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Application for Material License
No. 5 Radiocactive Material
(a) Element and mass number; (b) Chemical and/or physical form,
(a) Nickel 63; (b) Foll or plated source in detector cells,
(a) Phosphorus 32; (b) As 32P-Cytosine triphosphate in ligquid,
(¢) Maximum amount possessed at any one time,
(¢) Nickel 63 - As detector cells used in the following gas chromatographs:

Instrument No, Maximum Activity per source
of each

Hewleti-Packard 5736 2 ea 15 millicuries
Hewlett-Packard 5830 1l ea 15 millicuries
Hewlett-Packa:d 5880 1 ea 15 millicuries
Tracor 565 1 ea 15 millicuries

On occasion, may have on hand one replacement cell (detector) for any of the
Above instruments,

Phosphorus 32 - Maximum amount on hand would be 500 microcuries
(changed from previous 5 millicurie amount).

6. Purposes for which licensed muaterial used:

Nickel 63 - Use as detectors in gas chromatographs for the analysis of
samples,

Phosphorus 32 - use for microbiological research and development as
defined in 20 CFR 32.4(9).

Individuals responsible for safety pt aram:

The Nickel 63 detector cells shall be handled by, or under the
supervision of, individuals designated by the FDA Radiation Safety Officer

(RS0) , Edmond J., Baratta, FDA Winchester Engineering and Analytical Center
(WEAC) , Winchester, Massachusetts,

Phosphorus 32 shall be used by, or under the supervison of Stephen D,
Weagant, microbiologist and/or Charles A, Kaysner, Research
Microblologist, District RSO's, Both have received on-the~-job trairing
Plus a one week course entitled "Principles of Immunoassay and
Radiological Safety" by FDA Office of Regulatory Affairs, Division of
FPield Science and Bureau of Poods at Washington, D.C, (copy of course
outline attached), Wilbur ¥, Van Pelt, PRHR, Pacific Region will be
available for advice and consultation to the District RSO's.
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10.

Training for individuals:

Nickel 63 - Curriculum Vitae of E, J, Baratta, FDA RSO, WEAC, should be
on file with NRC.

Other individuals who may work under the supervision of Mr. Weagant and/o:
Mr. Kaysner (training and experience covered under No., 7) could be as
follows:

Marleen M, Wekell
Carlos Abeyta, Jr.
Frederick A, Stanley
Sue C, Shields

All have received on-the-job training and attended a one week microbiolog:
course which included radioimmuncassay techniques,

Facilities and equipment:

Licensed materials shall be used at the Licensee's facilities at the
Pederal Office Building, 909 First Avenue, Seattle, Washington, Nickel
63 is used as detectors that are integral parts of gas chromatographs,
These instruments are located in special instrument rooms, have limited
access by other than the users (chemists) and are locked when not in used

The facilities and use of Phosphorus 32 will be as described in FDA/NRC
letrer dated April 14, 1987 (copy attached), paragraph 4,

Radiation Safety Program:

Nickel 63 (1) Analysts (instrument users) at the Seattle laboratory will
not have direct access to the Nickel 63 in the detectors., When necessary
the entire detector cell will be removed from instrument and sent to E, J
paratta, RS0, WEAC, for replacement or repair, (2) Leak tests will be
pmade twice each year for each detector cell and sent to RSO, WEAC for
evidence of activity,

phosphorus 32: Personnel using Phosphorus 32 will be monitored for
exposure by whole body, and ring badges using TLD's rtovldod by E. J.
Baratta, RSO, WEAC. The company providing services is:

Radiation Detection Company
P.O, Box 1414

Sunnyvale, CA 94088
Telephone (408) 735-8700

Other procedures to be followed will be as described in our FDA/NRC Lette
dated August 10, 1987 (copy attached), Disposable latex gloves will be
worn by the handlers during all procedures,




Application for paterial License )

11. Waste Managemant:

Nickel 63: All disposals will be done by forwarding entire detector cell
to RSO, WEAC for proper disposal., No disposzi will be done by licensee.

Phosphorus 32: Waste management procedures ac described in FDA/NRC lette
of August 10, 1987 will be followed, See attached copy.
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Monday. 12 September 1981
8:00 am « 5:00 am:

Orientitiou and Basic Theoretical J. C'Rangers, Ph.D,
Concepts in limunocsssay

9:00 am « 10:00 an

Overview of the Basic Laboratory G. Yang, Pn.D.
Procedures in lmsunocassay

10:00 am « 10:15 am
Collee lful

10:15 « 12:00

Detailed discussion of the fundamsntal J, O'Ranger, Pu.D,
elements in lsmwunocassay., This G. Yang, Ph.D.
discussion will be a point by
peint consideration of reagent
and assay developament.

12100 « 1:00 pa
Lunch

1:00 p@ « 2:00 pa

Fhase Separstion Procedures J. O'Rangers, Ph.D,
2:00 « 3:00 pa
lamunochenical Technigues in J. O'Rangers, Ph.D.

purification and clean-up
technology affinity chrosatogiaphy

3:00 « 3115 pa
Coffee Break
315 -
Introduetion to the ladoratory G. Yang, Pb.D.

+ Desoription of Bquipsent
Desonstration of Separation




Iusaday, 13 September 1983

Measursaent of Radiation and
Aadiclogical Safety in the Lakoratory

S0 - 5:00 e
Pundasentals of Radiation N. Gaeta, M. 8§,
9:00 « 9:5%0 a»
Radicactivity/Decay Schemes N. Caeta, M.S.
9150 « 10:0%

Coffee Break
10:05 « 10:5%
Radiation Interactions N. Caeta, M. S,
11:00 « 11:%0
Gamma Scintillation Spectrosc py N. Gaeta, M.S.
12:00 « 1:00 pm

Lunch
1:00 « 1:88%
Liquid Seintillation Counting N. Gaeta, M.S,
1:90 « 2:3C

Liquid Sointillation Counting N. Gaeta, N.§,
Demonstration

130 - 100
Personnel Dosioetry N. Gaeta, M.5.
3:00 -« 3115

(offee Break
315 -« 1150
Fundasentals of Radiation Protection N, Geetu, M. 5,
115 « ' %0
Waste Disposal N. Gaeta, M. 3,
8:30 « 5:00

Neview Stafr



xedoeaday, 14 Seotember 1381 LA

Lakecatocy Acom 1010
8:00 « 9:00

Orientation:
Discussion of RIA Experiment

9:00 « 12:00

Student experiment with radio-
fmsuncassay using liquid
scintillation technique

12:00 « 1:00 pa
Lunch

1100 « 1:30 pa

Orientation to RIA in Aflatoxin
analysis

1:30 « 4:30 pa

Student experiment with Aflatoxin
B! RIA

— — L —— ——— — .

G. Yang, M, D,

G. Yeng, Ph.D,
J. O'Rangers, Ph.D,

G. Yang, Ph.D.

G. Yang, Ph.D.



$:00 « 10:00

Data analysis msethods and evaluation of J. O'Rangers, Ph.D.
laboratory data G. Yang, Ph.D.

10:00 « 10:18
Coffee Break

10118 « 12:00

Recent Developments in Immuncassay: G. Yang, Pn.D,
Desonstration of Enzyme linked assay
for Aflatoxin l‘

12:00 « 1:00 pm

Lunch
1:00 « 3:00 pm
Quality Control in lmaunocarsaye J. O'Rangers, Fh.D.
G. Yang, Ph.D,
3:00 « 3115 pm

Coffee Break
3118 - 100

G. Yang, Ph.D.



- DEPARTMENT OF HEAL (& HUMANSERVICES Public Healih Service

Food and Drug Administration
| : Seattie Field Ottice

April 14, 1987 ' 3fedemiOftice Bullding

Seattis WA 98174
Telephone 208 442 5300

Control No.: 70532

Nuclear Regulatory Commission
1450 Maria Lane, Suite 210
Walnut Creek, California 94596

RE: AMAdditional Information For
License No.: 46-09750-01
Amendments

Attention: R. D. Thomas, Chief
Nuclear Materials Safety Section

Gentlemen:

1. A. Microbiologists Stephen D. Weagant and Charles A.
Kaysner attended an FDA sponsored "Principles of
Immuncassay and Radiological Safety” course in
Washington, D.C. September 12-15, 1987, Copy of
training course agenda is attached. Both micro-
biologists have performed p radiolabeled DNA probe

analyses of regulatory and research samples since
this time.

B. S.D. Weagant and C.A. Kaysner will share on-site
R.5.0, duties. Their training and experience is
noted in the above scction., These two individuals
are the only analysts that handle radiolabeled DNA
probes. They are responsible for ducumenting
shipments, usage, and dispusal or ne probes. They
will monitor the secured work and storage areas

after analyses are completed,



Nuclear Regulatory Commission 2.

2. Personnel Monitoring Devices

a. Radiation Detection Co.
Sunnyvale, CA (supplied by FDA-WEAC)

b, T.L.D. badges.

¢. Badges will be changed quarteriy, as probed analysie
is not done on & day-to-day basis. A 10 microcurie
shipment has been the maximum amourt that has dbeen
handled by the laboratory at any one time. The
license amendment is to handle no wore tha: & 500
microcurie amount at any shipuent, See S~ 4 for
procedure used in laboratory.

3. Routine radiation level and contaminatiin wipe surveys
are conducted after each DNA analysia is completed,.
Survey instrument is dotajiled in Sec 5 of thiu letter.
The two work benches in FDA microbiology designated for
radiolabeled probe work will be surveyed on an as use
basis. The frequency of the suvivey dependr upon the
shipments of radiolabeled probe, an average of aix (6)
shipments per calendar year. The action level for
decontamination will be 500 microcuries.

L Radiclabeled probe is ordered frow and shipped by FDA,
MCM1, Minneapolis, MN laboratory. Shipeents of
radiolapeled probe are received on an as-needed basis.



Nuclear Regulatory Commission 3.

Shipment amount and date received is recorded in log
book. Use of probe is not o ¢ally analysis. Probe is
received at DA laboratory, FOB, Seattle, stored in a
lead container in a low temperature freezer, marked with
‘adiation sticker, until use. DNA probe analysis is
performsd in one of two sections of the microbiology
laboratory secure from general public. Two of 10 veork
benches are used for DNA analysis. Waste is place. in
plastic containers, marked with date ani rudiation
stickers and stored in 20 in. dia. by 30 in. tall steel
cant in secured storage area on second floor of FOB.
Documentation ot storage uates of waste is mede, a
Binimus ci 6 months storage vequired. At disposal,
waste is surveyed witn survey meter, placed in biohazard
bags, autoclaved to melt plastic, etc., and then
disposed of 1. routine garbage system,

Other FDA personnel have received basic training in
radiolabeled probe analyses. In case of spill, all
employecs will be notified and R.8.0.(8) w'll handle
clean-up and survey, with assistance and/or advice of
Regional Radiological Health Otficer (see Sec ).



Nuclear Regulatory Commission

Survey Meter

OCLM Item No. CD V-700
Model 6b
Elecktro-Neutronics, Inc.
C‘kl‘Mo CA

Serial No. 20940

W.F. Van Pelt, PUS

Regional Radiological Health Ctitcer

Dept. Health and Humin Sarvices

Frod and Drug AMainistratioun

909 1st Avenue, Room 5009

Seattle, WA 98174

206-442-7020

The RRHO calibrates tie survey instrument and developy
and evaluates the monitoring desices (quarterly). MHe
will calibrate suivey instrument annually, MHe also is

the advisor to the two Kk&0s.

FDA laboratory area is secured during non-business
hours. This includes the work benches and freezer used
for storage. The wasto disjosa) suciage area, Ad jacent
to laboratory ie secured by u separate lock, no master
key is available te building fanitorial personne), only
to FOA employens.

ltnccrcly.

%Dé Hoohieedony

¥ Wiskovchen
Director, Science Branch



"' " OEPARTMENT OF HEA. | & HUMAN SERVICES Public Health Sarvice

e . oo ' Otige o the R Director
' August lnim\' Food end ration

::n‘m. ederel Oftice Bilding
] W Avenue
d M2 P 3% Sesttie. Washington 98174

Telephone 206 4426304

Control No,: 70532

Nuclear logulator‘ Commission
1450 Maria Lane, Suite 210
Walnut Creek, California 944596

RE: Additional Information For
License No.: 46-09750-01
Amendments

™~
Attentiont R, D, Thomas, Chief
Muclear Materials Safety Section

GCentlement

This is in reference to your letter of July 16, 1987,
requesting further information to complete procwssing of
our request for the by-product material license .,

1. Stepnen Weagant and Charles Faysner attended the
course "Principles of Immuncassay and Radgiologicsl
Safety® given in Washington, D.C., on September
12-15, 19831,

we understand that larger quantities of Phosphorous
312 should not be ordered until the license i»
samended,

2. We accept the five millicurie limit for thia
amendment and will not excesd this amount,

: A. Radiation level su¢vays will be conducted on &

daily basis (while the P-32 is being stored for
use) .,

Radiation level surv.,s will be conducted on a
daily basis in the radiation use area whan tha
P-32 is in actual use. Following each use, the
area will be surveyed to check for contami.ation
uf work surfaces, and a radiation level survoy
done on the exterjor of the containment vessel
for the P12,

By R L4




Nuclear Regulatoiy Commission 2
when P-32 is not i: .Y yea  the vessel con-
taining stored P-32 w. given a radiation
level survey on a weekl: is.

4.

5.

6.
7.

The waste storage area .1 also de che~ked on a
weekly basis when licensed material is in use,

B. A proposed survey procedvre is attached.

The inetrument to be used will be a Ludlum Instrument
Model 12 with erd window, G.M., detector, model 44-7,
A copy of the Ludlum catalog page for the probe is
attached. The meter is equipped with a zero-500 cp:
dial.

Calibration of the survey instrument will be done by

the Northwest Regional Instrument Calibration

Pacility at the University of Washington (certified

by the Conference of Radiation Control Program

Directors amd traceable tc NBS)on an annuali basis,
Aot 4” T Wmv ed W Leevsy k/”.[ap/,a/

An emergency spill procedure is attached,

Licensed materials will be stored and used in a
rertricted area at all times following receipt., The
restricted area is so designated based upon its being
a miccobiological laioratory originally, but the
procedures used to control access (warning signs,
lozked doors) serve well for radioactive materials as
well, Doors are always locked after hours or when
the laboratory is una‘tended. The waste disposal
area is secured by separate lock, no master key is
available t¢ janitorial personnel, and the freezer
used to store the unused P-32 is also separately
locked when the licenesd material is in uase,

/CicLLI Z: ;wupk(CfL
Bill Vvan Pelt

Regional Radiological Health
Representative, Pacific Region, FDA

Attachments



2.

3.

1.

5.

Emergency Response Procedures
for Phosphorous-32 Spills

Notify: Notify persons in the area that a spill has
occurred, Warn them not to enter the immediate area.

Prevent the Spread: Cover the spill with absorbent
paper.

Notify the RSO: Have someone notify the RSO's and
the RRHF

Office Home
NSO Steve Weagant 442-5302 598-4168
RSQ Charles Kaysner 442-5302 481-1337
RRHR Bill Van Pelt 442-7020 329-9476

Clean Up th= Area: Using disposable latex gloves,
caro?uiiy'?oia absorbent paper and pud the spill,

Place the absnrbent paper in a plastic bag and then
in the radiocactive waste container. Continue to pad
the area until all liquid is ahsorbed. If a survey
shows remaining contamination, carefully clean t. @
area with absorbent paper and Radgsg Wash until balow
“he action level of 200 dpm/100 cm".

Survey the Area: Survey the area using the
Ludlum/G.M, system, The action level torztutthor
decontamination actions is 200 dpm/100 em®,

Personnel Decontamination: Survey the personnel
involved, 1If clothing Is contaminated, remove and
place in a plastic bag for further evaluations, 1If
contamination is on iLhe skin, flush it thoroughly and
wash with mild soap and lukewarm water,




1.

Area Survey Procedures

All preparation and incubation areas will be surveyed
daily, using the Ludlum/GM system, following any use
of radiocactive material in that area. Any area found
contam(nat,d will be cleaned to a level of 200
dpm/100 cm® or less.

Al! material being placed in or returned to storage
will be checked for surface contamination before
being placed in storage.

Waste storage areas will be surveyed on a weekly
basis when licensed material is in use,.

The daily and weekly surveys will consist of 1
measurement of radiation levels in tgo area. The
action level shall be 200 dpm/100 ecm™,

A permanent record will be kept of all survey results
which will include:

A. Location, date, and ID of equipment being used,
inciuding SN of the survey meter detector.

B, Name of persor doing survey.

C., DNrawing of area surveyed, including preparation,
stu.age, incubation, and waste storage areas.

D. Measured contamination levels in CPM keyed on the
location drawing.

E. Corrective acti caken to reduce the sontaminc-
tion and measur.y levels in dpm/100 cm™ of areas
cleaned.
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Licenses

In accordance with application
dated Februvary 12, 1987
Department of Health & Human Services 3. License number  46.09750-01 1s amended in

Food and Drug Adminiscration fts entirety to read as follows{
Federal Offics Buildi

509 1s: Avenue, Rocm : ~ "7 e
Seattle, Uqu.'gton 98174 i | 4. PJPM‘,_‘ May 31, 1948
5. Docket or '
of e _ Reference No, 030-06644
6. Byproduct, source, wnd/or 7. Chemical and/or physical §. Maximum emount that licersee
‘ special nuclear rusterial form By possew al any one time
) © usder this bcense
“ re
5 dpertaee-d U Wl Ad-oA-SR
- L WO-atieurtes
< L perfoll
K A . .
& Nickel 63 - | J?;m to exceed
¢, ‘. 5 willicuries
¥ - po o < per source
V ' “.' ‘a” < Y 7 N 1Ero n-|‘¢
3 !l' Phosphorus 32 . E BRI ;'\\ é.'e‘-ﬂew‘i« '
: W L . Y w4 7, L
¥ Authorized use - -

e - p cv\:\:‘ ;; -~
A. emd=®. For use ‘n gas chramsographs fcr S4mple analysis, ‘-~

: ’,.I
A ] ' i .
: '¢ Research and development as ozg'uc'! 9 'I’t)"C'}:‘vO*(Q)

10, Licensed materfal shall b~ ysed only at the licensee's facilities at the Federa)
Office Building, Room 5009, 909 1st Averwe, Seattle, Washington,

11. A, Licensed material described in Items A, and=®. shall be used by, or under

the supervision of, individuals designated by the Racfation Protection
Officer, Nedd-Gaete. E0rvene T, Bamewrm

B. Licensed material described in Item i' shali be used by, or under the
supervision of, Stephen D. Weagant or Charles A. Kaysner, Dirrer Rsew,

B! ... Detector cells containing titanfum teftide foll shall only be yscé-1H
‘. P with a properly operiyting terneratuy mechanism which
M oevE®' " prevencs to s from exce egrees Centigrade.
i B. Detector ce)) nNg suandtum foll shall only be used in
WW operating tempera anism which
ents foll temperatures from exceeding 325 degrees Cent.grade:

VI e e e e L e e 3

L A B B A » LR N e e A
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MATERIALS LICENSE -
SUPPLEMENTARY SHEET 030 -06644
Amendment No., 9
‘4
S CONDITIONS
(continued)

g v
: 'J‘! In Tieu of using the conventiona) radfation caution colors (magenta or purple on

3 yellow background) as provided in 10 CFR 20.203(a)(1), the licensee 1s redy
authorized to label detector cells and cel) baths, containing licensed material

and used in gas chromatogra devices, with conspicuously etched or stmd““,,,,).
r:diation caution symbols wi t 2 color requirement s-ppied by wfbanlx

- o, P
v« The source(s) specified fu Item(s) 7.8. shal) be tested for leakage and/or
contamination at fntervals rot to exceed 6 months. Any source received
from another person which ‘s not accompenied by a certificate indicating
that a test was performed within 6 months before the transfer shall not be
put into use untly tested,

8. Any source in storage and not being used need not be tested. When the
source 1s removed from-storage for use or transfer to another person, 1t
shall be tested before §se or tranxfer,

C. The test sth{bc ctpcbfi
radfoactive material on
of 0.005 microgyrd
removed from“servi

Qetu:gq_‘_th, presence of 0.005 microcurie of
sample, AT the test revgsls the presence
contémination, the source shall be
. repaired, or digposed of in
accordance wigh C , A report shall be filed within §
days of the date the lei¥ . test. i ]s with the D. S. Nuclear
Regulatory meim.' on ¥; Nuglear Materlals Safety and Safeguards
Branch; 1450 Marfa.Lane, Sulte 210; Walaut Treek, California 9459€. The
report shall sp«:}h the source involved, tne test results, and corrective
action taken. Rec ,Of Teak test results sha)! be kept in units of
microcuries and shall He maintained for inspection by th. Commission.
Records may be disposed of.,'ol\o.ui. Cg-1sn!m inspection,

~~

D. The licensee 1s suthorized to collect leak test sampies for analysis by
the Food and Drug Administration (License No. 20-08361-01) o» tests for
leakage and/or contaminstion shall be performed by persons specifically
11censed by the Commission or an Agreement State to perform such services.

"~
| 435. The licensee shall conduct a Physical inventory every six (6) months to account
for all sources and/or devices received and possessed under the license.
Records of the fnventorfes shall be maintained for two (2) years from the date
of each inventory,

‘
4 Jg Detector cells containing 1icensed material shall not be opened or the sources
‘ removed from the detector cel) by the licensee,

] 7. The licensee may transport licensed materfa) in accordance with the provisions
. of 10 CFR Part 71, *Packaging and Transportation of Radioactive Matarfal®,
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MATERIALS LICENSE
SUPPLEMENTARY SHEET haw b
Gi Asendment No. 9
CONDITIONS ™ °
(continued)

! B' The iicensee 15 authorized to hold radfoactive material with a physical
half-11fe of less than 65 days for decay-in-storage before disposal ir ordinary
trash provided:

A, Rad‘oactive waste to be disposed of in this manner shall be held for decay
s minimum of ten (10) half-)ives,

B. Prior to disposal as mormal waste, radiocctfvif;rpsto shall be surveyed to
determine that fts radfoactivity cannot be distinguished from background.
A1l radiation labels shall be removed or obliterated.

g /
L. Except as specifically provided otherwise in this license, the 1icersee shall
K conduct 1ts program in accordance with the statemepts, representations, and
rocedyres contained in the documents including aé‘ﬁclosuns. Tisted below.
he Nucicar Reguldtory Coemission's regulations }i govern unless the
statements, represgntations and odures in t {cnm's application and
correspondence ar€ more restrictive than the t
fo— s o v —— -

L ey
-

ons.

‘ e “‘_I""
9 DecerE These eorrupmJ'-‘f_f
W= SRNET S ne g e, The
GvLetter da : ot ¢ lle obselete radaduse:
WW DE.eTE o et npdaltd .~ rt appliatil
2 B. Letter dated Apri) 14, 198/ ;(.%LN_.

¢ B, Letter dated August 10, 1987

e R,;p(,'(-.{/h dated PR 18§

-
-

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

By y
e . nger,
Health Physicist (Licensing)

Nuclear Materfals Safety Section
Region ¥

-
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g NAC runw 218 ( T WA MUCLEAR REOULATON Y,  Jaission | Date
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