
, _- . .- .- - - . - . - - - - - - - - - - - - - - - - - - - - - - -

y
.

I gameppMM M U.S. NUCLE AR Lt.ULOTORY COMWagts04 5

i g gy, AFPROVEe tv OMS ;

n .C.F.3 30. 32' 33,34' PPLICATION FOR MATERIAL LICE le *ma
' to 3106 0130'

0

!

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GulDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION. SEND TWO COPIES
CF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.

APPL 8CAfl0 eft POR OtSTRIDUTION Of EktMPT PRODUCTS FILt APPLICAftOtf8 WffM. IF YOU Amt LOCATED IN:

U.S edOCLIAR Rt00LATORY COMuitstood ILLtNoit. INDi&NA,10W A. WICMIGAN. MINNtt014. Mle60pMI,0He0,0R
DivtS40N OF FUIL CvCLE AND MAfthaAL $AFtTY, NMS$ WitCONSIN,MND APPLlCATIONS TO.
WA$MINGTON DC alR06

U.s NUCt t AR RIOULATORY COMMISSION. AtCION til
ALL OTHER PIR$048 PtLt APPteCAteoset A8 POLLOWS. If YOU Amt MATE RIALS LICENSING stCTION
LOCAtt0 tes. Ygg roost VELT ROAD

C0svestCTICUT. OtLAW Allt. DISTRICT OF COLUMelA. MalWE. M ARYLAleD.
mat &ACHUNTTS, BetW MAMPSNeRE. 8stW Jefettv. IstW YORK, PtlegeSYLVANIA. ARu AessAt. COLOR ADO IDANO, R ANSAS. L0utSI ANA. M08tT ANA.8stDRatk A.
RMODE ttLAND. OR VERMOIFT. 9END APPLICAft0est TO: estW Me meCO. 880PTH DAKOY A. 0E LAMO814A,90VTM DAM'JT A,it XAS, UT AM,

"
U S NUCLt AR RIOULATORY COMMIS$60N.11101088 4
NUCLt AR MATERsALS &Af TTY $tCTION 9 U S NUCLE AR RiouLATORY COMMiss10e( Rt010N IV 5

476 ALLINDALt ROAD MAf TRIAL RADI AWON PROTICTION stCTIONking OF PRUS$1A. PA 19406 311 Rv AN PLA2 A DRIVE, SUlit 1000

ALADAMA. FLORIDA. OtOR06A. keerfucay. MattestiPPt. se0RTH CaRoteNA.
PutRTO RICO. SOUTH CAROLiesA. Ytestetstet. VselettetA. VeROIN ISLA8rDS. OR AL AsM A, A nt30as A. CALIFORNI A. M AW All. 884 W AD A. 04800N. W ASHINGT ON,
WtBT VIR4888sA. 840s0 APPLICAft00st TO. Ans0 U.S. TERRITORit$ AND P00849880NS #N TM4 PACIFIC,66eso ArruCAfl0NS

U $ NUCLEAli RIOULATORY COMMIS$40N. AEGION 11
NUCEAR MAf TRIALS &AttTV BECT808d U $ NUCLLAR REGULATORY COMMIT $10N. litGION Yt 1 MARitTT& ST8itt1, SUlit 23110 NUCLEA8i MAf TRIALS $AFtTY $F.CTIONt TLANTA, GA 303I3 i400 MARIA LANE. EUsti 210

WALNUT CRitK. CA DetES ,

Pt R40 set LOCATED IN A0netestett $t ATtt SINO APPLlCAT108ss TO TMt U $. NUCLEA81 fit 0VLATORY ConAMINION otiLY IP THEY WISH TO PONEN Abs 0 Utt LecteettD MATERIAL
12 51 Af tS $UBJECT TO U.S. NUCLE AR RE GULATORY Coe8MtOSION JU81tSDICTION.

| 1.TMit 18 AN APPuCATION FOR IChere espreeress #simel 2.NAME AND MAluNG ADDREES OF APPLICANT (faesusie4 Cassef
~ ,

Department of Health & Human Stervices ;
A. NtW uttNst

-

l e. AMENDMENT to uCENu NUMetR US Food and Drug Administration ~

! %" C. RENEWAL 0e uCthst NUMetR 3 7-09 7 'a-m Room 900, U.S. Customhouse, 2nd & Chestnut St s. ;' ~

Philadelphia, PA 19106 ;

3. ADDRL&&tillWMtRt uCEN$tD MATERIAL WILL st U5tD OR POS$t$5tD.
US Food and Drug Administration

| Science Branch
US Customhouse, 2nd & Chestnut Sts.- '

Philadelphia, PA 19106 I
4 NAMI OF PERSON 10 pt CONTACTED ASOUT TMis APPUCATlON TELEPHONE NUMBER

Richard E. Needham. SuDervisory Chemint/RndinPinn M ntm o f f i r. c ,. (215)S97-2123
sueMit itiMs i THRovoM ii ON s,. . ii- eAPtm. TH: tvPt AND sCoPt o, iNFORMATiON to et eRoviDtD is of CRiotD iN THE LiClNst APPucATioN ouiet. /
6. M.DIOACTIVE MATERIAL h

e. E teme.ne P. mess nu.i e.. .b chemicai endlarfyescf ta chno ll *l.smum a"EonNa . t and
mber, i form, 8. PURPO8tl5) $0R WHICM LICENSID MAff RIAL WILL bt UstD. '

n
HeMeo e i ne. s>e a e tem see attached Item #6 !

E [g%',0U BLE FOR RADIATION SAF ETY PROGRAM AND TMilR
S. TRAINING FOR INDIVtDUAL$ WORKINQ tN OR FREQUENTINO RESTRICTED ARI AS.0 t CE- see attached Item #7 see attached Item #R +

| S. F ACILITit8 AND EQUIPMENT. 10. RADIATION SAFETV PROGRAM.! see attached Item #9 see attached Item #10
i

i2 uCENsit Ptto I.see so Cn noe.sec ,im Exemat U.S'11. WASTE MANAGEMENT. = AMOUNT V
see attached Item #11 'tE CATEcoRv N/A |tNCLO8tD$ Cov't Acefwv .

13. CERTIFICATION. (Must 6e reewdeeMrey es@ cant / TM4 APPuCANT UNDER$T AND8 7 HAT ALL ST ATEMENTS AND REPRESENT ATIONS MADE IN TH15 APPLICATION ARE '

OINDING UPON THE APPLICANT.

THE APPLICANT AND ANY OFFICIAL E XtCUTsNO THis CERTIFICATION ON StMALP OF THE APPLICANT.N AMED IN 87EM 2. CERTIFY YMAT THIS APPUCATION 18
PJ.tPARED IN CONFORMITY WITH TITLt 10. CODE OF F EDER AL REGULATIONS.PART3 30. 32,33. 34. 35. AND 40 AND TMAT ALL eNFORMATION CONTAINED MERiiN,
18 TRut AND CDRRICT TO TMt $187 QF THilR KNOWLEDGE AND 6tutF.

tif ARNING: 18 U 8 C. SECTl0N 1001 ACT OF JUNt 25. tD48. 62 ST AT. 749 pAKil :T A CRIMIN AL OFF ENSI TD MAKt A WILLFULLY F ALSt STATEMENT OR REPRESENT ATION
TO ANY DEPARTMENT OR A0&NCY OF THE UNITED ST Af t$ AS TO ANY M ATTER WITD.IN ITS JURISDICTION

*

$1GN ATURE -CERTIF ylNG OF FICER TvPtD/ PRINTED NAME e TIT L E DATE

.N/ Director,Ifarvey MpMiller
& '

Science Branch 12/29/88
'

.

8912060077 99 M !

h9 2 01 PDR 777 y yg -

FOR NRC USE ONLY
11rPt OF Fit FitLOG Fit CAYtGORY COMMENTS

_ _ _Q , { j |
AsPRovtp gy

'
-

AMOUNT RtCilVID CHECK NUMBER DATE

>

, .-



._ -

O O
' '

APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION-

PHILADELPHIA, PA

5,6. Radioactive Materials and Purposes
for which Materials will be Used

Radionuclide Chemical / Maximum Amount Intended
Phyrical Form to be Used Uses

3 Hydrogen Tritiated Peptides, 20 mci (7,40 x108 Bq) Research, Tracers
Tntated Biomolecules RegulatoryAnalysis:

In-Vitro Diagnostics

32 Phophorus Phosphone Acid & 10 mCl(3.70 x 108 Bq) Research/Tiacers
Salts, Labeled DNA Probe
Nucleotides Research

35-Sulfur Sulfuric Acid & 20 mci (1.40 x108 Bq) Research/ Tracers
Salts, Labeled DNA Probe
Nucleotides Research

963 Nickel Foils & Electro- 30 mci (1.11x10 Bq) Gas Chromatographic
plated Sources Electron-Capture .

Detectors

125-lodine Sodium lodide Solu- 50 mci (1.85 x109 Bq) Restarch/ Tracers
tions (pH > 8.0), Regulatory Analysis:
lodinated Proteins & In Vitro Diagnostics
Biochemicals
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMD'?STRATION

PHILADELPHIA, ,A

7. INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY PROGRAM
AND THEIR-TRAINING AND EXPERIENCE

A. Edmond J. Baratta. Radiation Safety Officer, Food and- Drug Admin-
intration, Winchester Engineering and _ Analytical; Center. Hinchester,

.

Mascachusetto will serve as off-site Radiation Safety Officer. and' will
cerve ao concultant an' required.

B. Richard E. Needham,. Supervisory Chemist, Food and Drug Administra-
tion. Philadelphia District Office, Philadelphia, PA will" serve as the
on-cite Radiation _ Safety Officer.

C. Statements-of Professional Experience and Training for the off-site-

and on-cite Radiation Safety Officer follow on the next two-pages.

t
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CURRICULUM VITAE-

t

:

. Name Edmond J. Baratta
| 5 Fairlane Terrace e

! Winchester, MA 01890

( Education : Washington and Jefferson College i

Boston University
,

B.S. Chemistry - Northeastern University i

Boston, MA - 1953
|

E
L
|

Experience : Shell Oil Company, Houston, TX - 1963-1956 :

Quality Control and Testing of Petroleum Products
'

'

l !

U,-S. Navy, Newport, RI - 1957-1959 )
Quality Control and Testing of Petroleum Products

|
'

National Lead Company, Wir4chester, MA - 1959-1961 |

'
Research and Development of Methods for Low-level !

analysis of uranium tailings and raffinates *

| !Public Health Service, Bureau of Radiological Health,
Winchester, MA - 1961-1970
Environmental Protection Agency, Office of Radiation
Programs, Winchester, MA - 1970-1972
Responsible activities weres

(a) Chief of the Analytical Services Program involved in I
!the research and development of methods for testing

nuclear weapons fallout. Training.of analysts both
Federal and State in-the analyses of various

'materials such as air, food, water, soil, biota, etc.
for natural-occurring and artifically produced radio-
nuclides.

(b) Quality control and testing of various' products for
natural-occurring and artifically produced radio-
nuclides. >

(c) Chief of the Analytical-Quality Control Service,
first with BRH and later'with EPA. It provided
quality assurance samples, low-level radionuclide
standards and other service to Federal, State, ;

International Agencies and the nuclear industry and
'

its contractors.
.,

(d) Member of the Facilities Radiation Safety Committee ,

as a principle user,
,
.
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CURRICULUM VITAE - EDMOND J. BARATIA - Paare 2
y

Public Health Service,' Food and' Drug Administration,
Of fice- of Regul'atory Af f airs ,= Winchester Engineering ' and
Analytical Center, Winchester, MA - 1972 to Present

(a) National Expert, Radioactivity - Consultant for 'the
FDA in the area offradioactivity including, but not
limited to,-radionuclide analyses and radiopharmaceu-
tical products.-

(b) Chief of the Radienuclide Section which' performs
quality _ assurance and testing of radiopharmaceutical
products and radionuclides in foods. Includes =
' development and res9 arch in these areas.

(c) Radiation Safety Officer, WEAC,'since 1986, membe- of
Radiation Safety Committee prior to.this as a princi-,

ple user. Member FDA Radiation Safety Committee.

Qualificctions
and Skills (a) Consultant to the Atomic Energy Ager.cy,- Pan American

Health Organization and Food and Agricultural-Organi-
zation

(b) Expert Advisor to the Saudi-Arabian Government on
Radioactivity

(c) General Referee, Radioactivity for the Asscc ation of
Official Analytical Chemists

(d) Member ANSI N42.2 Subcommittee.

(e) Fellow of'the Association of Official Analytical i
Chemists - 1983

,

(f) Plenary Member, Health Physics Society

(g) President, Executive Board Member, Northeastern
Section, Association.of Official. Analytical Chemists
1987-1988

(h) Advisor to the APHA for the.12th-and 13th Editions -
APHA Standard Methods

(i) Member, Joint Task Force for Radioactivity, APHA for
the 15th, 16th, and-17th Editions - APHA Standard

'

Methods

|

|
|
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CURRICULUM VITAE - EDMOND J. BARATTA - Pace f
:

Publications
. "

and Presentations ?

Over 100 publications and presentations in the field of radiological
health. These were presented at International, national and local ,

meetings. Papers were published in-intarnationally arid nationally
recognized journals.

i

Special Courses -

he r: Radiological Health;

.a;v;ier Programming:;- ,

Noda:Lentals of Laser l'rotection
Lecutive Managument Seminar

i
-
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Professional Qualifications in Radiation Measurement,

Protection, and Safety

Richard E. Needham
US Food & Drug Administration

US Customhouse, 2nd and Chestnut Streets
Philadelphia, PA 19106

I. Education
i

f

Master of Science, Radiopharmaceutical Science
Northeastern University, Boston, MA. (1979)

;

|

| Master of Science, Nuclear Chemistry
Yale University, New Haven, CT. (1973);

| Bachelor of Arts, Chemistry
j -Oberlin College, Oberlin, Ohio (1967)

II. Professional-Experience

1985-present: Supervisory Chemist
U.S. Food and Drug Administration ~!
Philadelphia,.PA. l

!
Duties include general supervision of an analyticalichemistry: labor-

atory of 9 chemists and one laboratory worker. Analyses performed in ;

laboratory inclede products, such as in-vitro diagnostics, with . radio-
|labelled ligands. Included in duties are the responsibilities of the

facility Radiation Safety Officer.
.

1973-1985: Analytical Chemist
'Radienuclides Section'
U.S. Food and Drug Administration
Winchester, MA;

i
: Principle duties included regulatory analysis of radiopharmaceutical

diagnostic products labelled with a variety of radionuclides such as
,

99m-Tc, 111-In, 67-Ga, 201-T1, 81m-Kr,. 32-P. Analyses performed for i
| radioactivity, radionuclidic purity, radiochemical purity, and biolog-

leal distribution.
Performed research on detection of 129-Iodine in environmental samples,

by beta-gamma cop cidence spectroscopy; design of a- Cd(Te)-based HPLC
.|detector for radiopharmaceuticals; influence of colloid size on blodis-

tribution of 99m-Tc Sulfur nlloid in mice. !
a

Pesponsible for mainten nce and QC of a Ge(L1) and intrinsic Ge g3mma.

ray spectroscopy system, and participated for approximately eight years
in NBS National Cross-Check Program for analysis of radiopharm-
aceuticals. i

Familiar with'the maintenance and use of ionization chambers, propor- ;
tional counters, liquid scintillation counters, solid-state gamma' ray '

and alpha particle spectrometers. Also prof 5cient-in the use of a |'

variety of. dosimetry and monitoring instruments.
Acted as a technical consultant on approximate 2y 12 FDA . inspections-of

.

.

radiopharmaceutical manufacturers over a period of tight years.4

3

.
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Professional Qualifications in Radiation Measurement,
Protection, and Safety

1

Richard E. Needham i

III. Academic Coursework and Training in Radiation Measurement,
Protection, and Safety

A. Academic Coursework: Northeastern University, 1974-1979

Course Title (all graduate level) Quarter Hours Credit Earned
1. Radiation Biology & Physics 2.0
2. Nuclear Medicine 8.0 (4.0 Q.H. laboratory)
3. Dosimetry and Health Physics 2.0 ;

4. Spec'lal Topics in Radiopharmaceuticals 2.0
5. Seminar in Radiopharmaceuticals 2.0
6. Radiopharmacy Internship 2.0

s. Academic Coursework: Yale University, 1967-1968-and 1971-1973 [

Course Title (all graduate level) Semester Hours Credit. Earned-
1. Nuclear Chemistry 3.0
2. Introduction to Nuclear Structure Audit
3. Nuclear Reactions and Models Audit
4. Research (Nuclear Structure o:' 156 Ho) 60.0

C. Other Training Courses
,
.

1. Basic Concepts of Nuclear / Radiological Sciences.and Protection
Lowell University, Lowell, MA., 1974. Instructor: Professor
Kenneth Scrable (40 hours)

2. Principles of Nuclear Medicine
Massachusetts Institute of Technology

| Cambridge, MA. (Summer Program), 1976. Instructors: MIT Faculty
| (40 hours)

3. Effects on Humans of Exposure to Low Levels of Ionizing Radiat'lon
Yale University, New Haven, CT., 1981. Instructors: Yale

! University School of Medicine Faculty (5 hours)
|

| 4. Traceability of Ionizing Radiation Measurements
'

National Bureau of Standards,'Gaithersburg, MD., 1982.
Instructors: NBS Staff (20 hours)

i

IV. Membership in Professional and Honorary Societies
;

| 1. Sigma Xi Scientific Honorary Society, nominated June, 1967
."

2. Rho Chi Pharmacy Honorary Society, nominated June, 1979
| 3. Health Physics Society, member 1977-1986.
;*

5. American Assn. for the Advancement of Science, member 1985-present
4. American Chemical Society, member 1982-present

!

!

,
. i
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APPLICATION FOR MATERIAL LICENSE.
'

US FOOD AND DRUG-ADMINISTRATICN
PHILADELPHIA, PA

8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

Statements of Training and Experience for four FDA Philadelphia
District Laboratory Employees who will use the radionuclides specified
in thic' application follow.

,
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' JOHN MIETZ

Item 8
''John L. Mietz, Supervisory Chemist

_

U.S. Food & Drug Administration, Philadelphia District Laboratory

Experience

Worked on a day to day basis with several tritium GLC detectors, 1963-1970_ ,

_

Trained by experienced TDA analysts in the T' foil maintenance and -

|
replacement procedures. This included disassembly and cleaning of T'
cells and replacing the T' foils when necessary,- 1964/1965

|

Radistion training included as a part of the FDA advanced' analytical
|

course at Georgetown, 1965:

Performed periodic (2 x yearly) SWIPE tests on the two districts Ni'' GLC
| detectors, this included performing the Swipe, making arrangements for its i

| testing and maintaining records of the tests, 1970
~

Attend approximately 1/2 day radiation safety course conducted by the
Regional Radiation Safety Officer, 1980

.

i

|

i

'

.i
'
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~ ADA BELLO

!

Item 8
:

|- Ada C. Bello, Chemist
i

p U.S. Food & Drug Administration, Philadelphia District Laboratory
i

Experience
,

University of Pennsylvania, Department of Ophthalmology, 7/69 - 6/78

Structural Studies of the Rhodopsin molecule utilizing **C-iodoacetamidei

i for. labeling the light reactive sulfhydryl group. Thir wiect included
'

some personnel training.

Member of the Safety. committee of the Presbyr 't
-

y of-

Pennsylvania Medical Center, 7/76 -;6/78-

University of Pennsylvania, Biochemistry i;m ' of Dental.

Medicine, 1/79 - 4/80

| Kinetic studies of the Methylatic tRNAs .. r,. 2nr' using
S-adenosyl-[ methyl **C]-methionir

Training

Radiochemistry - Course taken at St. Joseph's University under Dr. Grafton
'

D. Chase, 1966

Master Thesis - Dr. Grafton D. Chase, Advisor - Research on the Metabo}Cic
Pathways of Bruised Fru
Sodium acetate and 1,5-[p Tissue Etaploying Radioactive Substrates (2 #C Citric Acid) "

8

-
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RITA K. JHANGIANI

Item 8

Rita K. Jhangiani, Chemist
U.S. Food & Drug Administration, Philadelphia-District Laboratory

Experience

Ms. Jhangiani has worked primarily with tritium I-125 and Co-57. tagged
I compounds for the last thirteen years. She has developed
I radicimunoassays for digoxin diethylstilbestrol and 17B-estradiol in

consultation-with Dr. John O' Rangers, EDPO/FDA, and Dr., Grafton Chase, FDA
Science Advisor,. Chemistry Department Chairman of the Philadelphia College

L of Pharmacy and Science, and co-avthor of a text book on Radioactivity and
Radiochemistry techniques.

1

Training

i 1. Course at Philadelphia College of Pharmacy and Science, Radioactivity
l and Radioimunoassay Techniques,1974
|

| 2. Radioassay Techniques - The Endocrine Society Sixth Postgraduate
| Training Course on Radioassay Tec:ndques, Bethesda,' Maryland (one

week), 1977

l l-

Job Related Experience:
1,

Duringtheadministrationofpprdutiest.npresearch,she,pasworkedwith 1

3H-DES, 3H-Estradiol (17B), 3 I-digoxin, H-digoxin and CO-B12 having a
maximum specific activity of 100 C1/mM each. No more than a total of 2 )
mci of each has been in the laborat.ory at any one time during the past ;

thirteen years. She has monitored the purity of the tagged isotopes by *

TLC and HPLC techniques. She currently-is in charge of the Packard |Auto-Gama 5650 and Tri-carb 4530 and has developed a quality control
calibration program for the instruments. |

; In addition, she has published a literature review article en
Radioimmunoassay in association with Dr. Grafton D. Chase which includes

.

the measurement procedures for Radioimunoassay. ]

17
4

3

i

i
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ANNA LAZAR

Item 8

Anna Lazar, Chemist
U.S. Food & Drug Administration, Philadelphia District Laboratory

i

Experience

Stanfo,rd University Medical School, Stanford, California, 1962-63
,

33Research Project involving **C, 3H and P labeled compounds, separation
of cholesterol from complex mixtures using tracer studies

-
.

FDA, Philadelphia District Laboratory - 1974 to Present
,

1. Development of radioimmunoassay for diethylstilbestrol-(tritium label)
_

2. Thyroid hormone measurements in thyroglobulin using RIA (iodine 125
and cobalt 57 label)

3. Batch certification of CEA antibody (**3 I label).

4. Check analysis of 17B-estradiol in ?itamin capsules using RIA (tritium
label)

~

RIA (ggactive insulin measurement in Pharmaceutical Preparation using
5. Immun

I label)

6. Digoxin RIA (125 I label).

7. B-HCG determination in different materials using RIA (125I label)

.

Training

on the job training by Dr. R. Gordon Gould, Associate Professor of
Biochemistry at Stanford University.

Courses attended:-

1. " Radiation Protection" DHEW/FDA, 1971

2. " Concepts of Radiation. Measurement"
'

3. " Technology and Techniques of Ra'dioimmunoassay" - Philadelphia College,
of Pharmacy and Science, 1974

:

Maximum-radiocctivity in laboratory - 100 mC - !

|

_
3



, - - , ,;,4- , .
- - =, - - ; - - -p p ,

_

- , ,

, _

ac: w , _ , :r -#' ~

, , i s 2 5

"

, . . . . we '#

! | ',), !I *I
m dj [Ii.,

, s,

, ,.

}"'^ .
~ |

- NW ~M f

; ,
%t

st
-

= u-
4 4 ; ; . -

r ,

g; %!? ' . Aj -p '
,
s>,y *

,

- :!. ,|I'

fAPPLICATION WORfNATERIAL LICENSEi ' '

.

iik ' nUSiFOOD;ANDJDRUGJADMINISTRATION=. = c
* >

,

PHILADELPHIA,:PA! ''

> - ,g,

9/ FACILITIE'S AND EQUIPMENTJ

i -, : -

A.LFAC7LITIES~WHER'E' RADIONUCLIDES WILL~'BE-USED =
'

. _
_All: Loperations i'nvolvingiradioacti' e- materialfwillL be per f armsd1 4?v

-inLnowlyfrenoVated Iaberatorf sOnce on:the 11th'fl~oor,fUS Custon! house,
- 2ndiandf Chestnbb Streets,EPhiladelphiaL Pse Aj. floor;-1 pl an; of' thin arca:-

--

'i s inel uded ' as Attachment::LA ta : thi-s? section'.=
~

y>:

" ' ~

"

L.hbohat'ory; sp ace:c previ ousl y: used-; onDthe 12th and 13thE f1cors: Jofi
,

. .. . . . . . ... . ._.
"

t .

L *. ere; - vacated q _ inEMarch,H 1988fwhen; the 11thj fl~oor. space %:the_. building' w

B. . .
:: became' operational. 'The"11th and'12th f1Loor radiation handling;yareans

,
. (fume Jhoods, lab benches)1 h6e been. monitored f oricontami_ nation (using
:a .: s u r v e ys ineter.a wi th a-Na1(T1):gammsfseintillition0 probe. JCountingijof;,

aTshielded gamma , counter set f or '125-I- was6 aleciperf ormed ,j: swipes: in '

7
- and'no/ levels above background 1were_iecorded. ,- ;

.,c

'The renovated area, partions^of.:rwhi chiare _ plahned toj.be'~ used . if ur,
radioactive materi al handlin, contaiw ithe' fh11owing7f ehtures L ofi noter

' 1. ' Access to the' laboratory area as"controllediqby; a-:re7ettable
~

combination inck installeo at the main Jentrance decirk

2. Access-to the three inner 1aboratoryTrooms~.(Roomn01, 2,Jand( 1
on Attachment, A), . where. .al l .operati ons Fi nvolvi'ng" radi onu_cl i des y

^

'
,

will:be. performed,- is controlled' bys skay; locks;li_n?Jeachi; door yt-

entrance'to thesu rooms. '
;:

''

.
. 6 . . . . . . .

"

3. .For-swfety, each ''i nner . rcomt contain,u' a)-1ar,gelEwindow!(areni
.

facing both .the outer'laboratorf space 9 Room Spand.the'adjacentt(

; rooms,.. so ' that 'a . f ullf vi ew of. .occupantti Ys = 4ayai1chlec:throughout?
,

theClaboratory area,'
y

4 4_. Unoccupied roof sp ace ' : 1.'i en s Jdirectl.y, f aboved stiN L hl[aboratery,:
9

_o
which itself -farmf a protrudinglwingiofj|the'buildingi ^ Peri metbrh

'

H
~

twal l s , with the. exception of?: the ' hal'iway isntrancei area 6 : ara-:

#
exterior-facing.- A: .h al f -- f.l oor; dtili ty MI'of t" hi s? directly'_3el'ow V,

W thh , laboratory,- _ and. .alcoi constitutes! <non-occupied?'Lspacek
nofpotentially'occupiedTa'eanidirectlh 6dCTherefore there are. ry n

f, "jacent to areas lvhere opar at i on's will E b e. performed (ih S any -i;

&_ 'd i r ec t i on'.'
,

_..

-

' Jm 5. FloorsLand ceilings; are:,|romposed .of i t:ei~nf orcedJ ' concr ete,inapprokimately (10 inches, thi0k. 7 Floor" Lcovenings Le consisti1 Ha r =

seamless, inonLporous material . _ (Interior 1 sur f acesjofy t Se~ .exteriorJ g
. ,

~, -(perimeter) : wall s?are of glar.ed ceramic brick,J andL parti Li'on wal W4

-Jare gypsum boprd psi _nted wi'th gloss d namel. ' Doors,1 doorways'," hand
tr i m "are s met all wi th ; a:~ ba ked i enamel if i ni sh'.

x
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#
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,
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9. FACILITIES AND EQUIPMENT
-

A. FACILITIES WHERE RADIONUCLIDES WILL BE USED (continued)
;

6. Fume Hood A i n Rum 3 i s ol uvr e all work involving un senl ed
'

radicactive material wi11 he performed. Thie is a Fisher Sed et y.
Fume Hood with an all st a i n l ess-4,t eel interior and a 27" >t 60"

| int 9rTor work surface. The exhaust stack contains an in-lino
L activated charcoal filter for trapping of volatile radionuclidos

'

such as i qdi ne isotopes. Exhaust capacity is 1800 cfm and average
face.ve'.ocity in 110 fpm for the entire face araa. -The hood. is
fitted with a manually activated washdown system which sprays the
interior exhaust surfaces with water. Water, compressed air, and
vacuum are supplied. ".<ains are directly to building sewer lines.

All operations which invn] ve dilution, aliquotting, -chemical
reac ti on s , or otherwiua involve open containers containing
radionucli des will be per f c z vred _inside Hood A.

_

7. Hood B is a Labconco Biohazard Laminar Flow Hood, with a
24 '' ul G " interior work surface, an all stainless-steel-interior,
and is supplied with HEPA-filtered laminar flow air. This hood,
derioned for microbiological use, wi11 be used with sealed sourcos
only.

O. Hoods C anti D are F1 rher Rafety Fume Hoods wi t h. 27"M60"
interior worksurfaces constructed of a hard, non-absorbent
cernmic. Hood C will Le itsed with seal ed sources only and Hood D 3

located .in the outer laboratory area will not be used for work
with any radioactive materi al c except .with the prior approval of
the on-site Radiation Safety OFficar. '

8. Air supply and exhaust systems to Rooms 1,2,-and 3 are set to
,

give a sliqht negative precsure to minimize the pntential 'f.,
spread of radi oacti ve ganeatin ef Flutents or acronols.

.

g

.
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s9. - FACILITIES AND EQUIPMENT' !r ,

-Be -FACILITIES'FOR STORAGE OF RADIONUCLIDES

;1. . _ General Storaga- _ sI
,

.A11fradioactive sources Wil1%be. Llabeled"awith a 'stickeri label .. il
<

featuringTa7radiatich cautiun!cymlio1Lan'dfwarning as1specified1inD10CFR.#
,

!(Be4,uerels -o,r eqytival ept1 = on L that; date;,
' Land; factiVi tyf20.203 andf willL hei label' led ashto : isotope, date: stored,:

,

'
-n

.

, , ,, ,

2,

Anyesource which measuresi greater than :10J tim 6s backgrouridsaththe
- surface with: airadioactivi ty monitor, will ,Lbef ore " storage,--.bef p1' aced

,

#

L> Li n(a 11 eadS (or . other; sui t abl e .matori al|)y shi el d ,; cufficient ;tolJreduce' .y
exposure . to _less thsn 10?ti'mes background, and- labelled withitho?'thei

same?inf ormation; as the 2 mmediato containeh L

Sourceh %hichi .du- not f requirejspTcialf envi r.onmentali canditions f orr

kept' i n a key.-locked cabinet , enamelodimetali:ong all!' storage: will .be 7 ,,

-uides , ' 35" wide m 1-19" deep M _21"' high , . whi ch ff arms thi ' b~ ass Lof- Fume.-
HoodcA. -

Containc:.'s will-be storedDon'a non-parous'._trayJTwithiJaL raised-
'

edges - .on all-four nides to minimize contamination 3 spread (if'spil1}ed. e
.

The cabinet door, is . p er mahen t l y_. and. crominentlyf. labeledj -. w(thL a- 1

. radt ation caution symbolo and- worc'irig : as _ specifind iinliOCFRi20.203.
,

Ly ,2. Pefrigerated Storage-
s .

L , -1
i

, - s

Radionuclides rendiring re'rigerated .' storage,,,(such ;as l ab$, . r1ed <

biochemicals, . will' be stored in one'of four oedicated/stbrageMarbas,
'

.

.within the renovcted. laboratory'upace. -

Raf ri geratee' storage units: are ipermanently-Jand7 ;proliii nenb1;y -

' labeled 'with- a radiation: caution. symbol f andhwordingfasjspecifiddlin
'

J10CFR 20.203.- LSpecific'ref cigerated storage f acilit ten "are as: f all'.aws '
,, -.(ref er -to Attachment: A ) -: - * "

,,g

f. - 1, 7. Two household type ref ri gerator/f reezerJunits eare! Lusedi if,or?
those: products. requiring chort-term cold:orHfronenLstoragej-upM o'

g
.

m"P =one month. '
+ o
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,

-- -B6 FNCIC.ITIESIF$R S STORAGE Oh RADIONUCLIDSSE(con'tinued) N'

.;s

* \ .

3. | A$ormMSci entuiWwil k"inM "raf rigeraLion-; suFtit? JifJ fusedspiort
,'

'
>

chor.t9 term; Ictor nianNsfJ radiol abeledjroducts Shcf.;ini-pro' centri work"
~' '

.

-requiring- coldaroom? 'snvi ronmen tal ' conc!i tionen
. "ThislifunitN' '

; ,

,inc6rporatesNS' 2'! @ de ' x 7 ',1'Fdisp;N7 0i"i hi ghjwork; space $i thi:~at ' ;-

?,
.N

s24 " at? 60" 11 ami nat ed %cn-pob o|us 61 abb bsrich . . . A: ' condensate 1>deains '

emptOsi tc(i'r.ectl yGtlo ::(the sewer , f an$fa # 5)cf m i eshaust;ibl ot9psGreritpr

"

' idirectly-|toithe?outside.,cUnsealedtsourceh|wil13beciused inisthih 4

WrM/ onl yh wi ttS,the(wr'i t'te, rdauthorisati onf of Sthe on-si tef RSD. ' O
_ . _

"

; - - - - yn
,

,.
. . - - r< .. , r,. * E'' '

A.- A>;Reve m ultra'lowitemperatur#eNf ree en Lis:~used ? f orMradiolabel ed ' W-

products 7 aqui ri ngfprcl onge,d/s.torage f atjapproxi matel y?-GO^ dWgreenf . -
^

, ~o s

% - C.
' ' ' ' * * ' '

* ^

n.
_

s

'. ' . . , , . .'' >.
,

, . _ . t . . , . . . ~.,
. ..,

3

C.1'': RADIDACTIVITY : MEASUREMENTf ANDiMO, NITORING| EQUIPMENTm
,

,

'n q
_.1

'

, i

:. 1The Gil owing EinstrumentsL: wi11.1 b'e - usedf prinariLly Gorf xanal'ytical
measurements iof - . radioactive 1mateM1si,J initheMurseiof :r;esearch; arid

~

,

. regul atoryf anal ysi s. They : wi llEalso j be auskd I aMneed6d 7f orH imoni tori ng-. '

.

hrsAs . : f or:. cantaminatiof -(f or cexamols W countinglofNemova01e Js tr'f ace
d . contamination)f ''

~ "[;"
'

:j,

M , m ,

i ( Ssar~1e Mark "II Li quild'Scintillat! ion-iCount'er--

#a .'
# ,

_

n :;.

: Thi s/ dual" channel T i nstrument Sincorpor|atesiand automat i,c s sampl e :
-

7

and- W30E. JandD i@ 4 cariabl e - %cd --
' changer: wi thLt ' a' cepacity- ofLf30C T' vi 'a l s ",

~ ,

bet a-cou lti ngD u f 3-H', .. 1 4,- C ,: " 32-P p c Si ,:inL <a1 ;ha.ri styd ? ofi [1

counting ; modes. ...Both ; manual jand yautomat i c /wi ndows ' -ietti ngs; Lark' ' #

supp or t ed .-- 125-I X-rays-areLalso detectedDwith)ithiss4 instrument.,
L 2 !Co'upting_ ~ : ef f i ci enci es yf or Lun, quenched 1.|3-H :: and 214 CMr eC60Fand 957,,

,

reeppetivelye . LAn -interna 1J 226-R iD ? sealed ! sciurcf al|1ows1 ?f or)?, ,

--automatic quench-correction.-. _

' '
''

Quali ty Assurance Lprocedures, J earriedLouth when; th|e?i;nstr.umentt
.. , _.

' W is in use,''|includelinterna1Y elctronic' checks,? countinglef ficiencyf.s

f'
- ':with 3-H and?t4-C,

A: , wi n claws y and a ~ background count' Tr ate | . .i n itheE|3'H 'and :14-C .ichibhquared . .statisticci' test # if or , [coupt :~

gLroproducibility. ' '

'

Theco-performanceichecks' are 'documer.ted ! ..i n' :an[1. instrument;
'

'

,
-

along'with~ service-and repait' records.. logbook,:
.

, ,9 } ,
'
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JUS FOOD!ANDDDRUG; ADMINISTRATION, '

4 4

PHILADLLPHIA,0PA"

9. . FACILITIES AND' EQUIPMENTS -

3

C. RADIDACTIVIT.Y MEASURE, MENT' AND MONITORING': EQUIPMFNT?(cont 3 nued)4
_,

; bb J Packard ModelL 4330.Li quidy P:intil14 tion' Counter
,.

_

m
" This three thannel counterL is simil ardto :the [Searie: L Li q'uifd 1 '

"

. . . _

-Scintillation .Ceun ter; i n.. itnL speci fications Jand -qual'ity ; assurance
, procedures. 4t! henJthe: capabili ty' o-F di sp1'aVi.ni pa .; multichannel' .
beta" ener,gy , npoetrump and? 'thisL canjibe 3arCaid XinKidentif 9f ng

.

berta-emitting radionuclides... _w' '

Packardf Mohely 5650 LGamma| Counter $-;c .

This- single-channel- -instrument ihas- an;cautomatic' [sampl e~
.

1

changer and-'uses- .a- -s- hielded :Na1(TI).: detector . ofbinrough-hole'
.

'-design for X-ray ands qammai r a p. - count'ing'. (I t , ,i's( c ap'abl e . ;of L -
,

detecting: . 125-I withEgrJatnr thanf65%jhounting h tficiency. . Peak
resolutioniis less th'an.~10%-for;the 662 kev.xpeakLoff137-Cs.4

,

,

Quality Assurance procedursn., perf or:mediwhen? _the Linstrument'
is.:in- use, incibd6-iriternalf electronic' checks b background frount

.photopehk y egi on , 1 137--Cs7 . peakrate -i n the. 107-Cas 662> KoV1
rescluti on , and reprodbcibi1|1:ty;ToS : count 2 rate f;(chi;-squared Tteat ) .

'

_

, . . ;. ,
These perfcrmente checks are ~ do"cumented, sinc Jarn cinstrumentL

.

logbook,.along with service and:repairfrecords. . .g

7,
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+ ~ 9.:- FACILITIES'AND. EQUIPMENT
'

.I-

1:(
'

~
:8

> C.s : RADIOACTIVITY, -MEASUREMENTJ AND: MONITORING EQUIPMENT ~ (continued) 2. !

f all owing equipmr; tOis " intended" f ori personnel':andiarea.- monitori ng . ~fi' ' Thoc
. f or contamination: [

'

-i
, .

.-? 4

a ." ;WB Jchnson and Associates Eliodel : GSM-SSursey: Meter M
s

~ -h

Thi s- i strument -.will~ ate iwi th both. a? th A n-window.~GM-tubs ?,

z f or: gener,al monitoring;ana_a NaI(T1?n crystal:_probeJfor. X-ray: Land: ce;c

: gamma-ray . surf ace; monitori ng f wi th'-hi gn - rensi ti vi ty, <
''

b. Thermoluminescence; Dosimeters'(TLDLBadges)
" "

TLD |0.adges ; are supplied -byL thefioff-site RSO- Edmondi J.
Baratta - oni 1 a : - ciuarterly. : basi s 3 . f or: :each; user listed /iniItem;8.D i

TLD*s-cre' avail'able-as!whole bodyi~ wrist,;andifinger badges. .
*

TLD 's - are"also supplisd ..quarterfly; f orfereaimonitoring. : A[TLD' .$
~

is- provided for area .'moni toringcof-- rooms
'

dA-
'

1", 2 , ' and j 31 of '.; Attc ahment -

' h

All_ personnel working with 32-P Lwill wearl wrasi, rand'. iring:
badges -in additico to whole: beidy; dosimeters. .iAlliothersoperations c.;

will be carried out'withiwholesbody. dosi meters, .- wi th? : wri st? .and- Jt
ring badges opt;onal.

, ,

-

:.

, . . .. .

-. i
'TLD. readings are. arranged by contract via the .off-site RSO. -

'

Primary records of- exposurerare ma'intained:byctheioff-site RSO,5 -
'

,

| with copies provided to the'obn-site'RSO.
g
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. JUS: FOOD ANDzDRUGiADMINISTRATION; - i, I'

PHILADELPHIA,1PA

E 9.< -FACILITIES AND=EOUIPMENT L. fRADIAYION) PROTECTION EQUIPMENT *-g ' ~

. .

-Tht: following equipment and~-disposable. items will We Qved Nort7

' radiation protection -of users as required.'-

m 1 '. . Sn'i el oi ng..
:p

.A supply' Uf=1had.. bricks is ' avail abl e | -L to .. If abf 3 cate}a.-- >

temporary ;and , semi-permanent -:shi ol ding L- as - requi red
,

w:

~br A(3/8"; thick' transparent' acrylic; shield, 24" wide nx-
-18"';High xdi2" Deep, willh be? use$ between : source Eand:Ruser-
f or (al ls operati ons : i nvolvi ng e 32-P. A 13 / 8 " : thick cleari
acrylic 1 storage; box-w111. beBused;for? temporary; storage.:off
32-P; sources,while' i n :. use.s - Use . ,of; thi s shi ewi ci Land?

,

, >

'storage; box? will'she optional'cf or| other: radi'onuc1 ides;;

2. LContainmentD

.A variety: of. ncinrporous- (enameled Emetali rfiberglack)j ; qtrays With- rained edges ~Will";beiusedEfor; holding /sourcesjendi--

apparatus;whil e i n use.

. 1
,

. 3. Di sposable Items-

Plastic-backed absorbent paper.will:f be --used to; cover; !all ,tt
.. ;, - . work ' surfaces- and trays. ~ Thisd.11L be- disposed 1o6 easL"~

radicactivtv wasta after use.;
.
-

4. D? con'. amination Suppiies
- x . ,

'

A decontamination ki t ,J dedi c ated f f br "use : 'onl yX i n' areas
where radi oact i ve - materi al n : are-- used h wi llt be Ravai l abl e. {This

'
.,

kit consists of c over al l s', ' shoejzcovers y , ? p1'asti c ' gloves,c a.
,RadiAcwash Jor- :si mi l ar 3 ' decontaminati onE 'soluti on ,- s pl ast'.;c , <k =buckrt- . sponge, imop, scrub' brush,z

- radiacti v i tyL warni ng . signs LanG Tope. : _

jbags, .andiplastic-:

. '

3
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'
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- 9. FAcitmES AND EQUIPMENT: ATMCHMENT A
'

,

7

- - . I 4 W i .

Refrigerator o \
2

E d SIQBAGE'E -

I'dk A tLD- - ~
'

S

y7j;,;7gg3 |
'

j kit $i . 0000 1 K L

1 '~Eauid ~"- ' | '

scintilaton Mobile Wc rk Surfms
l Counter - Mob le Work Sur aces

-

'"
i

.

R] TiDGD'
Wall Mount Work Surfacer $4 1,<

L R crersency
Eyewash , 9

IlI Work . y

HOOD C Surface Desk -

L||'" and.?
.

Showe+ Emergency ;||4
-"

"

| Master Power
. Shutoff

Ro0M 5"-
,

Mot le Work Sujaces , hre c
a Alarmy--
| 2B

( lt11EBlDB MAIN ENTRANCE yi

| g
__MillDQHS. _ (COMBINATION

-t

{'-
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-i n -vi tto" di agno'st i c ) kits, evalusted ~forr|FMAb regulatoryispurpos'est
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:Edmond' h. Daratta, - i Radi ation; _ ; Saf etyj _ _OHi cor|,1 ?FDA/ ORA /WEAC <
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- 10. RADIATION SAFETY PROGRAM (continued)

O. EMERGENCY PROCEDURES

Emergencies include such evento as ' major spille of radioactive
materials,- firen, and exploulons, by which r adioac ti ve material s may be
-released.or dispersed. In case of emergency, the following procedures
will be followed:

1. .In the event of an emergency, nuth as fire, explocion, major
spilln of radi oac t i ve materiale or hazardous malfunction of
equipment, all persons in * +e radiation area shall evacuate:the area
i mmed i at el y ,

2 If Warranted p ul'1 the fire . alarm box, l oc at ed immediately
outside the door of the laboratory (see Appendix A of Item 9 of this
application) where radiactive materials are used.

3. Notify the en-site RSO and immediate superviser and follcw
'anstructions received. RSO Officer telephone (215) 597-2123

(office); (215) 254-0091 (home).

!4. If a radiological hazard is not i mmi nent , attempts to extinguiah
fi rec are . permi tted. .

5. Shut off heating and air-conditioning- equipment, shut- off
,

exhaust fans and lower sashes in fume hoods if feasible.- -An !

emergency shutdown button for all electrical service to the ' l abor-
-atory area is prominently located and marked inside :the entrance .
doors to the l aboratory. r

i

a 1

6. Monitor all persons potentially exposed to' radioactivity in the
area for contamination and control their movement if necessary.
Summon medical hel p , pref erably through your supervi sor or the RSO,
if warranted.

. -J

7. Fo11owing the emergency-event, monitor the affetted area and, in
consultation with the on-site RSO, take steps necessary for safe and
of-f ecti ve removal of contamination.

3. The responsible employee's supervisor shall prepare .an account -j

of the emergency si tuat. ion f or review _by the RSO, in addition to any i

other reports required by-district SDP and other health and safety- !
regulations.

!

!
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, 2. - 'Genersi ? Procedures f or Decontaminationf ofi Persorinel
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-
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T : a.:._ Ordinari19,, th_of_ cama procedures, _used! for' - personnelp
L 'cleanlinonn vill" !bo ." sufficient? .toi remove fr'adio'acti9e1

'coritaminantuff rom _-the sliin. . Goapt and; water $(sequesteri.ng iagentA, ,r;= :o

- and ~ Udeturanntub ' n6rmally/ Lwil;l Lremove;(greater |_(than)79?(foy
u e,

*fc on atmi nant s. < -1f11t;gini;necessary!:to 'remov.eJfthe-Premaindery s|f
tagentn' containing chemicals 1: abch; tas' citricE racid,ipot' ansi |um;'

m_ ''w-,

permangennt o, Jand : sodium' bisulf ate : can = be' used e s ani ithek - out'ers E
.

-

: layers. - ofi ' ski nH where t contaminati on' f r emains.n These = agentsFwi'11L
'"

J y
|lic applied with caution,1 f possibl e1underf medica 10 supoNinion.1 Y1

'

s, ,

2 'b. - Removefanpa. clothing Lort .equipakent f foundl toL bej/c'ontaminated? *

t beforn ; determining . I nvel s, of ~ personalj contami n'ation".
.. . ~ . .= - ,. . .. . . . .. .,, ~

- c. .Decontamihate . firot ~ any careiw f of thec ; bodyn if oun'd to;.bei
, q' [_ ni'Oni fi c ant ly_ more contaminated thangsurroundingrarean ( fThis;

'' ' spot-tieani ng approacts im ne' essar y' ' to - ' off -

'prevent' _ 'the) 1spr'ead -c
e>ii nti ng .. containi nati on ithat smight -occuri ' forfLexample, sins
showering.
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; RESPONSIBILITY?,LFOR,
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.

- %i F .1 '...(INDIVIDUALS- ..
, t .

.
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,

sRADIATIONi : PROTECTION ( +
,

,

"(don ~ti nued )
_

. ,
$s-

>
,,

[$5' '-.
~ ,

1

.- .. .. - ..;. 1 , - - - $

Hd. 'Ifithe- contaminati oniis general! cypr:1..thof fpntire t Lbody,..;af , Y ^"

, ,
.*

, .-_ thorough::uhavierm is' '.wcossary'._ Speci'dliattentionhwil1 b_et pai ds to; <

; )Uchi areasias theDhair# hands, c arid : fi ngbrnailm . After" showering;,

Wand : monitoring,.;tesidus1; contamination)!can 3be? ; removed | jby;; gg. ,

' . sp ot-cl eani n g ., - ' - t _ ;V _ ,, . ,

m - - -

, icy ' yoid5ths pralongedauenJaftanyfoneitype Kof t Ed'ocoritathinati oni A - 14

. procedure: Lthe^ ' o f f ectS mayf be"to :ii rri tateJand; abradeith'eisliito: $$'

nnd1thunjrender inclH or ti ve-- moreisui tabl e p'rocedures.+ -

'

.. . . . .
. .

f. .

*

:f . Avoid = the= use -or organicDsolvonts,9sht ch . Emay) : increase; ylihek <''

g*
^

,

~penetrability of radionuclidosothrougMthe outhriskin 'la9erQ - <

-~ ,

~

g. =Oxaliciacid, which 'isL a .linownj toxirG ' wl111notif betuned, undor: ,

:any circumntancen ;+or tpernannel (decontaminati on :-
.

h. SpecificiProcedures far Hand: Decontamination L *s
,

n 1. Wash the-skin (thornuablyTwith- 1a i mi'l dl y : JahraNye$Escap-
(nuchc-as Lava coapt and water * ~ paying? specisliat't'entionito?
f i ngernails - and ? - areas' between- 'the - finger;o . Repeatt thed

~

.

procedure ii inoni tari ng f re veal b remai ni ng 4cnt ami.nati on e
.

,: .,m ,
-

. m n.
v

-

a

2.--;opplyLa sequestrant-detergentjm Wturop;nuchi n(5%Naater,L
,

;
' "

.

30% - l' aun d r y detergent,' 65%' coquesthfingiEagenti Mc0 chics' ~

Calgon),..and?5% Carbose. :Repeato tho1' 1prbcodurej 4 6 fronditsj*.

i

are encour. aging./ , mc-
tw

V.
. . . _ .. . . . . . .: - e

3._(Apply |a soquentrant-detergent cream.,rrubbiing(fthoroughly) ( j
into tho' skin. for' -one. :minuto; RepeatNas? Clong?as|then - "t
treatment; shows that contaminants de bsing''.remo,vek
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,.E : I '. : . fPOLICYi-AND:? PROCEDURES.. .FOR41GASt |CHROMATOGRAPHICi : EQUIPMENTJ
"

ff .CONTAINING: RADIOACTIVE (MATERIALS 5
'

^
-<

,, 1 _

,

-

GonvChromatographi'c| Equipment:Jcontaining L6.3- Ni-hasedi . e' l ectron?
--. --- %, . r. - -- . ,,-

Us - <
ecapturef detectors c:arot cleaned!'and 4 tested (for contami'ndti onf or@a? -

Jnemi-antmdlJ b ani n c L Stiabsfuti l g od - i n L (thrai - contaminstionD -testm ;ar"e ?
- : senty toDthbr off-si tel RSOJ Edmond 4. (Bar at t a i f or bl i qui d 'sc i n t i l l"at~itn!

'

s

counting. . .'
'

' '- '

,
,,

, 4

,

.f - , . - . + , ,

General pol i ci esl and ' [procedpres|: frel ati ngi sto c : radi'oacti ve.: gf,

,

materials 11nl gas chromatographief;detectorshf allowst; 3e ,

j. . ,,,>.
4

$

Li . AlIrradicactiveL f ail s':, tof be|: used Jin| gas )chromat.ography cell.s>
- mustL bol shipped ?to ;the: ion--site RSO,forldesignsted i ndi v'i dual",[

__ _ p"

'

thej3 type,cfdisourcei; ; wha t .(will maintain; ,a.ffiley(describing . o ,
.

. - i dent i f i ca ti on - number a'nd el oc at i onk. **
'

-

f f, J>

,

t
'

> >
12;> Teach cel1 .conatining, .radioactivei ;materiAli_ will' be? ' '

'pprmanentiy 'labeledf withothe Tradi'ation cautiani symbolfofdi :iCFR|(
7

.

20 and the words: ; ,

S_CAUTIO RADIOACTIVE _ MATERIAL

The identity and attivitya of the radicactive L , materia 1 !shal1}
appear-on the--label.r

*

:

s
,, ..a . ~ . , y s- n13. The radioactive. materi al; <tshbill- not11be L removed ' MromE 21:ts?

4
- identifying- coll? ekeeptf for c1 tan {ngsinithefmanner Wrescribod2

-

2 below, and chall? not' ts trancforcedi- toiotherftel-Is.1 '~

/
'

e-
,

. .. . ibe nattachedEtof J.eachi _|gast..as . _ #e'4._;The folloWing;information,shall
. - s

_

chromatographic instrument.-which contains Aradi'oacti' vee niaterialt y.>

W - m
( .O- ?

^

T /gg

| Thi s equi pment' cont'ai nsta : rad 5 oac;ti ve3 source" reg @N
'

tbrod7
~

.,^ '

the .RSO . : anfrequired byeli cence -9romithe NRC. atifyj im with-
46 .the RSO bef oreDremoving the W6urcei J f rami f thi ng 16cstiorh cora,

~

*

'#W 4 urinn any? thangeFin' custodialsrnponsitiilit9.x
, t

'

f
t

4- 15. Gas chromatography, ceiIs cha114efleaI[ tested?, specifiedi-
. M.'

as;-

t n? hef;r;tlennce nndiin' accordancW withs i'nstructionc Dproindicjdt,cd{ n'
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i t
-,

;by;the off.-site'RSOc
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-POtICYLAND . cPROCEDURES -FORE. GAS: CHROMATOGRAPHICi: EQUIPMENT:
.

.I.

i CONTAINING1 RADIOACTIVE MATERI ALSL (continued)
'

$'

w.

+ /6.. Alb work on feells,: such 9as| cleaningJandi wipe ctesting , ._.. wily~

.

;be? carried: Lontj 'in . Hood'(A,7|asiLdecribed dinj JItem 9 Lof, thi s/ >

o >
,

~

!ap p l i c a t i on .- - GtovenDshall: be.wornfandJabsorbantfpaper<shallf7be: .

h
'usedt during' cleaning?operationne

~ *_
'

9 1 Liquids generated
. . - ..

-

. . , ..
.

:. m". . EduringL theffcleaning . :operati onff - may . be?
idisponed-icf: ti nto , ;the - sanitary;nower With=largejquantitiesio:f.|

, ;j
'

-water. <

; G '. A111ijas Mhr cmatographst shal 16 beDoperathdy "below> temperature
:11mits 'sstibyc the manuf acturer3ch the detector"cel11.

- - >

<

9.- , Instructi bnn f or' Wi pe .Testi_ngfof - .63fNil;detectorse-

:n. . - Wlpe toets wi.1-1; be _ perf ormed "at six.| monthi intervals ~ Uns
all detectors corytninino163FNi sources.,

Eb. The -1Cor ts f i cato :-o f Inspection inupplied : withitheidetector..

J givns the i ni tial- pipe t6st r cuultna, Thissi nf ormation will!
j' be retained -f or inppection by!the MnC. Socceeding:3wipeltest

'

y

will be. pr>rformed fat isiM - month i ntervals. l A11Ewipeit'ent;
g .results wi1lJbe kept'on--Ii1e=and accessible-farf'raview.
p:: ,

.

,

. . . . . - s.- - . . -sterilebdist osabl,escoftors yswabs - bin; - 1c. Use si ngl e _ ti pped ,- i
_

-

Ctmtin-Matheson Sci enti fi c , ;.orMequival|ent) .;individuallt wrapped;1(souret@
17 x 100' mm test 'tuben,

T

.
. . .

. . .
<

'd. Moisten ti p ; of swab wi th solvent :4 methanol',; acetone, - de; y
L h ex ano) '. : ''

,

e. Granp thus cel l ; rub the moi stenedO kp /crf ithe ' s w a h y m o v e r-:
all- . aut si d e t- Jsurfaces o f .- - the - E dotector; ; and ! = all nrece

'

immedi ately adjacent; De particular ly :carefnl4 loi: include.:'

the outlet' tube terminus. '

y

rf P1 ace"the swnb in-a plastic case.: LBe- carefuDd;notl.t$
'_

u : touch qcottan oto ' thw pl ast ic . .

4

- 0'. . M 11' |in- - i n f or mht i on -' on' .i nspecti on. card |? certificate,

- - -

*
i. ... . .

7
>g

:(Attachment 10-1>, ..

.

..

Eh.. Properl y p;ack container- wi th swab and card :i n - a shipping
_

conatiner. Mail by paren1 post: to :the 'oH-si te RGO,1 Edmorst s
J. Dar;at ta , FDA, 109 Hol ton , Street ,' Wi nchester , . MA101890. ys
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APPENDIX A

DHHS/PHS/FDA/ORO
|'

PHI-DO
|

Inventory of' Radionuclides

User Quantity Supplier

Date Received -Date Assayed Half Life

Final
Quantity Date' Location, Receiver & Remarks Disposition

Original
Balance

Transferred i

New Balance
.

Transferred

New Balance

Transferred

New Balance
*

a
Transferred .!

1

!
New Balance- j

l

RADIOISOTOPE l
!

-
:

';-
,

i

l

:
?
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Nickel G3 Dete: tor '

Certificate of Inspection

District: '
N9C Ucense No.

Swine Test |
.

Detector -

Type

Model No.
Serial No.

_

Date of Swine Test - By whom
Test Results |

Date of Test.

Amount of Contamination microcuries
Next Swipe Test Required on I,

"

Date Reported .

Name --

, . COMMENTS-PLACE ON BACK
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APPLICATION FOR MATERIAL LICENSE 4

US FOOD AND DRUG ADMINISTRATION-
PHILADELPHIA, PA ;

11. WASTE MANAGEMENT PROGRAM

A. Dispose of dry, solid radioactive waste and dry materials
suspected of being contaminated in plastic bags labeled as-to
radionuclide, activity, date, and carrying the radioactivity
. warning statement. '

B.- Disposable syringes and sealed, capped vials containing
residual fluids are disposed of as dry waste.

C. Contaminated syringes needles and pipettes will first be
packaged or wrapped to prevent puncture accidents.

D, 32-Phosphorus, 35-Sulfur, and 125-Iodine waste shall be
disposed of in a plastic bag contained in a separate, shielded
waste container designated for this purpose and prominently
marked with the radiation caution symbol and " CAUTION:
RADIOACTIVE MATERIAL". This material will be stored for 180
days and then- surveyed. When the reading iss less than twice
background at the surface of the container, the waste will be
disposed of as conventional trash, after first removing or
defacing the Radiation Caution Warning and Symbol.

.

E. Radioactive waste will not be emptied into public sewers, as
by flushing down sinks, without prior consent of the RSO. All
disposals into public drains _will be documented by the RSO as to
the radionuclide, the date, the amount of activity, and the
dilution factor.

F. 3-Hydrogen and 63-Nickel- waste or materials - contaminated
with these isotopes, will be placed in-a separate, shielded
waste container designated for this purpose and--prominently
marked with the radiation caution symbol- and " CAUTION: '

. RADIOACTIVE MATERIAL". Liquid Scintillation _ Vials containing'
tritium liquid waste shall be capped. A log.of-all entries of
radionuclides, activity, and date will be kept.. This material
will be stored for a maximum of one year, and then disposed of
Eby contract with a licensed commercial disposal firm. (GSX
Services, Inc., 3527 Whiskey Bottom Road, Laurel, MD.
20707-9761 [ EPA ID No. PA7470090062] is currently used for dis-
posal all hazardous waste generated by the laboratory).

~

.

.

&

G
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- DEPA RTMENT O IEALTil & HUMAN SERVICES
'

'

~

FOO AN DHUG AD NIST R ATION PHILADELPHI A DIST RICT .

August 1, 1989 goos,.cgi; oms,

Philadelphia, P A 19106.

License No. 37-09752-01 Tetophone: 215-597 4300

Docket No.-.030-06213
' Control No. 110089 ,

US Nuclear Regulatory Commission, Region 1
Attn: John D. Kinneman, Chief
Nuclear Materials Safety Section 8
Division of Radiation Safety and Safeguards
475 Allendale Road
King of Prussia, PA 19406

Dear Sirs:

I apologize'for the delay in responding to your correspondence _ofJune 2, 1989. The- following information- is submitted for your-review.

. .

i1. Henry'J. Mitskas and James T. Haigh are no longer employed
_

at this facility. They should not'be included on the
license as' authorized users. ,

2. Item 10.F.6. of our application has been revised to include
a prohibition of the application of~ cosmetics. -This has.been incorporated into a revised copy of our license
application, submitted herewith as enclosure 11.'

-

3. Enclosure 2 contains the-closeout survey'_ report of~the 12th
and 13th floor laboratories performed in March, 1988. -Asurvey for tritium contamination has recently; been conductedand results of this survey are also included in Enclosure-2.

The tritium survey was conducted by taking filter paper
wipes of 2 cm x 2 cm areas of surfaces, and counting in aliquid scintillation counter set for the - tritium window.
A count of an unused filter paper was used' as a' blank.: " Note-that the 12th and 13th laboratory areas _have remained
unoccupied since March, 1988.

4. Itsm-11 of our application has been. revised to state that'32-Phosphorus, 35-Sulfur, and 125-Iodine waste will be held
for a minimum of 180 days, 900 days, and 600-days
respectively (10 half-lives) before monitoring and disposal(Enclosure 1).

//6OW
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' ' ' ' room,.di.rectly: adjacentitoSthellaboratory f areacshown' injMateriaN keptifori ecay-in storage.twi1Fbe hdidlin fais'torager
d e,

,

@C,
:1AttachmentiAfof theniicense. -A maplof4 this1 room'.is-'

~

"
t .incorporatedjinto .our:| revised ~ app 1-ication :(EnclosureT ;.)?ast"

,

1LAttachment-B'.-'

*3----, Thi'sbroom^was eori g'inallyf useddas9 a f walk 2ini
vault, f and Econtains5 911/2"j thi'ckr mas'onry; walls. ' ilty isis

L pres'entlyf usedgforLequipmentistorage) and "is thus[no( *' '

. t outi nelyfoccupi ed. 'An: area offthis0 room,; indicated-oni
_

iA.ttachment!B,0will|berused for[| decay 'in-storage).s (Wast'e will.
-

.

,

^w' ~ ' "

beTcont'ained,in plastic bagsflabeled with ; isotope',;date,iand?
-

's
~

exoosure( reading?at ! surf ace; and lndivi_dualFbagssp1.ac|edJn:L'
La polyethylene binilabeled.lw.1th,'a; rad:iation c~autioni symbolt^

~

,

Jand warningfstatementiasispecified in!10CFR120.203'.4'An$ '

,

~ inventory ~of1 contents will H:b'e ima'intained. !As: individual:
bags, reach the -- end off;their -storageJ perLiodkthsy ?wil;1Jbe; <removed, moni

= of: in.. normaY tored, radiation symbols def aced W and.fdi,sp'osed!
,

waste-if exposuretreadings-are lessithan?twice16 background,
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APPLICATION FOR MATERIAL: LICENSE >

US FOOD AND DRUG' ADMINISTRATION-
-PHILADELPHIA,.PA

- 10. - RADI ATION. SAFETY PROGRAM -
!

A. ORGANIZATION
.

The Philadelphia District Laboratory of the Office of Regulatory
Affairs (ORA), Food and Drug Administration (FDA), Public Health Service
(PHS), Department of Health and Human Services'(DHHS) is located on the
lith floor of the 'US Customhouse, 2nd and Chestnut. Streets,
Philadelphia, PA, 19106. !

Within the laboratory facilities, as described in Item 9 of this
application, 3-Hydrogen, -32-Phosphorus, 35-Sulfur, and 125-Iodine will-
be used as tracers in research ' studies involving organic and
biomolecules,

s

. These radionuclides will also be used as components of commercial-
in-vitro diagnostic kits evaluated for FDA regulatory purposes.
63-Nickel will be usedias foils and electroplated sources as components
of electron-capture detectors for commercially manufactured gas
chromatographs.

B. ON-SITE AND OFF-SITE RADIATION SAFETY OFFICER '

Edmond J. Baratta, Radiation Safety Officer, FDA/ ORA /NEAC
(Winchester, MA) will serve as off-site consultant as required'(Training -

and Experience Statement submitted as Item 7).

Richard E. Needham, Supervisory Chemist,- FDA/ ORA / -Philadelphia
District Laboratory will serve as on-site Radiation Safety Officer
(Training and-Experience Statement submitted _as. Item 7). >

C. DUTIES OF ON-SITE RADIATION SAFETY' OFFICER
'

The duties of the on-site radiation safety officer (RSO) are:
t

i 1. To' supervise the radiation monitoring of 'all personnel using
3-Hydrogen, 32-Phosphorus, 35-Sulfur, 125-Iodine,, and servicing J,

63-Nickel Electron Capture Detectors.
1

2. To instruct personnel in the proper use of 3-Hydro' gen,
32-Phosphorus, 35-Sulfur, 125-Iodine, 63-Nickel, and radionucl~ ides
in general. '

3. To receive, store, inspect, and record all incoming shipments of -

;
3-Hydrogen, 32-Phosphorus, 35-Sulfur, 125-Iodine, 63-Nickel, or

^

other radionuclides.

.- ,
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM .

C. DUTIES OF RADIATION SAFETY OFFICER (continued) ;

4. To keep a current inventory of 3-Hydrogen, 32-Phosphorus,
35-Sulfur, 125-Iodine, 63-Nickel, or other radionuclides.

5. To supervise decontamination activities in cases of accidents or
incidents involving 3-Hydrogen, 32-Phosphorus, 35-Sulfur,
125-Iodine, 63-Nickel, or other radionuclides and to notify author-
ities as necessary and in accordance with Title 10 CFR 20.403.

6. To alter or order cessation of any operation that might result
in hazardous incidents or releases to the outside environment of

'

3-Hydrogen, 32-Phosphorus, 35-Sulfur, 125-Iodine, 63-Nickel, or
other radionuclides. This authority extends to cases involving
releases or contamination of radioactivity and shall involve actions
that are consistent with established radiation safety-procedures and
with the prevention of injury to cmployees.

7. To maintain records of personnel exposure, routine laboratory
monitoring, accident reports; and to maintain records of receipt,
storage, use, disposal, inspections, and transmittal of all
radionuclides.

8. To maintain and calibrate survey instruments and maintain a
supply of appropriate radiation protection-materials, devices, and
supplies.

9. To assure that all personnel follow the provisions of this Rad-
iation Safety Program, the requirements of the Nuclear Regulatory
Commission (NRC) License, and comply with Title 10 CFR Regulations.

10. To conduct a continuous program of radiation hazard evaluation
^

and elimination, consistent with As Low as Reasonably Achievable
(ALARA) principles.

11. To furnish training and assistance on all aspects of radiation
_ protection.

12. To maintain familiarity with the current applicable NRC regula-
tions and their application to this Radiation Safety Program.

.

.

1
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APPLICATION FOR WATERIAL LICENSE:
US FOOD AND DRUG ADMINISTRATION- ,

PHILADELPHIA, PA

-10r-RADIATION SAFETY PROGRAN -(oontinued). -

D~ ' PROCUREMENT OF RADIOACTIVE MATERIALS.

s.

Requests- for the procurement. of 3-Hydrogen, 32-Phosphorus,
35-Sulfur, 125-Iodine,. 63-Nickel, .or other radionuclides must be sub-
mitted to the on-site RSO for approval. Procedures for.the procurement
of radioactive materials are as follows:

!

1. All ' requests _ procurement of. 3-Hydrogen, 32-Phosphorus,for
35-Sulfur, 125-Iodine, 63-Nickel, or other radionuclides.shall be-
submitted to the RSO for approval. The RSO may require informmation
on intended-use and specific radiation protection protocols from the-

.

user:before approving the request.-

2. -All incoming shipments of radionuclides shall be chipped di-
rectly to. the RSO, who will prepare an inventory form >(Item 10,
Appendix A)-before delivering the shipment to.the user indicated. on
the request form. The inventory form shall be delivered to the: user
at this time.

3. It shall be the responsibility of the.radionuclide user to main-
tain a continuous inventory.of-each radionuclide in the user's.pos-
session and its disposition by appropriate entries on the inventory
form. Immediately upon final disposition of the radi~onuclide,.the ,

user shall return the form to the RSO.

4. The RSO will review the inventory form, take. necessary, docu ,
mented action if any inaccuracies or discrepancies are noted, and,

'

maintain the form in a manner such'that it is 'readily retrievable
for review.

,

*
>

i
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION i

PHILADELPHIA, PA ;

10. RADIATION SAFETY PROGRAM (continued)

E. RADIATION AREAS
.

1. A Radiation Area is defined as any area accessible to per-
sonnel in which there exists ionizing radiation, originating in. -

whole or in part within. licensed material, at such levels that a '

major portion of the - body or critical organ could receive in one
hour a dose in excess of 5 mrem, or in any five consecutive days - a-

dose in excess of 100 mrem.

2, Each radiation area shall be conspicuously posted ' with' ' a1 sign;
bearing the Radiation Caution- Symbol (10 CFR 20.203[a)) and the
words: CAUTION RADIATION AREA .

3. Each area or room-in which. licensed material is used or.-stored -:
and which contains any radioactive material in an amount exceeding '

10 times the quantities listed in Title-10 CFR Part 20. Appendix. C
shall be designated as a Restricted Area and shall be conspicuously
posted with (a) sign (s) bearing the radiation caution symbol and1the ;

words: CAUTION RADIATION AREA.

4. A room or area is not required to be posted with a caution sign
in the case of the presence of a sealed source provided the-rad-
iation level at 12 inches from the surface of the source housing
does not-exceed 5 mrems-per hour.

I5. Each container in which is transported, stored, used, tr contam-
-

inated with a quantity of licensed material greater.than the quant-
ity of such material specified in Title 10 CFR Part 20 Appendix C
shall bear a durable, clearly visible label bearing the Radiation
Caution- Symbol (10 CFR 20.203(a]) and the words:
CAUTION RADIOACTIVE MATERIAL .

.

6. Laboratory containers, such as beakers, flasks and test tubes
used transiently in laboratory procedures, do not require individual
labels while the user-is present. When such containers. are to be
left unattended.for periods of 8 hours or more and contain material-
in concentrations greater than those specified in Column 2, Table 1, !Appendix B of Title 10 CFR Part 20, they- will be labeled as- '

described in paragraph 5 of this part.

1

i

~

i
;



_ _ _

',. s

('' Page 5 |

,

APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA * 4

10. . RADIATION SAFETY PROGRAM (continued)

E. " RADIATION AREAS (continued)

7. Where containers are used for storage, the labels required by
this section chall also state the quantities and kinds of
radioactive materials in the containers and the units of measurement
of such quantities.

'

8. Laboratory containers used transiently in laboratory procedures
involving radionuclides will not be used outside the laboratory area
designated for use of radionuclides. Reusable -containers will be
decontaminated and cleaned -by users only in areas designated for
radionuclide handling. Decontamination and cleaning shall be
performed after consultation with.the RSO, and shall be. performed so
as to minimize discharge to public drains and the outside
environment.

,,
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA >

10. RADIATION SAFETY PROGRAM (continued) ;

F. INDIVIDUAL RESPONSIBILITY FOR RADIATION PROTECTION

Each individual who is designated as a user of, or who has .

contact with, any radioactive material is responsible for:
1. Keeping radiation exposure to self and coworkers as low as-
possible and, specifically below the Maximum Permissible
Exposures listed in Appendix C of this section.

2. Nearing the prescribed personnel monitoring equipment in
radiation areas.

r

3. Performing all operations on radioactive sources only in
designated radittion handling areas as' set forth in Item 9 of
this application, or in other areas only with the prior approval -

of the on-site RSO.

4. Each individual shall utilize all appropriate radiation
protective measures including the following:

a. Shall wear protective outer clothing when- using
radionuclides,

b. Shall wear gloves and, where appropriate, respiratory
protection devices as prescribed.

c. Shall use a pipette filling device and never pipette by
mouth,

d. Shall perform operations on unsealed sources-within the
confines of a fume exhaust hood designated for;this purpose,
as set forth in Item 9 of _this application, or in other,

,

| areas only with the prior approval of the on-site RSO.

|
5. Each user chall survey his/her hands, shoes and body for
contamination using an appropriate survey meter before leaving
radiation areas.

,

6. Smoking, eating, and the application of cosmetics in areas
where radioactive materials are present is expressly prohibited.

7. Each user shall maintain good personal hygiene,1x) include:

a. Should keep fingernails short and clean.
.

b. Shall not work with. radioactive materials if there is ~

a
break in the skin below the wrist.

Shall wash hands and arms thoroughly before leaving ac.
radiation area.

.
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION -

PHILADELPHIA, PA -

'

- 10. - -RADI ATION ' SAFETY PROGRAM * ( continued ) -- -- -

F. INDIVIDUAL RESPONSIBILITY FOR RADIATION PROTECTION
(continued) -

8. Shall survey the immediate areas of fume hoods, benches, and
other susceptible areas during and immediately after conclusion '

of the use of- radioactive materials. Indicated areas of
contamination should be decontaminated immediately. If such
removal is not possible, the area shall be clearly marked and
the RSO notified immediately.

9. Shall keep all. areas where radioactive materials are used
clean and- orderly. The work area should be freed of equipment
and materials not required for the immediate procedure.

10. Shall store and transport materials in appropriate.
containers, preferably double-barrier containers,- to prevent

~

. breakage or spillage and to ensure adequate radiation shielding.

11. Shall keep work surfaces covered with absorbent material
and shall employ trays or pans with raised rims and constructed-
of non-absorbent materials to limit and contain accidental
spillage.

L 12. Shall label and isolate radioactive-Lwaste and equipment,
'

such as glassware, used with radioactive materials. Equipment
and conatiners used with radioactive materials shall not be used
for other purposes or be removed from the radiation area for any
purpose (including cleaning, repair, and'curplus) unless demon-
strated to be free of contamination with radioactivity.

13. Shall report all accidental releases, inhalation, inges- ,

tion, or injury involving radioactive materials to the immediate
supervisor and the RSO. Individuals shall cooperate in any and
all attempts to evaluate exposure and shall carry out corrective
measures recommended by the RSO.

14. Refrigerators and other areas designated for. storage of
radioactive _ materials. (arcas described in Item 9 of this
application) shall not be used for storage of food or other
items that may lead to contamination of personnel.

,

_

O

e
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA
,

10. RADIATION SAFETY PROGRAM (continued)

G. EMERGENCY EBOCEDURES c

Emergencies include such events as major spills of radioactive
materials, fires, and explosions, by which radioactive materials may
be released or dispersed. In case of emergency, the following
procedures will be followed:

1. In the event of an emergency, such as. fire, explosion, major
spills of radioactive materials or - hazardous malfunction of
equipment, all persons in the radiation area shall evacuate the
area immediately.

2. If warranted, pull the fire alarm box, located immediately
outside the door of the laboratory (see Appendix A of-Item 9 of
this application) where radiactive materials are used.

3. Notify the on-site RSO and immediate supervisor and follow
instructions received. RSO Officer telephone: (215) 597-2123

,

(office); (215) 254-0091 (home).
|

4. If a radiological hazard is not imminent, attempts to
extinguish fires are permitted.

5. Shut off heating and air-conditioning . equipment, shut off
exhaust fans and lower sashes in fume hoods if feasible. An
emergency shutdown button for all electrical- service to the

I
laboratory area is prominently located and marked inside the
entrance doors to the laboratory.

'6. Monitor all persons potentially exposed to radioactivity in
the area for- contamination and control .their movement if

| necessary. Summon medical help, preferably through your
supervisor or the RSO, if warranted.

| 7. Following the emergency event,- monitor the affected area
and, in consultation with the on-site'RSO, take steps necessary
for safe and effective removal of contamination.

1

8. The responsible employee's supervisor _ shall prepare an
account of the emergency situation for review by the RSO, in
addition to any other reports required by district SOP and other
health and safety regulations.

.

OfflCIAL RECORD COPY Mt.10 gge
. t
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG. ADMINISTRATION

PHILADELPHIA, PA.

10. RADIATION SAFETY PROGRAM (continued)- - -- - -

H. DECONTAMINATION PROCEDURES -

. ,

1. General Principles

Successful decontamination calls for planned actions. A
hasty action or attempt at decontamination can cause more harm
than good. The person responsible for a spill. in a-
contamination acccident will generally take the first steps in
bringing the situation under control. Those persons responsible
for a spill shall, unless physically unable, be responsible for
all decontamination of the area,- under the direction or
supervision of the on-site RSO. The first consideration will be
personnel safety; persons not involved in the spill will leave
the area to a second area to be checked for possible
contamination. Subsequent actions will involve the following
procedures:

a. Prevention of the spread of contamination by shutting
down ventilation fans, applying absorbent material in the '

case of liquids, and roping off or barricading the area.

b. Immediate notification of the immediate supervisor and
the on-site RSO.

c. Allowing no one to-leave the adjacent area or facility
until the person has been checked for contamination.

-

c. Making full use of radiation monitoring instruments' and
,

I available assistance. Each step of the decontamination
| process vill be monitored with appropriate instruments. One

person should remain uncontaminated to operate monitoring
,

instruments. Protective footwear, gloves, and respiratory
equipment shall be used as needed.i

|

| .

,

.

l-
|
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA'
,

10. RADIATION SAFETY PROGRAM (continued)

-H. DECONTAMINATION PROCEDURES (continued) ,

2. General Procedures for-Decontamination of Personnel
,

a. Ordinarily, the same procedures used for personnel
cleanliness- will be sufficient' to remove radioactive
contaminants from the skin. Soap and water- (sequestering

*

agents and detergents)' normally will remove greater. than 99%
of conatminants. If it is necessary to remove the

'

remainder,1 agents containing chemicals such as oitrio' acid,
Potassium permangenate, and sodium' bisulfate can be used on
the outer layers of skin where contamination remains. These
agents will be applied with caution, if possible under

'

medical supervision,

b.- Remove any- clothing or equipment found to be --

contaminated before determining levels- of personal
contamination.

L c. Decontaminate first any areas of the body. found to be
! significantly more contaminated truu2 surrounding areas.

This spot-cleaning approach is necessary to prevent the
spread of existing contamination that might occur, for

i example, in showering.
V

~

d. If the contamination is general over the entire body, a
thorough obower is necessary. Special attention will be
paid to such areas as the hair. hands,- and fingernails.
After showering and monitoring, residual contamination can
be removed by spot-cleaning.

'

e. Avoid the prolonged use of any- one type of
| decontamination procedure: the effect may be to irritate-

and abrade the. skin and thus render ineffective more
suitable procedures,

f. Avoid the use of organic solvents, which may increase
the penetrability of radionuclides through the outer skin-
layers,

g. Oxalio acid, which is a known toxin, will not be used
under any circumstances for personnel decontamination.

h. Specific Procedures for Hand Decontaminationi
.

1. Wash the skin thoroughly with a mildly abrasive soap
and- water, paying special attention to fingernails and

| areas between the fingers. Repeat the procedure if
; monitoring reveals remaining contamination.
1

. __ _. _ _ . _ . - .
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2'. : Apply. a' sequestrant -detergent- mixtures. such as- 5%: a
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removed. j
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APPLICATION FOR WATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION :

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM (continued) ,

*

I. POLICY AND PROCEDURES FOR G AG ' CHROMATOGRAPHIC EQUIPMENT
CONTAINING RADIOACTIVE MATERIALS

Gas Chromatographic Equipment containing- 63-Ni-based
electron capture detectors are cleaned and tested for
contamination on a semi-annual basis. Swabs utilized in the
contamination test are sent to the off-site. RSO Edmond J.

'

Baratta for liquid scintillation counting.

General policies and procedures relating to radioactive
materials in-gas chromatographic detectors follows:

1. All radioactive foils to be uced in gas chromatography
cells must be shipped to the on-site RSO, or designated
individual, who will maintain a file describing the type of
cource, identification number and location.

2. Each cell containing radioactive material ~ will be
permanently labeled with the radiation caution symbol of 10 <

CFR 20 and the words:

CAUTION: RADIOACTIVE MATERIAL

The identity and activity of the radioactive material shall
appear on the label.

3. The radioactive material shall not be removed- from its
identifying cell -except for. cleaning in the manner
prescribed below, and shall not be transferred to other
cells.

'

4, The following information shall be attached to each gas
chromatographic instrument which -contains radioactive
material:

This equipment contains a radioactive source
registered with the RSO as required by license from the
NRC. Notify the RSO before removing the source- from
this location or upon any- change in custodial
responsibility. '

.
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

-- 10.. RADIATION SAFETY PROGRAM (continued)

H. . POLICY AND~ PROCEDURES FOR GAS CHROMAT0 GRAPHIC
EQUIPMENT CONTAINING RADI0 ACTIVE MATERIALS (continued) ;

5. Gas chromatography cells shall be leak tested as
,

specified in their license and in accordance with
instructions promulgated by the off-site RSO.

6. All work on cells, such as cleaning and wipe testing,
will be carried out in Hood A, as decribed in Item 9 of this
applicati~on. Gloves shall be worn and' absorbent paper shall
be used during cleaning operations.

I7. Liquids generated during the cleaning operation may be
disposed of into the sanitary sewer-with large quantities of

,

water.

8. All gas chromatographs shall be operated below
temperature limits set by the manufacturer of-the detector
cell.

9. Instructions for Hipe Testing of 63-Ni detectors:

a. Wipe tests will be performed at six month -intervals
on all detectors containing 63-Hi sources.

b. The Certificate of. Inspection supplied with the
detector gives the initial wipe test results. This ,

information will be retained for inspection by the- NRC.
Succeeding wipe test will be - performed at six month
intervals. All wipe test results will be kept on file
and accessible for review.

,

c. Use single tipped, sterile, disposable cotton swabs
in 17 x 100 mm-test tubes, individually wrapped (source:
Curtin-Matheson Scientific, or' equivalent).

d. Moisten tip of swab with solvent (methanol, acetone,
or hexane).

e. Grasp the cell; rub the moistened tip of the swab
over all outside surfaces of the detector and all areas
immediately adjacent. Be particularly careful to
include the outlet tube terminus,

f. Place-the swab in a plastic case. Be careful not to -

touch cotton to the plastic.

g. Fill in information on inspection card certificate
(Attachment 10-1).
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

--- -11. WASTE MANAGEMENT PROGRAM

A. Dispose of dry, solid radioactive waste and dry materials
suspected of being contaminated in plastic bags labeled as to
radionuclide, activity, date, and carrying the radioactivity
warning statement.

B. Disposable nyrincen and cealed, capped vials containing
residual fluids are dinponed of as dry waste.

C. Contaminated syringes needles and pipettes will first be
packaged or wrapped to prevent puncture accidents.

D. 32-Phosphorus, 35-Sulfur, and 125-Iodine waste shall be
disposed of separated by radionuclida in plastic bags labeled
with the radionuclide, activity level, and date. Individual
bags will be consolidated in a plastic bin designated for this
purpoue and prominently marked with the radiation caution -/mbol
and " CAUTION: RADIOACTIVE MATERIAL". This material will be
held in the decay-in-storage area (see Part 9, Attachment B) for
the following times periods (at least ten half-lives):

32-Phosphorus: 180 Days
35-Sulfur: 900 Days
125-Iodine: 600 Days

A log will be maintained of all waste held for
decay-in-storage, which will indicate the radionuclide, activity
level, date disposed, and the date for the end of the
decay-in-storage period.

At the end of the decay-in-storage period for each bag, the
.

bag will be surveyed at the surface with a GM-type survey meter.
If the exposure reading is less than twice background at the
surface of the bag, the waste will be disposed of as
conventional trash, after first removing or defacing the
Radiation Caution Harning and Symbol.

E. Radioactive waste will not be emptied into public sewers, as
by flushing down sinks, without prior consent of the RSO. All
disposals into public drains will be documented by the RSO as to
the radionuclide, the date, the amount of activity, and the
' dilution factor.

F. 3-Hydrogen and 63-Nickel waste or materials contaminated
with these isotopes, will be placed in a separate, shielded *

waste container designated for this purpose and prominently
marked with the radiation caution symbol and " CAUTION:
RADIOACTIVE MATERIAL". Liquid Scintillation Vials containing
tritium liquid waste shall'be capped. A log of all entries of

.
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1 radionuclides, activity, and date will be kept. . This material
- will be stored for a maximum of one year, and then disposed of
by contract with a' licenced commercial disposal firm. (GSX
Services, Inc., 3527' Whiskey -Bottom Road,. Laurel, MD . - !

-20707-9761 [ EPA.ID No. PA7470090062) is currently used for- !
.!disposal all hazardouc waste generated by the laboratory).
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Close-Out Survey for Tritium

FDA 12th and 13th Floor Laboratories
US Customhouse, Philadelphia, Pa

I. Summary of Procedure

A Survey for removable tritium contamination in the 12th and 13th
floor laboratories of the FDA's Philadelphia District Office was
performed in June,*1989. These areas had been used previously for work i

with tritium (3-H), 14-C, and 125-I under NRC license 37-09752. The
creas were vacated in March, 1988 and work with radionuclides will now
be performed in renovated laboratory space on the 11th floor of the
District Office.

In March, 1988, a survey had been performed using a Hilliam B
Johnson & Associates Model GSM-5 Survey Meter with a NaI(TI)
Scintillator probe, and results are attached as Attachment J.

The present survey used filter paper wipes of 4 square centimeter
areas of bench tops, floors, and sink areas of the laboratory areas.
Thirty two wipes were taken in the 12th floor laboratory (Attachment A)
cnd forty five wipes in the 13th floor laboratory (Attachment C).

Wipes were placed in glass liquid scintillator vials and 10 cc of
Biosafe II ( Research Products International, Mt. Prospect, IL) Liquid
Scintillation cocktail added to each vial. Vials were counted for 10 ,

minutes each in a Packard Model 4530 Tricarb Liquid Scintillation
Counter in the tritium window ( Attachments F, G) .

Previous to counting the vials the counter was calibrated with
unquenched standards of tritium, 14-C, and background. The instrument
passed all performance criteria (Attachment E).

Gross count rates in the tritium channel were reduced to net count
! rates by subtracting background counts. The background count rate was

determined by placing a clean filter paper in liquid scintillation,

| cocktail and performing 10 replicate 10 minute counts (Attachment H).
!

The counting efficiency for tritium on filter paper was determined
by pipetting identical two microliter aliquots of a weak tritium
ctandard (less than 500 dpm/ microliter) into a liquid scintillation vial

, cnd onto a piece of filter paper. The ratio of count rates for the
| ' filter paper geometry' to the unquenched count rate (0.276), together
| with the known unquenched counting efficiency for tritium from the
' calibration run (0.680), was used to determine that the tritium counting

officiency for the ' filter paper geometry * was 0.276 x 0.680 = 0.188
counts / disintegration. (Attachment I). _

II. Summary of Results

The highest gross count rate was 1.32 times background in the 13th
| floor laboratory area (Attachment D) and 1.19 times background in the

~

12th floor laboratory (Attachment B).
1

4
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For those wipes which counted more than 2 standard deviations above

background, a calculation of DPM/ square centimeter of' removable ;

'contamination was performed by dividing the net count rate per square
centimeter by the ' filter paper geometry' efficiency. By this ;

calculation, the highest level of removable contamination in the 12th
floor laboratory was 4.1 dpm/ square centimeter and on the 13th floor 7.0

.

dpm/ square centimeter (Attachments B,D). !

.

!III. Evaluation *

r
'Results of this survey indicate that essentially no removable

tritium of 14-Carbon contamination exists in the 12th and 13th floor
laboratory areas. The highest count rates were 1.19 and 1.32 times !
background for the 12th and 13th floor laboratories, corresponding to a

,

calculated 4.1 and 7.0 dpm/ square centimeter of removable tritium. [

A review of count rate vs. location shows no particular trend for
the 12th floor laboratory area.

For the 13th floor laboratory, a review of count rate vs. location
shows a trend for wipes 28-33 and 35. These are all floor wipes in'a

,

generally contiguous area (Attachment C). Wipes 3, 7, 13, and 17 are !

of sink, bench, and heod areas in the same area, where radioactive
materials were most often used. However, levels of contamination are i

concluded to be below a level of concern for any future use of.this !

~

area.
:
i

In conclusion, both 12th and 13th floor laboratory areas are i
considered at this point to be essentially free of radionuclide
contamination.

IV. List of Attachments -

A. Diagram of 12th floor laboratory indicating where wipes were taken.
B. Summary of count rate and dpm/cm2 calculations for 12th floor area. i
C. Diagram of 13th floor laboratory indicating where wipes were taken. ;

D. Summary of count rate and dpm/cm2 calculations for 13th floor area.
,

E. Calibration Data (14-C. 3-H, and unquenched standard counts) for ;.

Packard Tricarb Liquid Scintillation Counter.
F. Instrument Output for 12th floor area wipes, annotated.
G. Instrument Output for 12th floor area wipes, annotated. >

H. Background Count Data, ' Filter Paper Geometry', annotated ;

-I. Data for Calculation of Tritium Counting Effeiency, ' Filter Paper
Geometry'

J. NaI(TI) Scintillation Probe Survey Results
.

.
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'

: Close-out Survey: 12th Floor'specialsLaboratory
((Refer tosAttacned? Diagram for wipe 1ocations)s

N Fl[ Wipe CPM . G'ross/., . CPM DPM/cm**2i
'

'w'

sg^*T - (Grossf:Bkgd LINet) Tritium -

'

,w w
*~~ 1 (. _ 5

t

'

1 ~ 14.7 - {0.90' 20.0; - 0.0L
',

- ,

2. : 15. f 0.94 -0.0 A.o o "e ', -,

.3: 15.8 0.96? -0..d :9.0- ',-

+ 4 ,
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~

' W>>
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. 60 114.92 0.91 Os0J 0.0f >

7' . 15s0_ 'O.91 0.0 0. 0. n. - >
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:: Att,achment : 1f
-

W - Close "outsSurvey: ,13th' " Floor Speciali Lab' oratory
3 _?(Refer Lo'AttachedLDiagram forJwipe, locations)

m

FliWipe- ' CPM , ' Gross / -CPM DPM/cm**2'
O .agh*L ; (Grosh).Bkgd (Net) Tritium

.
, , ,

.g _
<

, ,

1- 13.8. <0.84' O.0 -0 .'O ^

12 14.1 0.8G 0.0- 0.0:<

'

'
'*' 3' 19.5 1.'19 3.1 4.1-

-

,

0.87 0;0 0;0c -4- :14.3 1

5 .18.4 : 1.12 ~ 2.0- 0.0
~ '

11
G' 15.2 0a 93- .0. 0 - 0. 0-4 - :

'
'v- *' 7, 18.; . 1',14 -g.3 ;.3.o- -

3
% > 8' 17. 7-' l'.08' 2.3t 0.0
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- 3
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA
;

10. RADIATION SAFETY PROGRAM |

A. ORGANIEATION i

The Philadelphia District Laboratory of the Office of Regulatory ;

Affairs (ORA), Food and Drug Administration (FDA), Public Health Service j
(PHS), Department of Health and Human Services (DHHS) is located on the ;
lith floor of the US Customhouse, 2nd and Chestnut Streets, 1
Philadelphia, PA, 19106. *

Within the laboratory facilities, as described in Item 9 of this
tpplication, 3-Hydrogen, 32-Phosphorus, 35-Sulfur, and 125-Iodine will
be used as tracers ~ in research studies involving organic and
biomolecules.

These radionuclides will also be used as components of commercial
in ritro diagnostic kits evaluated for FDA regulatory purposes.
63-Nickel will be used as foils and electroplated sources as components
of electron-capture detectors for commercially manufactured gas
chromatographs.

B. OH-SITE AND OFF-SITE RADIATION SAFETY OFFICER

Edmond J. Baratta, Radiation Safety Officer, FDA/ ORA /NEAC
(Winchester, MA) will serve as off-site consultant as required (Training
end Experience Statement submitted as Item 7).

Richard E. Needham, Supervisory Chemist, FDA/ ORA / Philadelphia
District Laboratory will serve as on-site Radiation Safety Officer
(Training and Experience Statement submitted as Item 7).

C. DUTIES OF ON-SITE RADIATION SAFETY OFFICER

The duties of the on-site radiation safety officer (RSO) are:
'

1. To supervise the radiation monitoring of all personnel using
3-Hydrogen, 32-Phosphorus, 35-Sulfur, 125-Iodine, and- servicing
63-Nickel Electron Capture. Detectors.

2. To instruct personnel in the proper use of 3-Hydrogen,
32-Phosphorus, 35-Sulfur, 125-Iodine, 63-Nickel, and radionuclides
in general.

3. To receive, store, inspect, and record all incoming shipments of -

3-Hydrogen, 32-Phosphorus, 35-Sulfur, 125-Iodine, 63-Nickel, or
other radionuclides,

r -4FFICIAL REC 0B0 COPY MLif, /M
i
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM

C. DUTIES OF RADIATION SAFETY OFFICER (continued)

4. To keep a current inventory of 3-Hydrogen, 32-Phosphorus,
35-Sulfur, 125-Iodine, 63-Nickel, or other radionuclides.

5. To supervise decontamination activities in cases of accidents or
incidents involving 3-Hydrogen, 32-Phosphorus, 35-Sulfur,
125-Iodine, 63-Nickel, or other radionuclides and to notify author-
ities as necessary and in accordance with Title 10 CFR 20.403.

6. To alter or order cessation of any operation that might result
in hacardous incidents or releases to the outsido environment of
3-Hydrogen, 32-Phosphorus, 35-Sulfur, 125-Iodine, 63-Nickel, or
other radionuclides. This authority extends to cases involving
releases or contamination of radioactivity and shall involve actions
that are consistent with established radiation safety procedures and
with the prevention of injury to employees.

7. To maintain records of personnel exposure, routine laboratory i

monitoring, accident reports; and to maintain records of receipt,
storage, use, disposal, inspections, and transmittal of all
radionuclides.

8. To maintain and calibrate survey instruments and maintain a
supply of appropriate radiation protection materials, devices, and
supplies.

9. To assure that all personnel follow the provisions of this Rad-
intion Safety Program, the requirements of the Nuclear Regulatory
Commission (NRC) License, and comply with Title 10 CFR Regulations.

10. To conduct a continuous program of radiation hazard evaluation'
and elimination, consistent with As Low as Reasonably Achievable
(ALARA) principles.

11. To furnish training and assistance on all aspects of radiaticn
protection.

12. To maintain familiarity with the current applicable NRC regula-
tions and their application to this Radiation Safety Program.

.
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APPLICATION FOR MATERIAL LICENSE
'

US FOOD AND DRUG ADMINISTRATION ,

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM (continued)

D. PROCUREMENT OF RADIOACTIVE MATERIALS

Requests for the procurement of 3-Hydrogen, 32-Phosphorus,
35-Sulfur, 125-Iodine, 63-Nickel, or other radionuclides must be sub-
mitted to the on-site RSO for approval. Procedures for the procurement
of radioactive materials are as follows:

1. All requests for procurement of 3-Hydrogen, 32-Phosphorus,
4

35-Sulfur, 125-Iodine, 63-Nickel, or other radionuclides shall be
submitted to the RSO for approval. The RSO may require informmation
on intended uce and specific radiation protection protocols from the
user before approving the request.

2. All incoming shipments of radionuclides shall be shipped di-
rectly to the RSO, who will prepare an inventory form (Item 10,
Appendix A) before delivering the shipment to the user indicated on
the request form. The inventory form shall be delivered to the user
at this time.

!
t

3. It shall be the responsibility of the radionuclide user to main-
tain a continuous inventory of each radionuclide in the user's pos-
session and its disposition by appropriate entries on the inventory
form. Immediately upon final disposition of the radionuclide, the

| user shall return the form to the RSO,

4. The RSO will review the inventory form, take necessary, docu ,
mented action if any inaccuracies or discrepancies are noted, and
maintain the form in a manner such that it is readily retrievable
for review.

.

|
t

4
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APPLICATION FOR MATERIAL LICENSE
UG FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION SA?ETY PROGRAM (continued)

E. RADIATION AREAS

1. A Radiation Area is defined as any area accessible to per-
sonnel in which there e::ists ionicing radiation, originating in
whole or in part within licensed material, at such levels that a

'major portion of the body or critical organ could receive in one
hour a dose in exceso of 5 mrem, or in any five consecutive days a
dose in excess of 100 mrem. t

t

'2. Each radiation area shall be conspicuously posted with a sign
bearing the Radiation Caution Symbol (10 CFR 20.203(a)) and the
words: CAUTION RADIATION AREA .

3. Each area or room in which licensed material is used or stored
and which contains any radioactive material in an amount exceeding
10 times the quantities listed in Title 10 CFR Part 20 Appendix C
shall be designated as a Restricted Area and shall be conspicuously '

posted with (a) sign (s) bearing the radiation caution symbol and the
words: CAUTION RADIATION AREA.

4. A room or area is not required to be posted with a caution sign
in the case of the presence of a sealed source provided the rad- .

iation level at 12 inches from the surface of the source housing
does not exceed 5 mroms per hour. >

5. Each container in which is transported, stored, used, or contam-
inated with a quantity of licensed material greater than the quant-
ity of such material specified in Title 10 CFR Part 20 Appendix C
shall bear a durable, clearly visible label bearing the Radiation
Caution Symbol (10 CFR 20.203[a]) and the words:
CAUTION RADIOACTIVE MATERIAL ,

,
.

6. Laboratory containers, such as beakers, flasks and test tubes
used transiently in laboratory procedures, do not require individual
labels while the user is present. When such containers are to be
left unattended for periods of 8 hours or more and contain material
in concentrations greater than those specified in Column 2, Table 1,
Appendix B of Title 10 CFR Part 20, they will be labeled as
described in paragralh 5 of this part.

8

. >

,

t



__ _ . _ - _ . _ _ _ . _ _ - . _ _ - _ _ _ _ _ _ _ _

t

(~ ( Pago 5* '

i

APPLICATION FOR MATERIAL LICENSE !

US FOOD AND DRUG ADMINISTRATION :
PHILADELPHIA, PA

|

10. RADIATION SAFETY PROGRAM (continued)
;

E. RADIATION AREAS (continued)

7. Where containers are used for storage, the labels required by i
this section chall also state the quantities and kinds of '

radioactive materials in the containers and the units of measurement ,

of such quantities. .

i

8. Laboratory containers used transiently in laboratory procedures
involving radionuclides will not be used outside the laboratory area
designated for use of radionuclides. Reusable containers will be ;

decontaminated and cleaned by users only in areas designated for
radionuclide handling. Decontamination and cleaning shall be :

performed after consultation with the RSO, and shall be performed so
as to minimi=e discharge to public drains and the outside
environment. ;

'

I

1
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION ;

PHILADELPHIA. PA .

10. RADIATION SAFETY PROGRAM (continued) .

F. INDIVIDUAL RESPONSIBILITY FOR RADIATION PROTECTION

Each individual who is designated as a user of, or who has
contact with, any radioactive material is responsible for:

1. Keeping radiation exposure to self and coworkers as low as
possible and, specifically below the Maximum Permissible
Exposures listed in Appendix C of this section.

2. Hearing the prescribed personnel monitoring equipment in
radiation areas.

3. Performing all operations on radioactive cources only in
designated radiation handling areas as set forth in Item 9 of .

this application, or in other areas only with the prior approval
of the on-site RSO.

4. Each individual shall utilize all appropriate radiation
protective measures including the following;

a. Shall wear protective outer clothing when using
radionuclides,

b. Shall wear gloves and, where appropriate, respiratory
protection devices as prescribed, i

c. Shall use a pipette filling device and never pipette by
mouth,

d. Shall perform operations on unsealed sources within the
confines of a fume exhaust hood designated for this purpose,
as set forth in Item 9 of this application, or in other

,

areas only with the prior approval of the on-site RSO.

5. Each user shall survey his/her hands, shoes and body for
contamination using an appropriate survey meter before leaving
radiation areas.

6. Smoking, eating, % M M hT6dwhere radioactive materials are pre [s$f5$ 6YI N 5I N $$in areas
ent is expressly prohibited.

7. Each user shall maintain good personal hygiene, to include:

a. Should keep fingernails short and clean.
.

b. Shall not work with radioactive materials if there is ~

a
break in the skin below the wrist.

Shall wash hands and arms thoroughly before leaving ac.
radiation area.

,
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA :

10. RADIATION SAFETY PROGRAM (continued) I

F, INDIVIDUAL RESPONSIBILITY FOR RADIATION PROTECTION
(continued) -

6. Shall survey the immediate areas of fume hoods, benches, and
other susceptible areas during and immediately after conclusion
of the use of radioactive materials. Indicated areas of
contamination should be decontaminated immediately. If such
removal is not possible, the area shall be clearly marked and
the RSO notified immediately.

9. Shall keep all areas where radioactive materials are used
clean and orderly. The work area should be freed of equipment
and materials not required for the immediate procedure.

10. Shall store and transport materials in appropriate
containers, preferably double-barrier containers, to prevent
breakage or spillage and to ensure adequate radiation shielding.

11. Shall keep work surfaces covered with absorbent material
and shall employ trays or pans with raised rims and constructed
of non-abcorbent materials to limit and cortiin accidental
spillage.

12. Shall label and isolate radioactive waste and equipment,
such as glassware, used with radioactive materials. Equipment
and conatiners used with radioactive materials shall not be used
for other purposes or be removed from the radiation area for any
purpose (including cleaning, repair, and surplus) unless demon-
strated to be free of contamination with radioactivity.

13. Shall report all accidental releases, inhalation, inges-
,

tion, or injury involving radioactive materials to the immediate
supervisor and the RSO, Individuals shall cooperate in any and
all attempts to evaluate exposure and shall carry out corrective
measures recommended by the RSO.

14. Refrigerators and other areab designated for storage of I
radioactive materials (areas described in Item 0 of this
application) shall not be used for storage of food or other
items that may lead to contamination of personnel.

.

.

1
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

'

PHILADELPHIA, PA i

10. RADIATION SAFETY PROGRAM (continued)
i

G. EMERGENCY EBOCEDUEES

Emergencies include such events as major spills of radioactive
materials, fires, and explosions, by which radioactive materials may
be released or dispersed. In case of emergency, the following

,

procedures will be followed:

1. In the event of an emergency, such as fire, explosion, major
,

spills of radioactive materials or hazardous malfunction of
equipment, all persons in the radiation area shall evacuate the
area immediately. '

2. If warranted, pull the fire alarm box, located immediately
outside the door of tne laboratory (see Appendix A of Item 9 of
this application) where radiactive materials are used.

>

3. Notify the on-site RSO and immediate supervisor and follow
instructions received. RSO Officer telephone: (215) 597-2123
(office); (215) 254-0001 (home). .

4. If a radiological hazard is not imminent, attempts to,

extinguish fires are permitted.
;

5. Shut off heating and air-conditioning equipment, shut off
| exhaust fans and lower sashes in fume hoods if feasible. An

,

| emergency shutdown button for all electrical service to the
i laboratory area is prominently located and marked inside the ;

entrance doors to the laboratory.

>.6. Monitor all persons potentially exposed to radioactivity in
the area for contamination and control their movement if

| necessary. Summon medical help, preferably through your
supervisor or the RSO, if warranted.

,

1 7. Following the emergency event, monitor the affected area
and, in consultation with the on-site RSO, take steps necessary
for safe and effective removal of contamination.
8. The responsible employee's supervisor shall prepare 'an

i account of the emergency situation for review by the RSO, in
addition to any other reports required by district SOP and other
health and safety regulations.

.

.
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APPLICATION.FOR~ MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM (continued)
<

H. DECONTAMINATION PROCEDURES
'

1. General Principles
!

| . Successful decontamination calls for planned actions. A
L hasty action or attempt at decontamination can cause more harm

-than- good. The person: responsible for a spill in a
L contamination acccident will generally take the first steps in
: bringing the situation under control. Those persons responsible

for a spill shall, unless physically unable, be responsible for-
all decontamination of the area, under the direction or
supervision of the on-site RSO. The first consideration will be i

personnel safety; persons not involved in the spill will' leave
the area to a second area to be checked for possible i
contamination. Subsequent actions will ' involve the. following-
procedures:

a. Prevention of the spread of ' contamination by shutting
down ventilation fans, applying absorbent material in the -

case of liquids, and roping off or barricading:the area,

b. Immediate notification of the immediate supervisor and
the on-site RSO.

1
'

c. Allowing no one to leave the adjacent area o r- facility
until the person has been checked for contamination.

,

Making full use of radiation monitoring' instruments andc.
available assistance. Each step of the decontamination. '

process will'be monitored with-appropriate instruments.. One
person should remain uncontaminated to operate monitoring
instruments. Protective footwear, gloves, and. respiratory

,

-

equipment shall be used as needed.

,

f
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APPLICATION FOR MATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM (continued) ;

H. DECONTAMINATION PROCEDURES (continued) |

!2. General Procedures for Decontamination of Personnel

a. Ordinarily, the same procedures used for personnel
cleanliness will be sufficient to remove radioactive

'contaminants from the skin. Soap and water (sequestering
agents and detergents) normally will remove greater than- 99%
of conatminants. If it is necessary to remove the
remainder, agents containing chemicals such as oitrio acid,
. potassium permangenate, and sodium bisulfate can be used on i

the outer layers of skin where contamination remains. These
agents will be applied with caution, if possible under. ,

medical supervision,

b. Remove any clothing or equipment found to be
contaminated before determining levels of personal
contamination,

c. Decontaminate first any areas of the body found to . be
'

significantly more contaminated than surrounding areas.
This spot-cleaning approach is :necessary to prevent the
apread of existing contamination that might. occur, for
example, in showering. ;

d. If the contamination is general over the entire body,. a
thorough shower is necessary. Special' attention will be-
paid to such areas as the hair, hands, and- fingernails.,

After showering and monitoring, residual contamination can
be removed by spot-cleaning,

'

s. Avoid the prolonged use of any .one' type of
decontamination procedure: the effect may be.to irritate

:and abrade the skin and thus render ineffective more
suitable procedures,

f. Avoid the use of organic solvents, which may- increase
the penetrability of radionuclides through the. outer skin
layers,

g. Oxalic acid, which is a known toxin, will not. be used
under any circumstances for personnel decontamination.

h. Specific Procedures for Hand Decontamination: '

1. Wash the skin thoroughly with a mildly abrasiveisoap
and water, paying special attention to fingernails and
areas between the fingers. Repeat the procedure ifmonitoring' reveals remaining contamination.

.

.-- -- - _____m m._ m__ . _ _ _ _ . _ _ _ _ _ _ _ _
-



r:

() Pago-11-'>'

,

2. Apply a sequestrant-detergent mixture, such as 5%
water, 30% laundry detergent, 65%' sequestering agent
(such as Calgon), and 5% Carbose. Repeat the procedure

|if results are encouraging.
;

3., _ Apply a sequestrant-detergent cream, rubbing
thoroughly into the skin for one minute. Repeat as long
as the treatment shows that contaminants are being.
removed.

(

i

*

,

|
|
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APPLICATION FOR WATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION SAFETY PROGRAM (continued)

I. POLICY AND PROCEDURES FOR GAS CHROMATOGRAPHIC- EQUIPMENT
CONTAINING RADIOACTIVE MATERIALS

Gas Chromatographic Equipment containing 63-Ni-based
electron capture detectors are cleaned. and tested for
contamination on a semi-annual basis. Swabs utilized in the
contamination test are sent to the off-site RSO Edmond J.
Baratta for liquid scintillation counting. |

General policies and procedures relating to radioactive
materials in gas chromatographic detectors follows:

1. All radioactive foils to be used in gas chromatography
cells must- be shipped to the on-site RSO,. or designated
individual, who will maintain a file describing the type of
source, irlentification number and -location.

2. Each cell containing radioactive material will be
permanently labeled with the radiation caution symbol of.10'
CFR 20 and the words:

CAUTION: RADIOACTIVE MATERIAL

The identity and activity of the radioactive material shall ,

appear on the label. |
<

3. The radioactive material shall not be removed from its
identifying cell except for cleaning- in the manner
prescribed below, and shall not be transferred to other
cells,

|
'4. The following information shall be attached to each gas

chromatographic instrument which contains radioactive _ !
material: !

I

This equipment contains a radioactive source
registered with the RSO as required by license from the
NRC. Notify the RSO before removing the source from
this location or upon any change in custodial
responsibility. -

- !

.

-)
!
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APPLICATION FOR HATERIAL LICENSE
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA

10. RADIATION' SAFETY-PROGRAM (continued)

H. POLICY AND PROCEDURES FOR- G AS CHROMATOGRAPHIC
EQUIPMENT CONTAINING RADIOACTIVE MATERIALS (continued)

5. . Gas chromatography cells shall be leak tested as-
specified in their license and =in accordance with
instructions promulgated by the off-site RSO.

.

6. All work on cells, such as cleaning and wipe testing,'
will be carried out in Hood A, as decribed in Item 9 of-this ;

application. Gloves shall be worn and absorbentipaper shall' .

be used during cleaning operations. ''

7. Liquids generated during the cleaning operation may be-
disposed of into the sanitary sewer with . large quantities of
water.

8. All gas- chromatographs shall be operated bel ~ow
'

temperature limits set by the manufacturer of the detector
cell.

|

9. Instructions for Wipe Testing of 63-Ni detectors:

| a. Wipe tests will be performed at six month intervals
l on all detectors containing 63-Ni sources,

b. The Certificate of Inspection supplied with- the
detector gives the initial wipe' test results. This
information will be retained for inspection by the. NRC.
Succeeding wipe test will be performed at six month
intervals. All wipe test results will be kept on file
and accessible for review.

,
.

c. Use single tipped, sterile, disposable cotton swabs
| ___in 17 x 100 mm test tubes, individually wrapped ~(source:

-J Curtin-Matheson Scientific, or equivalent),

d. Moisten tip of swab with solvent.(methanol, acetone,
s or hexane). 5

-- e .- ' Grasp the cell; rub the moistened tip of the swab
over .all-outside surfaces of the detector and all areas
immediately adjacent. Be particularly careful to
include the outlet tube terminus,

f. Place the swab in a plastic case. Be careful not to ~

touch cotton to the plastic.

g. Fill in information on inspection card certificate
(Attachment 10-1).
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APPLICATION FOR MATERIAL LICENSE-
US FOOD AND DRUG ADMINISTRATION

PHILADELPHIA, PA
:

11. WASTE MANAGEMENT PROGRAM '

A. Dispose of dry, colid radioactive waste and dry materials E!

suspected of being contaminated in plastic bags-labeled as to
radionuclide, activity, date, and carrying -the radioactivity i

warning statement.

B. Disposable syringes and sealed, capped vials containing
residual fluids'are disposed of as dry waste.

C. Contaminated syringes needles and pipettes -will. first be- .i
packaged or wrapped-to prevent puncture accidents.

(DEIIP88 RERhREMRiK!AggfigIN$ansjEy5sMMMasWhsWF
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~' '' |

i

R,a, d.ia.ti6, h,_iCaution*. War.nin. giandLSymbola~ w.aa wz a. =:.a ,w

E. Radioactive waste will not be' emptied into public sewers, as
by flushing down sinks, without prior consent of the RSO. All
disposals into public drains will be documented by the RSO as.to
the radionuclide, the date, the amount of activity, and the

.

dilution factor. ;

F. 3-Hydrogen and 63-Nickel waste o r. materials contaminated-
with these isotopes, will be placed in a separate, shielded ~

waste container designated for this purpose and prominently
marked with the radiation caution symbol and " CAUTION:. .;

RADIOACTIVE MATERIAL". Liquid Scintillation Vials containing 1
tritium liquid waste shall'be capped. A log of all entries of

:

j

l
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'

- radionuclides, activity, andidate will be kept. This material
| 'will be stored for a maximum _of.one year, and--then' disposed of
L by contract-with a licensed' commercial. disposal firm. _ (GSX

Services- Inc., 3527 ' Whiskey Bottom Road, Laurel, . MD .

'20707-9781 [ EPA ID No. PA7470090082) is currently used for
disposal all ba::ardous waste generated by the laboratory).
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