeutics g
Experimental Statistics

MAJOR AREAS OF TEACHING AND RESEARCH INTEHESTS

Primary irterest is in teaching underpraducte and graduste students im the
sreas of radicnuclide methodclogy and “J;'ru: pharmacy. The use of isotopes
in nuclear medicine. Interest in ressarch :n the development of new
disgnostic radiopharmaceuticals and riv me .& of targeting diagmostic 774
therapeutic drugs to receptor sites. Furmulation parameters of radiopharma-
ceuticais and the biologica' distributicn ané radiation dosimetry estimates
far new compounds,

MAJOR AREAS OF INSTRUCTION

¥

-

.
wn

radiopharmaceuticals, Nuclear Pharmacy, Applied Nuclear Pharmacy, Radionucli’e

Methodclogy, Diagnostic Pharmaceuticals, Trater Methodology.
SCIENTIFIC PRESENTATIONS

1. "Preferential Localization of lipisomes Tc-99m DTPA in the Liwer'™ present’

at the Society of Nuclear Medicine annual meeting, 1977.

2. "Clinical Nuclear Pharmacy; Particip
Application' presented =t the Americar
meeting, 1980.
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Medic‘ne, Los Angeles, CA, June 7, 1984.
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3 B Fourfacistte <] n Radj C =g .
Esgclationr anm.al meeting, 1980

4 Sl L - ¢ at N
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“Hepatobiliary Radiopharmaceuticals, From [ies to Die Hards' nresented as
an ipvited speaker at the 25tk Annual Meetine & Seminar im I nostic
3 £ L ek - ] , 2. 3
imaging of the Ovlahoma Society of Radinloy: eChO I OEE ST 5 Aprai J:, ieha
Evaluation of Red = Cell Labeling Cuiar
STIMILrashy™ pries &t 1he Amer cEUtigR] SxsnciatION annusl
ReELing 1981,

Nycisar Phsrnmady Vradctice in the Urnive spiita ted &F a .
spsaker st the Career Opportunities Day am held at the Purdue Univers.a
School of Pharmacy and Pharmacal Sciences, Sentember 9, 1987,

. : ) o s 1 &
Comparison of Labeling znd Mouse Biodistr bution of Tc 9% and In-111 Bac g
almette-Cuerin (BCG '»ac:me" presented at the 130th r ican Pharmaceut
Association annual meeting, New Orleans, 1983
Ll . . 3 3 - & S
'Update on Radiopharsicsut.cals"™ presenied is an invited soeaker to the S

b = ! -y
Nuclesr Medicine Central Ch aprer's te and ew 0f Nwuclear Medicine
progren, Columbus, Ohio, May 14, 1583,
"The Professions of Nuclear Pharmacy and Nuclear Medicine' participation im

@ radio broadcast dmcussxﬂn program entitled, "Access: Comtinuing Bducati

by invitation, June 3, 18&3.

“Radioimmunodetection of Transplanted Colon Tumor by Use of a Portable Gam s

# ¥ i 430 g 5
Counting Systen' prs: ented at the 69th Scie .t ific Assembly of the Radiclog
Society of North America, Chic ago, I1lliinois, November 19835.

e s 5 ravs s 2 = . - . Al " gt - 5 & - '3 ‘ ‘\ &
Radiopharmaceutical Update" oresented at The Central Ohio Society © -4

‘edicine Technologist< meeting, Columbus, Ohio, November 9, 19835,

‘Lecalization of Transplanted Colon Tumers Using Radioimpussodetection ux'l"
,onmmal Monocional and mixtures of anti-CEA Antibodies™ presented at 1
L, t al Meeting of the American Pharmaceutical Associmtion, Montreal,

Canada, Ma\' 7, 1984.

¥ i . 5
¢ Nucleas Medhic an.& presc

"Use of Indium-111 Labeled !eukocytes in Disgnost) i
at “he 6th Annual Spring Symposium of the Nerthern Ohio Soc iety of Nuclear
Technologists mecting, Cleveland, 0LiC, May 1%, 1984,

“"lodine-13]1 Labeled Ant:-CEA Foalvelonai -'«rt_‘.v-.':' Detection of Castrointest | n

cancer,"” presented at the Il1st annual mee

of the Sociery of Nucliear |
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kadiopharmaceutical Science Cour

RELEVANT “GRADUATE COURSES

Introductory Bionucleonics

rofescional Fraternity)

Applied Bionucleonics

Kadiation Health Physics

Radiation Biclogy
Radiochemistry
radiclogical Physics

Noclear Pharmacy Experience

Parenteral Products

Ecsentials of Toxicology

Therapeutics

Experimental Statistics

Primary interest is in teaching unde

areas of radionuclide methodology

=
ba. |

MAJOR AREAS OF INSTRUCTION

Radiopharmaceuticals, Nuclear

nuclear medicine. Interest 1r
-zgnostic radiophefmaceuticals anc

therapeutic drugs to .eceptor sites. Fe
ceuticals and the biolegical disiribution and
for new compounds,

M JOR AREAS OF TEACHING AND RESLARCH INTFRESTS
reyaduate and graduate students in the
pharmaty. The use of isotopes
+he development of new

of targeting diagnostic and
rmulation parameters of radiopharma-
radiation dosimetry er-imates
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Pharmacy, Applied Nuclear Pharmacy, Radionuclide

Methodology, Diagnostic Pharmaceuticals, Tracer Methodology.

SCIENTIFIC PRESENTATIONS
1. vpreferential Localization of Lipi:
at the Society of Nuclear Medicine annual meeting,

Participation in the Investigational New Drug
Pharmaceutical Association annual

2. mClinical Nuclear Pharmacy:

Application' presented at the Ameriian

1977,

comes Tc-099m DTPA in the Liver™ presented

meeting, 1980.
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¥ A TR SINEREITY AND. SOLLEGE OF ruminaly Gt g

Menber of Medical Radionuclide | JTERE,-Tre Ohip Stite Udiversity Hospitrals,

June 1, 1981 - present.

Menber of Puclear Medicine Technology Educstional Program Cormittee, The
State Univers.ty Huspitals, June 1, 1981 . rresent.

MAJOR COMMUNITY MEMBERSHIPS AND ACTIVITIES

Member Mauntvies Baptist Chusrst
Measer Purdue University Alumni Asgic.al
SOURCES AND LEVELS OF RESEARCH, TRAINING AN CQUIPMENT GRANTS
The University of Oklahoma Meglth Sclences (enter Research Courncil mrant
for "Formulation of kit for the Prersrsricn of Sedium Todine I+l

for 1 - 23
lodohippurate” November 1, 1578-June 30, 12878, ameunt = §1,800.00
The University of Oklahoma Health Sciences Center Research Council grant
for Investigation of the Use of High Pressure Liquid Chromatography for
Quality Assessment of Radiopharmaceuticsls™ December 1, 1980-June 30, 1981.
gmount = §£3,000.00

The Ohio State University College of Medi ine Bremer Research Foundation
gramt for "Ultra-short Lived Radicnuclide Generator" July 1, 1983-June 30,
1984, amount = $5,000.00

American Cancer Society grant for project entitled,"Radicimmunodetection of
CEA Producing Turmors with Indium-111 Labeled Anti-CEA Monoclional Antibodies,"
July 1,1584-June 30, 1985. amount = $8,000.00

The Ohio State University seced-grant for project entitled, "Radiation Dose
Estimates to Rat Thyroid Cland {rom lodine - 131 labeled Antibody Tumor
Detection: An Experimental Animal Model to Test the Potency of S5SKI,
L-Thyroxine to¢ Reduce Jonizing Radiation 0 the Thyreid Giand"”, July 1, 1984-
June 30, 1985, Co-Investigator with Hari Abdel-Nabi, M.D,, Ph.D.

gmount = §$14,000.00

Onic Department of Development Thomas Alva Edison Partnership Program in
conjunction with The Progenics Corporation grants for the project entitled,
"Development of Radiolabeled Antibody Combinations and Improved Detection
Equipment for Use in Intraoperative Detection of Csancer Sites”, January 1,
1985-June 30, 1986, Co-lInvestigator with Edward W. Martin, Jr., M.D.
amount = $600,000.00

Department of Health and Human Services grant for project entitled, "Breast
Cancer Lymphoscintigraphy”, July 1, 1584-June, 1885, Co-Investigator with
william B. Farrar, M.D, amount = §5,000,00
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