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Attachment to Application for Material License

5. Radioactive Material
,

a. Nickel - 63 An NRC approved foil for plated surface.
The H.P. Model 18803-60520(2)

The number of cells on hand will be equal
to twice (2x) the number of N163 gas
chromatography units (a working ceu plus- a -
spare or used cell, # ceus total).

Maximum activity on each foil p cell not ,

to exceed m C1. (9.25 x 10 Bq) #

1.. Foils to be maintained as integral part of detector [
cell. Cleaning of ceU(s) (without removal of foll)

and procedures outhned in above memoranda (LIB 2151).[shall be done according to manufacturer's specifications

!

2. Swipe tests'of cells shall be done according to
procedures in above memoranda (LIB-2151).

3. Intact ceH(s) shall be exchanged with FDA/WEAC for
clean unit (s)

7b. Phosphorous-32 Any 600 microcuries (1.85 x 10 Bq)

6. Purposes:

- 5-a&b _ For use in gas chromatography devices for sample analysis.

A Sc. For microbiological research, development, analyses and

f storage.

i:
w

N '' g Sidi_ 7. Harvey Hundley - Laboratory Director .

*- Milton Luke - Supervisory Chemist -
Robert Hinken - Electronics Technician

Edward J. Baratta/ Consultant RSO
Cirriculum Vitae of E,J. Baratta attached

~8. Robert Hinken - GC detectors
Jerry Froberg - GC detectors
Greg Doose.- GC detectors

Training: Personal training by Neil Gata
previous consultant
Radiation Safety Officer.
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Marie Bendeck FDA course-

Foodborne Microbial Pathogens
Listeria testing, Gene Probe
Dates:- 6/1/87-6/5/87

Richard Ruby FDA course-

Foodborne Microbial Pathogens - >

Listeria Testing, Gene Probe
Dates: 6/1/87-6/5/87

,

Elsie Dagdag FDA course-

Basic Microbiology
Dates: 7/11/88-7/22/88

.

Edward Higa FDA course-
.

Basip Microbiology ,

, Dates: 7/11/88-7/22/88,

9. .GCs HP Model 5890A
HP Model 5840A

Beta Counter Survey Meter

Eberline - Model E-120 with Hand Probe HP-260 p L_

Beta Shields Nalgene - Bench Top Beta Shields -

.

+

m

.

, [. -
_ _. y . . ._.
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Case. * Edmond J. Baratta
5 Fairlane Terrace
Hinchester, MA 01890

Education 'Hashington and Jefferson College
Boston University

,

B.S. Chemistry - Northeastern University
Boston, MA - 1953

.

Experience : Shell Oil Company, Houston, TX - 1963-1956
Quality Control and Testing-of Petroleum Products

U. S. Navy, Newport, RI - 1957-1959
Quality Co6 trol and Testing of Petroleum Products

'

National Lead Company, Hinchester, MA - 1959-1961
Research and Development of Methods for Low-level
analysis of uranium tailings and raffinates

Public Health Service, Bureau of Radiological Health,
Hinchester, MA - 1961-1970
Environmental Protection Agency, Office of Radiation
Programs, Hinchester, MA - 1970-1972

:
Responsible activities were'

L (a) Chief of the Analytical Services Program involved in
the research and development of methods for testingj '

nuclear weapons fallout. Training of analysts both
I.~ 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. t

I (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,

L International Agencies and the nuclear industry and
its contractors.

(d) Member of the Facilities Radiation Safety Committee
as a principle user.

|'

1 .

. . . - - . _ . - . . _ , . . . - . - . . . - . - _ . , . - . . . - . - . . , , .. -, , .. . , . ~ . , , _ .
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,/ Public Health Service, Food and Drug Administration, |
'

Office of Regulatory Affairs, Winchester Engineering.and
Analytical Center, Winchester, MA - 1972 to Present

<

. (a) National Expert, Radioactivity - Consultant'for the.

"i
*

' FDA in the area of radioactivity including, but'not
limited to, radionuclide analyses and radiopharmaceu- |
tical products. !

(b) Chief of the Radionuclide Section which-performs
quality assurance and testing of radiopharmaceutical-
products and radionuclides in foods. Includes

; development and research in these areas.
'

'
, (c) Radiation Safety Officer, HEAC, since 1986, member of

'

/ Radiation Safety Committee prior to this as a princi--
. pie user. Member FDA Radiation Safety Committee.

.- ;

/ Qualifications
7 cnd Skills s (a) Consultant to the Atomic Energy Agency, Pan American'

'

Health Organization and Food and Agricultural Organi- "

zation

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

i Radioactivity

' (c) General-Referee, Radioactivity for the Association of/
Official Analytical Chemists

(d) Member ANSI N42.2 Subcommittee
d'

(e) Fellow of the Association of Official Analytical
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 ,

,

._,---,r-- -w- , - -n , - . - - - - , aw. - - - . __ ,_ _ ._ __.___ _ ___._ _____ _ __ _ __ _ _____ _ ___._w
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Publications.
-

and Presentations - JL :

)
Over 100 publications and presentations in the field of radiological i:

- health.- These were. presented at International, national and-local--
COetings. Papers were published in internationally and nat*onally-
- rGcognized journals.

,

Special Courses' -

U Basic' Radiological Health
Cnaputer Programming

I

Fundamentals of Laser Protection :

Executive. Management Seminar
|,

,

-

M

e

- S

w

e

E

F

m

e

i

..

4

e

a - L . - - - - . - - - - .- . . - - - -- - - - - - _ - - - - - --,,e . , n,- _ .. , w , an,. . . ,,. .- ,,,,,,.,-%,- , ., , . , , . , , , , ,--,.-,_c .m, ., . , _ , - , - -.



\;
;) 4. 4r

'

' c,

STANDARD OPERATING PROCEDURE

RADIATION SAFETY PROGRAM
,

REFERENCE: " Radiation Safety Handbook for Ionizing and Non-Ionizing
'.

Radiation," USD, HEW, PHS, FDA, July 1975.' *

A. ORGANIZATION

The Los Angeles District Laboratory of the Of fice of Regulatory
Affairs (ORA), Food and Drug Administration (FDA), Public Health
Service (PHS), Department of Health and Human Services (DHHS) is
located in Los Angelas, CA. They will use the radioisotopes
phosphorous-32 as a tracer in assay studies.

E. ON-SITE RADIATION SAFETY OFFICER

Mr. Edmond J. Baratta, Radiation Safety Officer, FDA/ ORA /WEAC, will
serve as consultant. His address is Winchester Engineering and
Analytical Center, 109 Holton Street, Winchester, MA 01890.

The duties and responsibilities of the on-site Radiation Safety
Officer (RSO) are:

1. To supervise the radiation monitoring of all personnel using x
. phosphorous-32.

2. To instruct personnel in the proper use of phosphorous-32.

3. To receive, store, inspect and record all phosphorous-32.

4. To keep a current inventory of phosphorous-32.

5. To supervise decontamination in cases of accidents or
incidents involving phosphorous-32.

6. To alter or order cessation of any operation that might
result in hazardous incidents or releases of phosphorous-32.

This authority extends to those cases involving releases or
contamination of radioactivity and shall involve actions that are
either consistent with established radiation safety procedures
and/or consistent with the prevention of injury to employees.

7. To maintain records of personnel exposure, routine labora-
tory monitoring, accident reports, all activities of the
RSo, and records of receipt, storage, use, disposal,
inspections, and transmittal of all radionuclides.

|

___ - . _ . _ _ .. . _ - _ .
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8. To maintain and calibrate survey instruments and maintain |
a supply of appropriate radiation protection materials, '

devices, and supplies.

9. To assure that personnel follow the provisions of the
Radiation Safety Procedures and the NRC license are
followed.

10. To conduct a continuous program of radiation hazard j

evaluations and elimination. |

|

11. To furnish assistance on all aspects of radiation
'

protection.

C. PROCUREMENT OF RADIOACTIVE MATERIALS J

Request for the procurement of phosphorous-32 must be submitted to
the RSO for approval. t

1. Procedures for the procurement of radioactive materials are:
;

a. All requests for phosphorous-32 shall be submitted to
"

the Radiation Safety Officer for approval.

b. All radionuclides will be shipped directly to the
Radiation Safety Officer who will log all pertinent
information and prepare an inventory form (Appendix A)

L before delivering the shipment and inventory form to
' the user indicated on the request form.

c. It shall'be the responsibility of the radionuclide user
to maintain a continuous inventory of each radionuclide
in his or her possession and its disposition history by
use on this form. Immediately upon final disposition of,'

the nuclide he or she shall return the form to the RSO.'-

1

*

'D. RADIATION AREAS
,

1. A " radiation area" is defined'as any area accessible to
personnel in which there exists radiation, originating in
whole or in part within licenced material, at such levels
that a major portion of the body or critical organ could *

receive in any one hour a do.se in excess of 5 mrem, or in
any 5 consecutive days a dose in excess of 100 mrem.

a. Each radiation area shall be conspicuously posted with a
sign (s) bearing the radiation symbol and the words:

CAUTION
RADIATION AREA

. . . - .-- -. -. - - - , .- ,
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2. 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 quantitle listed in Appendix !

iC shall Yf~dFBh w Wd h "mantrictid Area and shall be

conspicuously posted with a sign (s) bearin gthe radiation
caution symbol and the words: j,,

. CAUTION
RADIATION AREA M

3. A room or area is not required to be posted with a caution
sign because of the presence of a sealed source provided the ;

radiation level at-12 inches from the surface of the source
container or housing does not exceed 5 mrems per hour.

4. Containers -

Each container in which is transported, stored, used, or
contaminated with a quantity of licensed material greater
than.the quantity of.such materipi specified in Appendix C
shall-bear a durable, clearly visible label bearing the

*

radiation caution symbol and the words:

CAUTION
RADIOACTIVE MATERIAL

5. Laboratory containers, such as beakers, flasks, and test
tubes used transiently in laboratory procedures, do not
require labels when~the user is present. When such
containers are to be left unattached for periods of eight
(8) hours or more and contain material in concentrations
greater than those specified in Column 2, Table 1, Appen-
dix B, they will be labeled as described in subparagraph 4
of this part.

,

6. Where containers are used for storage, the labels required
by this section shall state also the quantities and kinds of
radioactive materials in the containers and the data of
measurement of the quantities.

.

E. 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 his exposure to radiation as low as possible and,
specifically, below the Maximum Permissible Exposures.

:2. Wearing the prescribed personnel monitoring equipment in
radiation areas.

I'

- - _ _ . _ _ _ _ . . . _ _ __ _ . _ . _ , . _ . _ . . ,
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3.- Each individua1' user shall utilize all appropriate
protective measures including the followings

a. Shall wear protective clothing whenever contamination is
possible.

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

c. Shall use pipette filling device. Never pipette
radioactive liquids by mouth!-

! d.' Shall perform radioactive work within confines of an
exhaust hood or glove box, unless approval has been

. granted by the RSO for working in the open.
_

e 4

4. Each user shall survey his hands, shoes, and body ,for
contamination before leaving radiation areas.

5. No smoking or eating in areas where radioactive materials ~!
are present. ;

1

~

6. Maintain good personal hygiene.

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.

~

c.. Should wash hands and arms thoroughly before handling
- any object which goes to the mouth, nose, or eyes.

,

| -
N =7. Shall survey the immediate areas of hoods, benches, etc., I

,,, r , during and after the_use of radioactive materials. Any .i
s**f* contamination should be removed immediately. If such| y

I. removal =is not possible, the area shall be clearly' marked
l and the _ Radiation Saf ety Of ficer notified.

8. Shall keep the area containing radioactive materials neat
and clean. The work area should be free of equipment and
materials not required for the immediate procedure. ]

|

|9. Shall store or tran. sport materials in appropriate con-
tainers, preferably double containers, to prevent breakage
or spillage and to insure adequate shielding.

10. Shall keep work surfaces covered with absorbent material and
will employ Fiberglas splash trays or pans to limit and
collect spillage in case of an accident.

|

I

|
. . _ _ _ _ _ , _ , __ .- ._ _ _ __ .. _ _ . _ _ _ _ . . _ _ . .'
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11. Shall label and isolate radioactive waste and equipment,
such as glassware,-used for radioactive materials. Once
equipment is_used for radioactive substances, it shall not ,

be used for other work or sent from the area to cleaning
facilities, repair shops,-or to surplus, until demonstrated
to be free of contamination.

12. Shall report-all accidental releases, inhalation, ingestion, i
.

or injury involving radioactive materials to his supervisor '

and the Radiation Safety Officer, and shall carry out'their
recommended corrective measures. -Each individual shall !

cooperate-in any and all attempts to evaluate his exposure.-

13. Shall undertake decontamination procedures when necessary
and will take the necessary steps to prevent any additional r
spread of contamination.

14. Refrigerators shall not be'used jointly'for foods and-
,

radioactive materials.

F. EMERGENCY PROCEDURES

Emergencies will generally be in the nature of spills, fires, or
explosions, by which radioactive materials can be dispersed or
released.

In case of emergency the following procedures shall be followed:

1. In the event of a fire, explosion, spill or hazardous mal-
function, notify all' persons to evacuate;the area at once. '

2. Notify the fire department if appropriate. Phone No.: di

3. Notify the on-site RSO and immediate supervisor. RSO Office,

Phones. 4T or Home Phone No. : 4{
| 4. Attempt to extinguish fires if radiological hazard is not
| immediately present. -

|

| S. Shut off heating and air: conditioning equipment if airborne

|
contamination, if possible.

L 6. Monitor all persons involved'in the emergency or control-
| action.
b
| 7. Following the emergency, monitor the area and determine the

protective devices necessary for safe decontamination. The
RSO shall be available for this determination.

8. The responsible supervisor shall prepare a complete history
of the emergency and subsequent activity including correc-
tive and preventive actions taken related thereto for the
RSO.

- - .__ ..- .-- ... _ _ - . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - .
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G. DECONTAMINATION PROCEDURES

General Principles

Successful decontamination calls for planned actions. A spur-of-
the-moment action or attempt at decontamination can cause more harm
than good. The person responsible for the spill in a contamination
accident will usually take the first step 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 RSO. The first
consideration will be personnel safety; persons not involved in the
accident will leave the area. Subsequent considerations should
involve the following procedures:

1. Prevent the spread of contamination by shutting off venti-
lation fans, applying absorbent material in the case of
liquids and roping off or barricading the area.

2. Immediately notify his or her immediate supervisor and the-

RSO.

3. Allow no one to leave the adjacent area or facility until
the person has been checked for contamination.

4. Make full use of monitoring instruments and available assis-
tance. Each step of the decontamination should be
monitored. One person should remain uncontaminated to
operate instruments and do other monitoring. When the
instruments become contaminated, further progress is
impaired. Protective clothing, footwear, gloves, and
respiratory equipment shall be used as needed.

|
H. GENERAL PROCEDURES FOR PERSONNEL DECONTAMINATION

1. Ordinarily, the same procedures used for personnel cleanli-
ness will suffice to remove radioactive contaminants from
the skin, but the specific method will depend upon the form
(grease, oil, etc.) of the deposited contamination. Soap
and water (sequestering agents and detergents) normally
remove more than 99% of the contaminants. If it is
necessary to remove the remainder, chemicals can be used on
the outer layers of skin upon which the contamination has
been deposited. Because of the risk of injury to the skin
surfaces, these chemicals (citric acid, potassium perman-
ganate, sodium bisulfate, etc.) should be applied with
caution, preferably under medical supervision. Types of
lanolin-based creams are used to offset local irritations of
skin surfaces after decontamination.

_ _ . . . . .
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2.- Remove any clothing or equipment found to be contaminated

before determining levels of skin contamination.

3. Decontaminate any areas of the body found to be signifi-
cantly higher than surrounding areas. This spot cleaning is
necessary to prevent the spread of contamination to clean
areas of the body that might occur in showering.

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

5. Avoid the prolonged use of any one method of decontamina-
tion. The effect from repeated ineffective decontamination
methods may irritate the skin and thus hamper the success of
more suitable decontamination procedures. No one chemical
treatment is known to be specific for all of the elements
with which one may become contaminated.

6. Avoid the use of organic solvents. Organic solvents may
increase the probability'of the radioactive materials pene-
trating through the pores of the skin. Oxalic acid is a
poisonous compound, not to be used under any circumstances.-

7. Specific Procedure for Hand Decontamination
,

a. Wash the skin thoroughly with lava soap and water,
paying special attention to areas between the fingers
and around the fingernails. Repeat the procedure if
monitoring indicates contamination remaining on the skin
in amounts above tolerance,

b. Apply a sequestrant-detergent liquid mixture (a 5% water
solution of a mixture of 30% Tide, 65% Calgon, and 5%
Carbose). Repeat the procedure if results prove

!_ encouraging.
'

. c. Apply a sequestrant-detergent cream (a 4% Carbose, 3%
! Versene, 8% water mixture). Rub thoroughly into the
! skin for approximately one minute. Repeat the treatment

as long as the results show that the contaminant is ,

being removed.

. I. WASTE' DISPOSAL
|

Dispose of DRY (SOLID) RADIOACTIVE WASTC (Phosphorous-32) and dry
materials suspected of being contaminated in plastic bags labeled
with the radioactive warning symbol. Solid waste, including con-

.

-p% --e-pr # ewir w o- - - -
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taminated disposable items such as gloves, waste paper, glassware,
etc., will be stored in disposable polyethylene bags. Disposable
syringes and tubes containing only the residual fluid are to be
disposed of as dry waste. Contaminated neediea and pipettes will
first be boxed or prewrapped and then packed in plastic bags in
order to prevent puncturing the contaminated bags and to protect
personnel handling them. 'The phosphorous-32 waste shall be monitored and set aside in a
locked area marked " Radioactive Material." The material will be
stored for 180 calendar days to allow for decay to background.
After this period the material shall be surveyed. The background
shall also be taken and both readings recorded. When the reading is
less than twice background, the radioactive signs shall be destroyed
and the waste discarded in conventional trash.

/
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APPENDIX A q

1

DHHS/PHS/FDA/EDRO

LOS-DO LABORATORY BRANCH ,

i

ij

Inventory of Radionuclides

.

-User Quantity Supplier
:

g.- Date Received Date Assayed Half Life
,

Final<

|, Quantity Date Location, Receiver & Remarks Disposition ;

-j
.

P Original ,

Balance

Transferred
-1

New Balance ,

i

! Transferred :

:

J New Balance
:

'

b Transferred
,3..

h New' Balance
,

LI
Transferred i

New Balance -
'

r.
| :.

*

*
1

RADIOISOTOPE

y
|.
|

t
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l
|'

i

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



,

C

: ,

.

t o
1

'
,

, .

Docket No. 030-03665
License No. 04-09763-01
Control No. 70823

Department of Health and Human Services
Public Health Service

[ Food and Drug Administration
7^ , Los Angeles District '

! 1521 West Pico Bouleverd
Los Angeles, California - 90015-2486

Attention: Harvey K. Hundley
Laboratory Director

Gentlemen:

This is in reference to the submittal of your application dated December 7,
1988 for renewal of your byproduct material license. In order to complete
our review, we need the following additional information:

L 1. Item 7 01 your application specifies Edward J. Baratta as the consultant
Radiation Safety Officer (RS0) whose address is Winchester, Massachusetts.,

! We normally do not allow consultants to act as the RSO unless they are
readily available on-site for day-to-day operations im olving licensed'

material, please provide the name and description of the training and
experience with radioactive materials of the individual who will performo

f the functions of the on-site RSO or person who will be responsible for
implementing the radia~ tion safety program.

I, 2. Specify the name(s) of the person (s) who will supervise the use of
5 nickel-63 foil sources. Also, specify the name(s) and describe the

training and experience with radioactive materials of persons who will
superv*se the use of phosphorus-32 material.

3. You should provide an outline of the instruction and training which will
be provided to your personnel using licensed material. The type of
training that should be given is saccified in 10 CFR part 19.12 and
described on pages 7-5 and 7-6 of Regulatory Guide 10.7, enclosed.
Please provide the name and qualifications of the person providing the
training, and confirm that such training will be provided to all

. personnel prior to their use of licensed material.

4. Describe the procedure that you will follow for safely opening packages
containing unsealed licensed material. An acceptable procedure for
receiving and opening packages containing radioactive material at nuclear
medicine facilities is attached (Appendix F).

|

&
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S)ecify the location (e.g. working ares or laboratory)A drawing orof your facility
'

5.
w1ere radioactive materials will be used and stored.
sketch showing your use and storage locations would be helpful in
describing your facility. ,

'
6. Paragraph E.7 of your " Standard Operating Procedure - Radiation Safety

Program" states that surveys will be required before and after use of
|J radioactive materials, but does not specify the type of surveys performed.

These surveys should be performed daily with a low-range survey meter
(e.g. thin-window pancake GM detector), and weekly with wipes for removable
contamination during the use of phosphorus-32. You should revise ando

resubmit your survey procedures to include the type of surveys, counting :
instrumentation for evaluating wipes, the method of recording the data
measured, and the action level which will require decontamination and -

re-survey. An accestable procedure for area surveys at nuclear medicine
facilities is attacaed (Appendix 1) for your reference.

:
'

7. The survey meter (Eberline-120 with Hand Probe HP-260) specified in your
application should be calibrated at least annually and after servicing. .

You should submit the name, address, and NRC or Agreement State license
number of the firm which will calibrate your survey instrument. Also,
please specify the calibration frequency and state that calibration
records will be maintained for inspection purposes.

8. ParagraphD.2.ofyour"StandardOperatingProcedure-RadiationSafety
Program' specifies incorrect criteria for designating a " Restricted
Area" and for posting areas or rooms with signs bearing the words-

" Caution - Radiation Area". As defined by 10 CFR 20.3(a)(14), a
" Restricted Area" is any area access to which is controlled for purposes

-of radiation protection and does not specify any limiting quantity of
licensed material. Paragraph D.2. should be revised.by replacing
reference to signs containing the words " Caution - Radiation Area"yourwith
" Caution - Radioactive Material" in order to confettu to the requirement
of 10 CFR 20.203(e), and by omitting the phrne; * ... designated as
" Restricted Area" and shall be....".

9. Although item 9 of your application identifies a "Nalgene-Bench Top Beta
Shield", we can find no operating procedure in the application describing ;

your use of beta shields when storing or handling phosphorus-32 material.
Please amend and resubmit your operating procedure to include this
. instruction.

10. Please specify the name and NRC or Agreement State license number of the
organ 1W%s authorized to perform the analysis of leak test samples.
If the analysis is performed in-house or by the FDA's Winchester
EngineeringandAnalyticalCenter(WEAC)inWinchester,Ma.,youshould
provide a description of the procedures employed by users in testing for
leakage from nickel-63 foils using smears, and you should describe the
method of analysis of the samples submitted. The measurements must be
sufficiently sensitive to detect the presence of 0.005 microcuries or more
of removable contamination.

V
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'We will continue the review of your renewal request upon receipt of.this'

,

information. In order-to continue prompt review of your application, we, e

request that'you submit your' response to this letter within 30 calendar days'
,

from the date of this letter. Please reply in duplicate, and refer to Mail ,

Control;No. 70823.-
,

,.

Sincerely,;c
,

-

T. . ,

v ' '
O >

s

' Robert D. Thomas, Chief ;
'

.

Nuclear Materials Safety ,,

Section:' '

|
~

,

Enblosures
'

,

' '

w 10 CFR Part 19 '

10 CFR Part 20 ,

Regulatory Guide _10.7. :'

,'

: Appendix I,. Area Survey Procedures-
,

Appendix F, Procedures for Safely 1,
,

,0pening Packages Containing Radioactive Material i
*

,

:
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DE.PARTMENT OF NEALTH & HUM AN SERVICES 1

|
*

Public Health service !,

5 Food and Drug Administration j
.,

1

NMay 12,1989 Los Anipios District
1621 West Pico toulevard

*

Los Angeles, CoMornia 90016 2486 )Telephone: 213494 3772

S
-~

Docket No. 030-03665 N. h |rLicense No. 04-09763-01 %p }
~~~

Control No. 70823 ao
;,@"3 ,'., - . > - ,

5 ~$ ;<Nuclear Regulatory Commission **

Region V ,

1460 Maria Lane, Suite 210 $ i
'

Walnut Creek, CA 94596-5368
Attn: Mr. Robert D. Thomas

|

This is in reference to your letter of March 20, 1989 concerning additional
}

informatulon necessary to complete your review of our byproduct material
i -

license.'

,

, 1. Item 7 has been rewritten to specify the on-site RSO as Mr. Richard M.l Ruby. In addition to the training listed, he will have a one week
course in June in Radiation Safety at our WEAC facility in Boston, MA.

2. The revised item 7 now includes the persons responsible for the Nickel
| 63 foils (Mr. Jerry Froberg) and Mr. Richard M. Ruby and Marie S.

-

| Bendeck will be the' major users or supervise the use of P32. -

<

3. The revised item 8 now includes an outline of the instruction andtraining we will provide for our personnel.

4. We have adopted the procedures in appendix F and written it into our
SOP.

,

5. Item 9 has been rewritten and a drawing of the area attached.
.

.

6. Paragraph E 7 of our SOP has been rewritten to provide surveys similarto those of Appendix 1. *

7. The survey meter will be sent to the manufacturer at least annually.
Their name and address is included in the rewritten item 9.

8. Paragraph D 2 of our SOP' has been rewritten to specify the signs
* Caution Radiation Material"

I' [ (I" 5." U, M .,. ve
'I l EW I49 kh
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,

1
.

...
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9. The SOP has been rewritten to include the routine use of beta shields
when working with P32 material.

10.The WEAC facility has lic no. 030-04675 and they use the procedure
described in Laboratory Information Bulletin (LIB) 2151 (attached to
application) .

We appreciate the great deal of help you have given us on this
application and hope we have fulfilled all the necessary requirements
for the license.

Sincerely,

1 -

Harv y: . Hu diey
Laboratory Director

I-
,
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Attachment to Application for Material Ucense
.

| 5. Radioacthe Material

a. Nickel - 63 An NRC aW foil for plated surface. The H.P.
Model 18803-60520(2)

The number of cells on hand will be equal to twice (2x)
the numbc7 of Ni63 gas chromatography units (a
working cell plus a spare or used cell, # cells total). |
Maximum activity on each foil in cell not to exceed 25 )

'

m Ci. (9.25 x 10'Bq)

l. Poils to be maintained as integral part of detector ;

cell. Cleaning of cell (s) (without removal of foll) ,1

shall be done according to manufacturer's !
j

specifications and procedures outlined in above
snemoranda (LIB 2151). q

2. Swipe tests ,of cells shall be done according to j

procedures in above memoranda (UB 2151). I

i

I

'3! Intact cell (s) shall be exchanged with FDA/WEAC for
clean unit (s)

Phosphorous 32 Any 600 microcuries (1.85 x 10' Bq) .ib. )
1

6. Purposes: .

5-a&b For use in gas chromatography devices for sample analysis.
.

For microbiological research, development, analyses andSc.
storage. |

.
1

7. a. Nickel 63 Foils in OC Detectors
I

1. Jerry Proberg - Responsible for operation of all OC's j4

;

2. Robert Hinken - Responsible for swipe test of Nickel 63 OC
Detectors

|

Personally trainN by Neil Geta FDA's previous Radiation
Safety Omcer stationed at WEAC in the safe operation and
uses of Nickel 63 electron ca sture detectors. He also covered'

the swipe testing which is cescribed in LIB 2151 (attached).

L
Testing of swipes done at WEAC Uc# 030-04675 |

J

l
1

!

4 |
'

.,
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!
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b. Phosphorus - 32 |

Richard W. Ruby is the on-site Radiation Safety Officer (RS0) f
1. Marie S. Bendeck pnd Richard W. Ruby will be the principal I

3
users of the P probe, and will be responsible for ;

rqdiological safety in the . microbiology laboratory at Los - !
_ Angeles. Their training is as follows.

1

Marie S. Sendeck: Attended headquarters sponsored (1 week ;

course at FDA Cincinnati laboratory), " Listeria Gene Probe
Course * in 1987. Three on-site laboratory sessions each !

approximately 3 hours was given and supervised by an ;

experienced microbiologist. A -half day session on radiation !

safety was presented which included the following topics: !

/.

i
'

1. Rules Govt. Agencies involved with Radiation
2. Responsibilities for pmployer and Employee . !:
3. Health Problems (P3) :

1

4. Radiation Protection (Gg)eral)
, ? i
'

5. Radiation Protection (P ;? o: '
6. Monitoring
7. Emergencies :

8. ALARA ]
9. Reg. Guide 8.13 |

;.

Richard M. Ruby: Attended headquarters sponsored 3 day i

course, Genetic Detection of Pathogens, presented by Mr. r

'.

Walter Hill in 1985. He received 2 hours of training on
radiation safety.

.

4

'4 In addition, Richard M. Ruby has 4 years and y S. Bendeck
i has 2 years of experience working with the P labeled DNA

!probe for regulatory analyses involving E. coli and Listeria.

monocytogenes in foods. Both microbiologists employ .

| mathematical calculations to determine probe decay.'

2. Mr. Edmond Baratta is our consultant R.S.O. - Refer to the
attached license for his Curriculum Vitae. Richard M. Ruby

|

| will be the on site radiation safety officer (RSO).

8. Nickel 63 Electron Capture Detectors

Each person using the GC's will be trained in the safe
operation and use of Nickel 63 electron capture detectors by
Jerry Froberg.

,

I
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Pleosphorus - 32 |

Within the next few months we intend to have a short seminar :
'

on radiation safety covering the requirements under 10 CFR 19
for andliary personnel. hereafter, annual refresher
seminars will be presented. Any new personnel will be given ;

similar training by the Radiation Safety Officer as they
-

_

,

ardve. The course outline is as follows: ;
i
.'1. Introduction to Radiation

2. Biological Effects i

3. Radiation Uses and Natural Doses
4. Radiation Protection and Protection Standards !

5.ALARA
6. Laboratory Safety Concems ,

s. Pieces where radiation is found in the laboratory show i

.

areas on a map. ,

b. Waming signs ,
s

c. Laboratory monitoring of areas where radiation is
stored or used |'

d. How does radiation at LOS DO affect you?

e. Tour of Laboratory

f. SpElal consideration for janitors
.

3. Special considerations r
-

Receiving radioactive shipments ,

-Sample Storage j'

|
h. Special procedures for abnormalities (emergencies) j

i.10 CFR 19 (special concems)'

;

l !

9. Facilities and Equipment
!

a. Nickel 63
De nickel 63'f' oils are in Gas chromatographic detectors in

.- Hewlet Packard models 5890A and 5840A,
1

b. Phosphorus - 32 ,

'
:,

1. Attach Drawings of facilities

2. De Eberline - 120 with Hand Probe HP 260 will be used to
monitor p radiation.

1

i

!
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Eberline Instrument Corporation, Santa Fe, New Mexico will.
"

perform instrument calibrations at 6 month intervals. They {
will gamma caubrate the instruments with the CS-137 and also |
determine a Beta efficiency for P32. .

;

Calibration records will be maintained for inspection
)purposes.
.I

3. TLD Bad ges , both whole' n ring types will be

u sed. They will be che ed every 3 months (quarterly). !

Radiation Detection Company of Sunnyvale, CA will {

furnish the service. {
<

J

4. Nalgene Bench top Beta Shield

!,

1
.,

!

%
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CURRICULUM VITAE !i ,,

t

!

Name : Edmond J. Baratta !
5 Fairlane Terrace '

Hinchester, MA 01890.

i

Education a 'Hashington and Jefferson College !

Boston University j,

B.S. Chemistry - Northeastern University ,

Boston, MA - 1953 !

1

Experience Shell Oil Company, Houston, TX -' 1963-1956 j
Quality Control and Testing of Petroleum Products ;

'

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

National Lead Company, Hinchester, MA - 1959-1961
Research and Development of Methods for Low-level-

,

analysis of uranium tailings and raffinates
. , ;

Public Health Service, Bureau of Radiological Health, ,

Hinchester, MA - 1961-1970 '

'

Environmental Protection Agency, Office of Radiation
'

Programs, Hinchester, MA - 1970-1972
Responsib,le activities weres

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

nuclear weapons fallout.' Training of analysts both -

Federal and State in the analyses of variousu

|| materials such as air, food, water, soil, biota, etc. ,

| d- for natural-occurring and artifically produced radio- I

|j nuclides. -
,,

! - e

1 - - (b) Quality control and testing of various products for
,

natural-occurring and artifically produced radio- 1
I

| nuclides. i

| |
-

(c) Chief of the Analytical Quality Control Service, l

first with BRH and later with EPA. It provided
quality assurance samples, low-level radionuclide
standards and other service to Federal, State, I
International Agencies and the nuclear industry and ;

its contractors. l

1
'

(d) Member of the Facilities Radiation Safety Committee
as a principle user.

|

!

*
qe

,
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CURRICULUN, VITAE - EDHOND J. BARATTA - Pane 2
.

Public Health Service, Food and Drug Administration,
Office of Regulatory Affairs, Hinchester Engineering and
Analytical Center, Winchester, MA - 1972 to Present

' (a) National Expert, Radioactivity - Consultant for the
FDA in the area of radioactivity including, but net
limited to, radionuclide analyses and radiopharmaceu-
tical products.

.

(b) Chief of the Radionuclide Section which performs
quality assurance and testing of radiopharmaceutical
products and radionuclides in foods. Includes
development and research in these areas.

(c) Radiation Safety Officer, WEAC, since 1986, member of-
Radiation Safety Committee prior to thin as a princi-
pie user. Member FDA Radiation Safety Committee.

Qualifications
and Skills ott (a) Consultant to the Atomic Energy Agency, Pan American

Health Organization and Food and Agricultural Organi-
zation

(b) Expert Advisor to the Saudi-Arabian Government on
Radi.oactivity .

(c) General Referee, Radioactivity for the Association of-
|,I - Official Analytical Chemists''

,
'

l (d) Member ANSI N42.2 Subcommittee
*

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

t .

|
.,

(f) Plenary Member, Health Physics Society.

l (g) President, Executive Board Member, Northeastern'

[
Section, Association of Official Analytical Chemists'

|1987-1988
j

..
a

(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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!

l
,

Publications i
!and Presentations

i
;

Over 100 publications and presentations in the field of radiological ;

hesith. These were presented at International, national and local iCOGtings. Papers were published in internationally and nationally i
[1 rccognized journals. :,

Cp;cial Courses !-

i h

Basic Radiological Health
CC;puter Programming ,

;-

Fundamentals of Laser Protection -

Ex0cutive Management Seminar
;

i
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SEINICDC TRITIlt! IJJD NIQ22r63
ELDCITO1 CIGWS DETD:nDIS

Dy
g

'

s

i N. Gaeta, D. Young, S. B trraclough & II. Eidusan
l-
i-
:
i 'Itm purpoco of this L.I.D. is to review current practices and to

update info , tion regarding the handling of trititun (3 ) and'

H

nickel-63 ( N1) radioactivo sources.

uxm uorking with any type of ra.licactivo noterial, tJe nest pru-
,

dont pldlosophy is to koop ones cm.lom to a ndnimn - As im ''

As Heatonably Achievabic (tdAlm). -

'Do cicaning of a tiltion detector is a avutino naintenan:o o;er-
ation in the FDh laboratory and with a few precautions one noy ba

- assurni that a ndniassa of exposuro fran the upta).o of radioactive
natarial will occur during this operation.6

-

12XO/FSD/WEAC has provided n support function for the district7; laboratories for several years. A trititrn foil repositot,y is noin-
tainod at WE/C and nickel-G3 clection capture dotector units canic
be sont to the Winchoctor facility for cleaning and servicing.

Tritlun and nickel-63 radioactivo nutorials are regulated by the
U.S. Hoclear P4.gulatory Cenniccion (tac) and the district labora-
tories are licensed by NDC with regards to the use and handling
of those notorials. Wric has preparod a nodel license for use by
tho districts to mend their licanso which petidts the district
laboratories to clean tritiun foils, exchange spent tritiun foils
for new foils, and to exchange intact nickel-63 detectors with hT/C
for cleaning. District laboratories should ba fandliar with the
requirments of their imC licenses and be prepared to undergo an
NIC audit.

I. TRIT 10M 111U11U1 Ctd'1URI'. IM11U1UlG

3A. Ilandling and Shipnant of Titanitrn Tritido (T133) poils

3Trititsu foils (Ti 11) are purchanod in bulk frcun the nanufacturcr
by FRST/EDRO.When received fran the nanufacturer, they are renoved j

,

frtun their original glassino paper envelopes and replaced in new
I paper envelotes prior to shipnent to the district lateratories.

'

Jul.Y 1,197G:221
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i

Studies have shown that several microcuries of contamination noy ;-

i be on the original envelope. 'Ibe new foils are packaged in glans !

jars with snall packets of silica gel desiccant aM the jar is !

'am.topriately labelod.
.

3
.

Appendix A, Attacinant A (the fornet of which was inprovod by :

J. Burns, R1F-DO) is used for requesting new 311 foils or for re- '

turning spent 3H foils. Upon roquest, tim class jars ara shipted
in cardhet! cylinders Via cCrtified nail (1). Shipping papers, '

,

Appendix A, Attacinants D & C, for the transfer of tie f>>ils along
with_enpty paper onvelopos with foil nunber identification labels-

are also enclosed in tlm cardboard cylinders.'

;

B. Cleaning Tritium Electron capture Detectors ,

'Iho nost connon modes of possible uptake of tritita in a dintrict i

laboratory are by ingestion and inhalation. Prior to re oving the
'

electron capture (3 ) detector frun the G.C.,a work are:. s}culd bo !11

i established in a well-ventilatod hood. '!he analyst should ass (mblo
' all tools, reagents, solutions, noterials and equi ment in.this onolg

area. During the cleaning operation a " Caution - Radioactivo ltterl. tin'' ,*

sign should be displayed in this work area. A shoot of plastic-Sacked
absorbent paper (available from laboratory supply houses) should M ,

used as a work surface which can be disposed of at the end of the'

I cleaning operation. A polyethylene or plastic trash bag niculd bo

|
readily available for all disposable nutcrials.

,

|
Turn off supply voltage to the electrun capture (3 ) detector andH

|
remove unit fran the Gas Chromatograph using asbostos glovos. Place

. unit in a stand in the food and allow to cool before oponing. Ure
i disposable gloves at.all tines when handling cool detector or foil.

Panove screws, etc. , and open (3 )' foil conpartment. Cautiously11
,
' *

|~ renove tritita foil from the conpartment with fine tipped stainless ,

steel tweezers, and place it in a small disposable beaker or vial
(liquid scintillation type is appropriato) containing sufficient,

i

ethyl acetate ao that the foil is cc:pictely immrsed. Place vial
in an ultrasonic cleanor (100 thtt nnximJm output - do not use heat)'

for approximately 5 ntinutes. Support boaker or vial in cuch a way ,

i that it will not tip over in the ultrasonic cleanor. Perove foil
j fran ethyl acetate, air dry and place the foil in a second vial

containing sufficient (1+1) NDH & H O solution to conpletely inverse2
the foil. Depeat ultrasonic cleaning for 10-15 minutes. Twevo
foil fran the vial, place in a large boaker in a sink and rinse with
copious anounts of hot tap water, followed by distilled water. and ,%.

- '
i alcohol rinses. Allow to dry.

! (1) . .In confornance with U_.S. Post Of fico Nequlations, Trang. ort _._ _ _ _
__ - _ _ _ _ _ _ _ _ _ __ ,
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Willo the foil is in tle ultrasonic cicaner, the insido of the ec11
.

'can be flooded with ethyl acetate and swabbed (2 or 3 tines has teen
found sufficient in nost instances) and the inlet and outlet ano
are also rinnod with othyl aootatn. ;.

'Ibe MW-tor electrode should also be rcrioved frcan the cap of tho |
'oell, rinsed with ethyl acetate, H O and acetono, polishod using2

a fine piece of emery cloth and wiped cican. (If additional c1 caning ;

of the eloctrode is desired consult L.I.B. 01733.) '

Rinne the call cap with ethyl acetate. !
1

After all parts of the cell have dried the detector js re-assembled. |
Reset the collector electrode tip at the top of the 311 foil. Ik' turn i

ocll mit to the G.C. and re-establish instnment qcrating Inraneters. 4

. :

Studies have shown that up to 20 microcuries of 311 can Le reicased
3frtan the Ti H foil in the cleaning procedure. All aqueous liquid

unstes can be discharged through a sink into a sanitary sewer fo11cual
by at least 10 liters of water. .All solid wasten are bagged and diu-
carded at the end of tic c1 caning operation into a conventional trash

n containcr. -
,

.

NOIES: >

j 1. Always uso disposable gloves when handling ecolod ec11 or tJe
exposed foil. Frequent changes of gloves may be necess.wy to
atoid cross contandnation,

l 2. Fine pointod twoczers are usually required to rcmove the 311 icil.
: fmn the cell wall, Irwver, once renovedetwomrs with teflon .

tcoatcd tips or pitico of tenon ninghetti covering the tips ulouhl
be used winnover handling t.o prevent scratching the foil.

3. Any organic rinses or cleaning solvents which are not micciblo
with H O should in ovaporated off in a hood in a disposable*

2
container.

'

After cleaning operation is concluded, rinse all reusabic picecs4.
of equipront i.e. twoozer, allon wrench, etc. with copious anuunts
of H O and dry with acetone.2

5. All radioactive notorials and equi nents (tools, etc.) should bei
segregated frcxn normal laboratory usage in a designated radio-'

activity storage area.-

, 3

!

, ,

,

0-- - - - - - - . - , - - - - - - . - - - . . - - - . - - . , - - - . - - - - . - . - - - . - - - - - - - . - . -- . - - - - , - . . . . . - . . - - , - - - - - _ _ - - - - - - - - _ _ _ _ - . - - - - - -
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|

6. Place all disp:> sable materials, i.e. shoot of plastic bseked
paper, beakers, etc., in plastic trash bag and finally renovo
disposable gloves. Place in trash bag, seal and dispose of in a

proper trash container. j
.

!

7. M2sh hands carefully and you can be sure your radiation exposure i

is ALARA. 1

- 1

I

'j C. Radiation Safety Studies - Shiping containers, 3H Release I
' Rates, 7txan Air concentration, Urine Bionssay

-s : .

Ikipe survey studies, using Whatman No.1 filter paper, have j.

been made of the entire package used in the exchange of foils (run !

District labs, Appendix A, Attachment D & E. Only two of over 100
shipnents showed renovable 3H contamination, on the outside of the 1

package with the maximan being 0.0003 uti. Sarples are counted by |
liquid scintillation (using comercially available liquid scintillators)
with minismsn reported detectable activity being 0.00003 uCi (30 pCi). 1,

Invels betwoon 0.0005 and 0.005 uCi of ruovable 3H were found on the 1y g

<~ outside of five (5) glass jars, and one was as high as 0.011 uCi. In

! several'oames reovable contamination w to 0.001 uci was fourd on
| packaging material and 0.0005 uCi on melosed paperwork. Wese IcVels

,

are traceable to the transfer of contamination by the analyst's handling
of the foils. Proper techniques such as the use of disposable gloves
with frequent changes, working in a hood on disposable paper whenever |
handling foils (in or out of their containers) can help to minimize
the spread of contamination and prevent the material fran getting-
inside the bccy.

l .

i A similar swipe survey of the cantainer in kbich 50 foils (each 200
I nci/sq. in.) were received fram the manufacturer showed contamination

levels outside of the netal container - 0.0008 uCi; outside the glass
jar holding foils - 0.02 uCit and the glassine envelopes holding
individual foils - 1 uCi.' Wis again points out the need to use*

,

i gloves and work on paper in the hood. W e latter values of the
i glassine envelopes precipitated a program Whereby the foils are re-

noved fran the glassine envelope and placed in a clean envelopo prior
'to forwarding them to District labs. A scoord envelope is sent for

,

the return of the foil.#

I
Tritium III)'s are used in serics with flamo detoctors. Studies were
done in five (5) District labs, to detennine the release of 3H under n

; operating conditions. Results of studies using Ti3H foils in IrD's Q
operating at approxinntcly 22000, rango frcxn 0.024 uCi/ min (old foilsp
in use) to 1 uCi/ min (imodiately after new foils placed in service).3

- Release rates drop tr/ a factor of 10 within 20 hours of initial
L -h
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3H mir concon-In all five (5) release rate studies the estimated
tration in the G.C. rocas was belcw the rw. 4ed concentration 'l
guide for non-restricted areas. mis was based upon the total !

.

nuser of detector units in the rocn and sczm unfavorable conditions
of roczn sise, air changes (3 per hcur), and a 40 hour occupancy :

factar. % confirm the icw air concentrations urine bionssay studies !
were done in three (3) Districts using liquid scintillation counting :

for 3H in urine. De ==yi== 1cvel was 35 pCi 3Wec urine with throc :

(3) other values frtrn 13-19 pCi/cc and three (3) results ler.s than :

10 pCi/oc, the minimzn detectabic level. Wese acrgnre with tie
occupational worker limit of 28,000 pCi/ce. It is ro m . w ded that i

initial urine studies be done at each District lab with yearly sttrlics i
;

; therea.fter. Districts are requestod to contact FR U/FDRO on this '

mattar..

3
i . D. Scanditan Tritide (Sc H) ,

3 3A Wrison of Sc Il versus Ti H foils in the Barber Cblman
(pin-cup) detectors .was made . to imestigate the possible re- .

' placa mnt of Ti3H foils. Sc3H foils are stated as being canable of *

operation at elevated taperatures and this study was to shcn t!eir
parformance at higher taperatures and to investigata cleaning ofs ,

'

the foil by sinply raising the tepc ature of the detector. * A single'
'

.

study of' release rates with a new Sc H foil, gave a releaso rato of '

12.5 uCiAnin at 2720C and 1.4 uCi/ min at 2220C Wis release rate
did to 0.15 uCi/ min in 24 hours and stabilized at 0.05 uCi/ min
after several days. After cleaning this foil the release rate was ,

measured at 16 uCi/ min. mis study was inconclusive and it is hopM
'

that further studies will be mado using Scandiun foils,
'

t
' II. NIC)32r63 DETDCIORS

0
I EDRO/ #WDhc provides clean Ni ECD's to all District and Headquarters

|
laboratories. %c detector is ret 6rned to the WAC for exchange or '

' ; ) cleaning. 'ne units are shirM via certified mail and the necomm'
raperwark is sh,.m in the tonnndim Attaciment B & F.

..
,

.

1
Detector cells are taken apart under controlled conditions in a hcod-

3in the Conter's hot lab. Toils are c1 caned similarly to T1 H fcas,
L v

|'
cthyl acetato cleaning in an ultrasonic bath for 15 minutes followed
by warm EOH ultrasonic cleaning. Liquid wastes up to several micro-
curies are absorbed and disposed of as solid waste material. 100

gallons of dilution water would be necessary to discimrge the liquid,

| into the sanitary sewer but'the concept of AINm maans that these
<

liquid wastes can easily be handled as solid wastes at WAC.i
!; y

. ,

*
- _ _ _ _ _ _ _ _ _ _ _ _ _ _
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'(2) release rate studies have shown no signi.ficant rulease ofj
; i fran these electten capture detectors. However, these are

n-11y operated as a single unit, not in series with fisme detector i

as are 311 IrD's, and can be vented through a piece of tubing to an I

exhaust hood or to an outsido window. 4

.,

i

k ipe s ys of thumo III)'s,as required by NRC Liccrme for re- |
'

novable i contamination are provided for each lab each January
and July. Alcohol noistened swabs (ootton-tipped sticks) are used i

to rub over the detector, criphasizing potential leak arcas, such j1

; as the output tezminus and joints. i

! 'the sweb, in a sealod tubo, is mailed to WCAC for liquid scintillation !

i counting. Most results have boon reported as belcw the minimtra ;

63 i contamination. !detectable limit of 0.00002 uCi of retovable N
A value of 0.005 Ci is the level considered to be a leaking cell, y*

63 i detectors, frun one manufactoring sourec, s}c4x1 greaterSeveral N
than 0.005 uCi of raiovable contamination. However, the contasmination !.

was traced to the foam rubber packing material usod in th original
'tshipping and storage container, and not to a detector leak.

i '

I '
6 -

III. EDt%RY AND 00tCL11SIONS
|

f District Labs are capable of cleaning T13H foils in electron capture '
'

detectors. It is necessar,1 that individualsuse disposable gloves at
all times when they handle bare 3H foils or T6D container (cells,
jars, envelopes). 'the ethyl acetate and NOI! cleaning shall be done on ,

plastic-lined absortaent paper in a hood. ICD's shall be vented
,

e*
, .

L through tubing outside of the Itxxn where possible. New foils should -

l be stored under control conditions, preferably in an exhaust hood arca'
'

|'
All equipnent (tweczers, pilon wrenches, ect.) usod in the cleaning of
the foils shall be sogro' ated frun tonnal use in the laboratory and kept -

go
I in the radioactivity storage area with the foils and spare collr. Used
! foils should be returned to WEAC as quickly as possibic. ;

J .

Nipes of 63Ni ICD's nust be performed each January and July. 94 abs
are forwarded to WEAC for liquid scintillation counting. Results to

I
gNi contamination.te, except one manufacturor, have shown no significant rartovabic

*

|
I Values for 3H contamination levels, roam air concentration, urine

levels, the total result of all foil handlings and detector operation,
give a 311 b3dy burdcn which ecrpares favorably to the limit for the
occupational worker of 2000 uCi. Values found are extranaly low but
today's philosophy of cxposures, As low As Peasonably Achievable, d-
"AINM" suggest that sinplo techniers of the use of 91crecs, control,

.I.
areas, and venting can reduco exposures to minimum values.

.

I

A i. . - - -- . - - . - - -...-.-.-,.-..---..-,_..-...,-_..,n- , - , . . . - . . , - - - , _ . . - - - , . , , . . , - _ , . . - - -
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7 PART A. ( USE ADDITIONAL SilCCIS 11' HCCESS Ally )
i

. , - '.

; 2. IF Nth' IVIL(S) ARE DESIREU,0M11'LETE PART 11.
j

'
3. SICH AtlD DATC tutui.

':

4. RETUR!l IVIL(S) TO: tit!! CAITA IICALTil l'IlYSICIST
EURO/WEAC, llFn.1300 I.

109 II)LT0tl STnCCT |

L'It:CllCSTEll. MASS. 01090 !

ITS 839 8712

LICCtSC f10. 20 08361 01 !,

,

,

PART A. SPENT IVILS RCTURt:Eu .
., ,

'

. % ,' .
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- -- -
,

'

2. $
. .

i

3. Acnt.u ut.l:Ici:n n l.cri l'r, ,
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,
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*
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"'
f. 5. DATE
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_

.
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!
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!

4
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i
WINCHtlitM INGINE EMING AND I

; ; AN ALYTICAL CLNTt h.

;

!
100 MoLToN sT#tt? !
WINCHI ST E R, WAllACHU$tTT E o tt#D

|
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SHIPPER'S CERTIFICATE i
!

!

$ T1118 PARCEL C0!! Tall!3 AN EXDtPTED RADIOACTIVE DEVICE j

.s. t

f

RADI0 ACTIVE MATERIAL NO. ACTIVITY. mci TRANSPORT GRPUP !

NICKEL '- 63 CELL VII
|

'

TRITIUM (3)T0kL(S)H VII
., ,

I

| E
.'

j NO LABEL REQUIRED
.;

This is to certify that the above named article (s) are properly t

classified, described, packaged, marked, and labeled and are in
proper condition for transportation according to applicable
regulations of the Department of Transportation, Post Office, |

and to the IATA Restricted Articles Regulations. This shipment
is within the limitations prescribed for passenger-carrying aircraft.

,

l..

DISTRICT SHIPPING DATE J**
-

t

BY:
' 3

,

:, Neil A. Gaeta i
'

C(rtified !!cnith Physicintt-

-i i .

'

' !
i i

h |

Tj OI
l

il
'!

' |
.

:i ,

,.4 - 3



-. - - - - . . - . - . _ - _ _ . _ . -.

-

. . . o i

!
-

..
'

-
.

.

*
.

,

I NO. 2151
,
+

INSTRUMENTATIONAPPENOlX A , ATTAotmr C PAGE 9 of 12
<

; Food and Drug Admineswetten
i EoRONrEAc -

TRITIUM FOIL ACCOUNTABILITY FORM :; 100 h h .

; Winehesist,inees.'

:
t

INSTRUCTIONS:
*

-

; 1. W and dote lower portion of pink appy and return upon receipt of your order,
2. Retain white espy for your records,

a ,

j .. .

ISSUED TO:
t

.

.

i ?

!

-
.

.

PER REQUEST OF DATE

-.-

FOIL o RELATIVE INTENSITY DATE OF SURVEY INITI ALS

- C-~~~_-__---*
-------~~-- ------___ _______

,

'
.

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

.

- ------ - - _ .

--------- - . _ . _ - _

-------- _ . _ -- .

------ -- - ._ - _ _ . .

.

------ - _. . ._ _ _ _ .

.*
-

i

RECEIPT: .

THE TRITIUM FOILS DESCRIBED ABOVE WERE RECElVED IN GOOD CONDITION.

SIGNATURE DATE

- - ,= = ..x-: . . - . , - -.
,

-

1

I

RETURN TO: I
1

NEIL GAETA, HEALTH PHYSICIST

EORO/WEAC |-

| 109 HOLTON STREET

( WINCHESTER, MASS. 01890 )
| !
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE NO. 21511 i

Puouc we ALTH scavict INSTRUMEllTATION !
'
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wtNCHttitM ENotNEERING AND
q ANALYTICAL CENTER

* 100 HOLT ON ST RL t T
WINCH $$T E M. M AttACHUS$ TTS 01090 1

I
. TELtPHoNt 417779 6700

District

Date

t

'' TRITILM SURVEY OF PACKAGE l'STD

-70 RETUR)I USED H F011,5

.'- Activity. Aici j

Outside of Shipping Container ................... I

I
'Packing Material ................................ j.

.

Outside of Class Jer ............................ |
-

,

'

Inside cover of'0 lass Jar ....................... _

3 l

,' Paper Envelope holding H foil ..................
1

'. * Paperwork in shipping container . . . . . . . . . . . . . . . . . '

i

i

comments j

.

5

i

' .. .

..

NDA a No Detectable Activity. This compares as 1Less than the minimum
; reportable, removable contamination level of 0.00003 uti. -

,

.
1 .

3l

Reminder - Always use disposable gloves whenever handling btre H foil.
i

Wipe , tar, with clean moist tissues before packing.l ,

,

Neil Gaeta, llealth Physicist

EDR0/FSB/WEAC
l' FTS 339-8700

.)
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""
80 8 11sers of it Foils for Cas Chromatographs January 19. 1976

'

NO. 2151
'

INSTRUMENTATION-

PAGE 11 of 12.
,

'

| 8 Cl*l 8 Neil Caeta,11ealth Physicist

EDRO/WEAC
-

,

'. WlU8 341 Foil Storage
.

.
,

i * Recent swipes of glassinc cnvelopes used to hold new li folls at i
WEAC showed removable contamination. As an added preenution ar,ninst
personnel contamination, new foils will be shipped in small paper'

envelopes. These are to be stored until ready to use, as outlinc& .

.

in previous memoranda. . .'

;. . .

I An additional paper env' elope is included with the accountability
forms. When the new foil is ready for usc. remove it from its# *

$.- original envelope and discard this envelope. The second, clean' ' '

envelope can be taped alongside the CC and used to return the. foil4

when it 15 8 Pent. An before, disposable gloves are to be used
whenever !! foils are handled. t

.

~|
Neil A. Caeta
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APPDCIX A, ATmCHNr F !'

!/
.

NICl;EL-63 CE).L EXCilANGC l'OltM NO. 2151
INSTRUMENTATION )!

PAGE 12 of 12 |
INSTRUCTIONS: (1) COMPLETE PART 1 AND PORWARD TO |

-

i

NEIL CAETA, ilCALTH PilYSICIST j

CDRO/WEAC, H1'it-1300 ;
i 100 llOLTON STREET :.

'

WINCllESTER, MASS. 01090

FTS - 039-0712 , LAC , Mo. 20- 06 $6t - Ot
>

:

(2) a. CLEAN CELL (S) WILL BE FORWAltDED TO YOU, if AVAILAULE. .j
i,

T b. ACKNOWLEDGE RECE!PT OT CELL (S), PAllT 111
a .

N (3) COMPLETE AND SIGN PAllT 11; RETUltN WITH DIRTY CELLS. |
*

(4) PAllT 11 WILL DE COMPLETED BY EDRO/WEAC AND A COPY':

RETUllNED TOR YOUR RECORDS.
;
'
!

*,

(5). MODirY TilCSC ITEMS AS NECESSAltY TO'ItETURN C01:1. l'OR
|FOIL CLEANING ONLY, RETURNING CELL (S) WIT!! Tills .

TORM.4 7-

;

PART1

PLEASE UCHANGE CELL (S): CLEAN CELL (S)
'

DISTRICT, LICENSE NO. _
,

_ _ _

.

>
. .

*

i

1 PART 11 - Nickel-63 Coll (s) to EDRO/WEAC
' " Acknos. lodoome njs_-

Model Cell Sorial No. WEAC Sionoturo Datb District Slonature Date

!
'

! -
.

,

-!

PAltT 111 - Nickel-G3 Cell (s) from I;Di(0/WI:AU :|

(( b.ghngwiedgement:..

l' Model Coll _ Serial No. Wl:AC Signature Date lais tgyt_ t;iuna tu re . l.b t e

-

,g u.
'

| [ /
.

.

^
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BTANDARD OPERATING PROCEDURE j

RADIATION 8AFETY PROGRAM J

;

REFERENCEt " Radiation Safety Handbook for Ionising and Non-lonizing ,

Radiation,' USD, HEW, PHS, FDA, July 1975. ;

'

A. ORGANIEATION
i

The Los Angeles District Laboratory of the Office of Regulatory Affairs
(ORA), Pbod and Drug Administration (FDA), Pubhc Health Servloe (PHS), |
Department of Health and Human Servions (DHHS) is kraated in Los Ange)es, ;

CA. They will use the radioisotopes phosphorous-32 as a tracer in assay i
studies.

B. ON-8ITE RADIATION SAFETY OFFICER ,

h Mr. Richard Ruby is the onsite Radiation Safety Officer.

I Wr. Edmond 7. Baratta, Radiation Safety Officer, FDA/ ORA /WEAC/, will serve
as consultant. His address is Winchester Engineering and Analytical-

Center,109 Holton St., Winchester, MA 01890. ;

The duties and responsibilities of the on-site Radiation Safety Officer
(RSO) are:

..

1. To supervise the radiation monitoring of all personnel using
phosphorous-32 ,

,

2. To instruct personnel in the proper use of phosphorous-32
,

.,

J.-
3. To receive, store, inspect and record all phosphorous-32 ,

4 4. To keep a current inventory of phosphorous-32 ;

5. To supervise decontamination in cases of accidents or incidents
involving phosphorous-32

6. To alter or order cessation of any operation that might result in
hasardous incidents or release, of phosphorous-32

,

This authority extends to those cases involving releases or contamination
of radioactivity and shall involve actions that are either consistent with
established radiation safety procedures and/or consistent with the
prevention of injury to employees.

|

.

J

v n - --- a- - - - - . ----- . . - - - - _ _ - _ - _ . - - _--n _ _ _ - . _ _ . ,-, n-w,,_ --,_-,___,,,.,.-,n..,,n..,_.,.-,,..v,,,,,,,.-e.-,,.,,~._..,.,,,..a.r,, .,-



c. .

I.

i

7. To maintain records of personnel exposure, routine laboratory
monitoring, accident reports, an activities of the RSO, and

,

records of receipt, storage, use, disposal, inspections, and j
transmittal of au radionuclides. '

8. To mainten and cahbrate survey instruments and mentain a supply
of appropriate radiation protection materials, devices, and ,

supplies. j

9. To assure that personnel fouow the provisions of the Radiation 'l
Safety Procedures and the NRC license followed. J

|

10. To conduct a continuous program of radiation hasard evaluations and j
elimination. '

l
11. To furnish assistance on au aspects of radiation protection. '

in
y C. PROCUREMENT OF RADIOACTIVE MATERIA 1.8
;. '|
L Request for the procurement of phosphorous-32 must be submitted to the RSO

for approval.
'

l. Procedures for the procurement of radioactive materials are: !
?

ta. Au requests for phosphorous-32 shan be submitted to the
Radiation Safety Officer for approval.

,
,

b. All radionuclides will be shipped directly to the Radiation
Safety Officer who will log au pertinent information and prepare
an inwntary form (Appendix A)' before dehvoring the shipment and~' >

inventory form to the user indicated on the request form.

||- c. It shan be the responsibility of the radionuclide user to ,

iL maintain a continuous inventory of, each .radionuclide in his or +

. fj her possession and its disposition history by use on this form. ,

Immediately upon final disposition of the nuclide he or she shall i!

i., return the form to the RSO. [

d. Procedures for Safely Opening Packages Containing Radioactive
Material

..

1. Special requirements will be followed for packages containing (
quantities of radioactive material in excess of the Type A
quantity limits as specified in paragraphs 20.205(a)(1) and
(c)(1) of 10 CFR Part 20 (more than 20 Ci for Mo-99 and Tc-99m). t

They will be monitored for surface contamination and external
radiation levels within 3 hours after receipt if received during
working hours or within 18 hours if received after working hours,

i

r

I
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in accordance with : the requirements of paragraphs 20.205(a)', 'c
~ through (c). All shipments of 11gulds greater than exempt

'

quantities will be tested for leakage. The NRC Regional Office
win be notified in accordance with tha regulations if removablej ,

contamination exceeds 0.01 uC1/100 cm or if external radiation i

levels exooed 200mR/hr at' the' pa'ckage surface or 10mR/hr at 3
feet (or 1 m). ,

i 2. For' all packages, the following additional procedures for opening' ,

' packages will be carried out.
1

a. Put on gloves to prevent hand contamination
~

b. Visually inspect package for any sign of damage (e.g. wetness, I

crashed). If damage is noted, stop procedure and notify _;

J Radiation Safety Officer.
T1 c. Measure exposure rate at 3 feet (or 1 m) from package surface !~

and record. if > .10mR/hr, stcp procedure and notify Radiation ;

Safety Officer.*

s

d. Measure surface exposure rate and record. If >200 mR/hr, stop
procedure and notify Radiation Safety Officer.

e. Open the package with the following precautionary steps:

(1)' Open 'the outer package (following manufacturer'so

directions, if supplied) and ~ remove packing slip.
-.

.

(2) Open inner package and verify that contents agree with those'

on the packing slip. Compare requisition, packing slip, and
label on bottle.

!.7 .
Check integrity of final source container (i.e. inspect for

'

(3)
| 't breakage of seals _ or vials, loss of liquid, and

j i. discoloration of packaging material).

(4) Check also that shipment does not exceed possession limits.
;

f. Wipe external surface of final source container and remove3
k wipe to-low ba' kground area. Assay the wipepd record amountc

L! of removable radioactivity (e.g. uC1/100cm , etc. ) . Check

b wipes with a thin-end-window G-M survey meter, and take
|-

precautions against the spread of contamination as necessary.
L[ g. Monitor the packing material and packages for contamination

before discarding.

o,

Y (1) If contaminated, treat as radioactive waste.

(2) If not contaminated, obliterste radiation labels before i

discarding in regular trash,'

1

i. i
| 1

j

; |
'

.. . . - . . - .. -. ._ _. . .
.
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3. Maintain records of the results of checking each. package, using
* Radioactive Shipment ~ Receipt Record" (see'next page) or a form -i<

centaining the same information. .

D. RADIATION AREAS -

l. A ' radiation- area' is defined as any area accessible to personnel-'' '

in which there exists. 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 any hour a dose in .

excess of 5 mrum, er in any 5 consecutive days a dose in' excess of'
100 mrom.

,

;

a. Each radiation area shall be' conspicuously posted with a sign (s) "

bearing the radiation symbol and the words.
I. CAUTION i

"

'

.' RADIATION AREA
1

,

2. Each area or room in which licensed material is used or stored and. r
'. y which contains any radioactive material shall' be conspicuously.

q posted- with a sign (s) bearing the radiation caution symbol and the
!3 ' words:

IGAUTION
RADIOACTIVE MATERIAL

.

3. A room or. area is not required to be posted with a caution sign
because of the presence of a sealed source provided the radiation

,' level at 12 inches from the surface of the source container or .

housing does not exceed 5 mrems per hour..

M- 4. Containers
W
I Each container in which is transported, stored, used, or

contaminated with a quantity of licensed material greater than the
1, .

quantity of such material specified in Appendix C shall bear a''

durable, clearly visible label bearing the radiation caution symbol
and the words:

ICAUTION''

RADIOACTIVE ' MATERIAL

5. Laboratory containers, such as beakers, flasks, and test tubes used
transiently in laboratory procedures, do not require labels when
the user is present. When such containers are to be left
unattached for periods of eight (8) hours or more and contain
material in concentrations greater than those specified in Column
2, Table 1, Appendix B, they will be labeled as described in
subparagraph 4 of this part.

.

,, - . , ,- r.__..-- .,.,,,..v-a.m.- , , ,r ..m--. - . . - . . ,, - .
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6. Where containers are used for storage, the labels required by this
- section shall state also the quantities and kinds of radioactive

materials in the containers and the date of measurement of the
quantities.

E. 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 his exposure to radiation as low as possible
specificany, below the Maximum Permissible Exposures.

2. Wearing - the prescribed personnel monitoring equipment in
radiation areas.

3. Each individual user shau utilize all appropriate protective
y- - measure including the fonowing:

I a. Shan wear protective clothing whenever contamination is

1 ,; possible.
4

b. Shau wear gloves and, where necessary, respiratory protection''

" ''-devices as prescribed.

c. Shan use pipette filling device. Never pipette radioactive
liquids by' mouthI

d. Shan perform radioactive work within confines of an exhaust
hood or glove box, unless approval has been granted by the RSO^

for working in the open.
,g- *
;

g; e. Tg analyst win be working with exempt quantities (10uC) of
4 P . - However, we routinely employ (a) plexiglas shield, (b)

monitor the work area and analyst with radiation meter after
; }! ' each use, (c) analyst wears a whole body radiation badge and

finger ring with each use, (d) analysts routinely practice a
brief mock run of the analysis and (e) safety glass of
prescription eyeglass are always worn in the ' laboratory.

4. Each user shan' survey his hands, shoes, and body for
contamination before leaving * radiation areas.

5. No smoking or eating in areas where radioactive materials are
present.

6. Maintain good personal hygiene.

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.

i

I

_

,
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c. Should wash hands and arms thoroughly before handling any
* * '' '

object which goes to the mouth, nose, or eyes.

7. Shall survey the immediate areas of hoods, benches, etc., during 't
1

and af ter thec use of radioactive materials. Any contamination '

should be removed immediately. If such removal is not possible, .j
the area shall be clearly marked and the Radiation Safety Officer
notified. Tvery . 3 months wipe surveys of the bench top working !

area and the storage area will be performed and checked with a ?
o

contamination is 2 detectedliquid scintillation counter. 2 (If anyI microcuries/100cm ).that exceeds 1,000' DPM/100am 500x10 The 1
'area or clothing will be decontaminated. .

8. Shall keep the area containing radioactive materials neat and |

clean. The work area should be free of equipment and materials I

} not required for the immediate procedure. |

1 9. Shall store or transport materials in appropriate containers,
preferably double containers, to prevent breakage or spillage and ;

to insure adequate shielding. I
|< |-8

- !. Ih~.' Shall keep work surfaces covered with absorbent material and will- j

employ Fiberglas splash trays or pans to limit and collect I

spillage in case of an accident. |
'I

11. Shall label and isolate radioactive waste and equipment, such as 4

glassware, used for radioactive materials. . Once equipment is' |
used - for radioactive substances, it shall not be used for other I

work or sent from the area to cleaning faMties, repair shops, I

or to surplus, until demonstrated to be free of contamination. |^

.

12. Shall report ' all accidental releases, inhalation, ingestion, or
injury involving radioactive matarials to his supervisor and the j

'

: Radiation Safety Officer,. and shall carry out their recommended i

1- corrective measures. Each individual shall- cooperate in any and |

all attempts to evaluate his exposure.
,

,.

13. Shall undertake decontamination procedures when necessary and'

L will take the necessary steps to prevent any additional spread of g
l contamination.

..

14. Refrigerators shall not be bsed jointly for foods and radioactive
materials.

F. EMERGENCY PROCEDURES
|

Emergencies will generally be in the nature of spills, fires, or j

explosions, by which radioactive materials can be dispersed or released. I

i

l

!

!
!
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In case 'of emergency the following procedures shall be followed:

It In the event of a fire, explosion,- spill or hazardous
malfunction, notify all persons to evacuate the area at once. -

-

2. Notify the' fire department in appropriate. Phone No.:

3. Notify the on-site RSO and immediate supervisor. RSO Office
Phone: 983-7575 or Home Phone No.:

.

4. Attempt to extinguish - fires- if - radiological hazard is not
immediately present. '

5. Shut off heating and air conditioning equipment if airborne

; contamination,-if possible.
,

e'
7 6. Monitor all persons involved in the emergency or control action.
.-

'y 7. Following the emergency, monitor the area and determine the
y o:, protective devices if necessary for safe decontamination. The
.;. RSO shall be available for this determination.
|*- . .

W. The responsible supervisor. shall prepare a complete' history of
the emergency and subsequent activity. including corrective and
preventive actions taken related thereto for the-RSO.

,

-
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APPENDIX A ,

t.,

-- DHHS/PHS/FDA/EDRO
,

LOS-DO LABORATORY BRANCH {
,

f

4

Inventory of Radionuclides ,*

User Quantity Supplier ,

'. ;"
.

, .

@ .Date. Received Date Assayed Half Life

w I
Final.

Quantity Date Location, Receiver & Remarks Disposition

original '

Balance

Transferred

New Balance .

Tranaferred.'

New' Balance
.

Transferred
. , .

New Balance,.

'1-.
d Transferred -

New Balance
*

.

RADIOISOTOPE
' ' . .

!

I

|
t

j. '

;
;

-k \

: ! :. ,

|.-
1
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