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Docket No. 030-31684
Control No. 112158

lodo Products, Inc.
ATTN: Norman Shapiro
Vice President
80 Bacon Street
Waltham, Massachusetts 02154

Gentlemen:

Your request for a new license dated March 2, 1990 has been voided because you
did not respond to our letter dated May 9, 1990.

The fee you paid will not be refunded because time and effort were <rzui in
review and evaluation of your request.

If you need further clarification regarding your fee or the possibility of
reactivating your application, you may contact Glenda Jackson, Chief, License
Fee and Debt Collection Branch, 301-492-8740.

Sincerely,

Original Signed By:
Francis M. Costello
Francis M, Costello
Nuclear Materials Safety Section B
Div::fon of Radiation Safety
and safeguards

F/‘?c
R1:DRSS 5§
Costello: jd nneman

09/ /90 fo/3 /90
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Docket No. 030-31612
Control No. 112158

lodo Products, Inc.

ATTN:

Norman Schapiro
Vice President

80 Bacon Street
Waltham, Mas-achusetts 02154

Gentlemen:

This 1s in reference to your application deted March 2, 1990, for a byproduct
material 1icense. In order to continue our review, we neud the following
additional information:

1.

Your application requests authorization for a large quantity of

radioactive 1odine for fodinations and this reouires that the authorized
user have substantifal experience with similar quantities for similar

uses. In your application, it appears that the proposed user's training and
exparience are not commensurable with your proposed maximum possession
1imits, Please provide information that includes the type (on=the=-job or
formal course work), location, and duration of the training. Training
should cover (a) principles and practices of radiation protection,

(b) radioactivity measurements, standardization, and monitoring technigues
and ins*ruments (c) mathematics and calculations basic to the use and meas=
urement of radioactivity, and (d) biological effects of radiation, The
description of the use of radicactive materials shou.d include the specific
{sotopes handled, the maximum quantities of materials handled, where the
experience was gained, the duration of experience, and the type of use.

We will be unable to fssue you a license for this quantity of materia)
unless there 1s a qualified individual to be the authorized user,

Submit a description of the duties and responsibilities of your Radiation
Safety Officer. The typical duties of a Radiation Safety Officer would be:

a. To ensure that the use of radicactive material is by or under the
direct supervision of indiviouals specifically listed on your license.

b. To ensure that all users (where appropriate) wear personnel monitoring
equipment when using radicactive materials.

¢. To ensure that radifocactive materials are properly secured against
unauthorized removal at all times when not in use.
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d. To perform routine inspections of all laboratories using or storing
radioactive materials.

e. To ensure that the terms and conditions of your license are met, and
that all required records are maintained,

In your application, you didn't describe a training program for ancillary

personnel (maintenance, security, etc.) and personnel involved in

radionuclide work, Please describe a program that it will:

(a) be of sufficient scope to ensure that all personnel using redicactive
materials receive proper instruction in accordance with 19¥.12 of 10
CFR Part 19 (enclosed);

(b) provide for personnel to be properly instructed before assuming
auties with, or in the vicinity of, radiocactive materials with
retraining as necessary.

The training given to each group should be commensurate with the duties
and responsibilities of the group and need not be the same for each group.

Please describe the method and frequency for testing the face veolocity
of your hood.

Your equipment should include a survey instrument with a Nal detector
probe to detect 1-125 contamination. Please specify the instrument
that will be used for this purpose.

In your application, you did not specify the instrument used for
determining activity in the thyroid. If you are using a consultant
to determine the a~tivity in the thyroid, please specify their
fastrumentation, calibration procedures and the type of phiantom they
are using.

Please provide a description of the routine survey pregram, including tie
areas to be surveyed, the types ana levels uf radiation and contamination
considered to be acceptable, and provisions for maintaining records of
surveys. The individual user should supplement the surveys performed by
the radiation staff. Regularly used laboratories should be surveyed for
contamination at the end of each workday {except when quantities less than
those in Appendix C to 10 CFR Part 20 are handled by an employee at any
one time), and the user should maintain records of such surveys in units
required by 10 CFR Part 20, even if conly a single measurement 15 necessary.

Please provide a copy of vour labaratory instructions. Typical
fnstructions should inclide:

a) Wear laboratory coats or other protective clothing at all times in
areas where radioactive miterials are used.

b) Wear disposable gloves at all times while handling radicactive
materials.

OFFICIAL RECORD COPY ML 252 COSTELLO ~ 0002.0.0
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lodo Products, Inc. «3-

10.

¢) Either after each procedure or before leaving the area, monitor your
hands for contamination in & low-background area.

d) Do not eat, drink, smoke or apply cosmetics in any area where
radioactive material is stored or used.

e) Do not store food, drink, or personne) effects in areas where
radiocactive material is stored or used.

f) Wear personnel monitoring devices at all times while in areas where
radicactive materfals are used or stored.

¢) Dispose of radioactive waste only in designated, labeled and properly
shielded receptacles.

h) Never pipette by mouth.

1) Wipe=test radiocactive materia)l storage, preparation and use areas
weekly from contamination. If necessary, decontaminate or secu“e the
area for decay.

J) Refrigerators shall not be used jointly for foods and radiocactive
materials.

k) Confine radicactive nolutions in shielded containers that are clearly
labeled.

1) Secure all radioactive material when not under the constant
surveillance and immediate control of the authorized users.

In your application, you did not indicate how you will secure licersed
material (10 CFR 20.207). Please specify how you will preclude the
unauthorized removal of licensed material from the place of storage.

In your application, no mention was made of establishing and posting
emergency procedures. Regulatory Guide 10.7 recommends that licensees
establish emergency procedures that address immediate actions to be taken
and persons to be contacted (including appropriate phone numbers). Please
confirm that you will draft and post a set of emergency procedures. It

is recommended that such procedures contain:

a. Instructions to be followed & ng minor spills.
b, Instructions to be followed during major spills,

Your radiation safety officer's name, his office phone number, and a
phone numter to be used during o'f hours.

OFFICIAL RECORD COPY ML 252 COSTELLO - 0003.0.0
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11.

12.

13,

i4,

In your application, you didn't specify the procedures for decay-in-
storage. Please confirm that you will hold the radicactive waste in
storage for at least 10 half-lives. Survey the waste in a low background
area with a Tow=leve)l survey meter and with al) the shielding removed.
Also, please confirm that you wil) not dispose of the waste as norma)
trash unless the radiation level s at background.

Please provide procedures for examining incoming packages for leakage,
contamination, or damago and for safely opening packages in accordance
with 20.205 of 10 CFR Part 20. The monitoring should be performed as soon
as practicable after receipt of the package of radicactive material. The
procedures may vary depending upon the quantity of radicactive material
received, but should, at a minimum, include instructions for surveying
packages, wearing gloves while opening packages, and checking packing
material for contamination. Even though 20.205 of 10 CFR Part 20 exempts
certain packages from immediate monitoring, all packages should be
monitored before they are opened.

Please describe your procedures for ordering radiation materials, for

receipt of materials, and for notification of responsible persons upon
the receipt of radioactive material. Please specify these procedures

and state who has the responsibility in these situations.

10 CFR 20.103(b)(2) requires that licensees make evaluations and take
actfons to assure against recurrence whenever an intake of radiocactive
materfals exceeds the intake which would result from inhalation of such
material for 40 hours at the concentration specified in 10 CFR 20,

Appendix B, Table 1, Column 1. This intake of radicactive materials 1s
frequently referred to as "40 MPC - hours". Please describe how your
bioassay procedure will be able to detec* an intake of 40 MPC “ours and
confirm that, when such an intake is identified, you will make the required
evaluation and take the actions necessary to assure against recurrence.

In support of your request for 1000 millicuries of fodine=12% and

500 millicuries of fodine~131, you should develop and submit special
safety instructions to be provided to individuals using millicurie quanti=
ties of radioiodine. We recommend that your procedures include, but ~ct
be l1imited to, the following:

a. A mandatory radiation survey and wipe test procedures aft.r each use.

b. Bicassay procedures for individuals working with millicurie quantities
of radioiodine.

¢. The use of vented hoods tor fodination and for the storage of
millicurie quantities of radiofodine.

d. The use of dry run prior to the performance of unfamiliar procedures
in order to preclude unexpected complications. In addition, 1t is
recommended that the radifation protection officer be present during
new procedures.
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e. Procedures for measuring the concentration of radiciodine from the
hoods where radiciodine is stored and where fodinations are performed.

We will continue our review upon receipt of this information. Please reply in
%gglj%ct to my sttention at the Region I office and refer to Matl Control
0. 1 8.

If we do not receive a reply from you within 30 calendar days from the date of
this letter, we shall assume that you do not wish to pursue your application,

Sincerely,

Origing! Swgned
Francis M. Wto

Francis M, Costello
Nuclear Materials Safety Section B
Division of Radiation Safety

and Safeguards

Enclosures:
1. 10 CFR Parts 19, 20 and 30
2. Regulatory Guides B.20 and 10.7

R1:DRSS
Costello

04/ /90
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Bacon Street

Waltham, Ma 02154 fo/M 4‘.' 03¢20

March 2, 1990

V.8, Nuclear Regulatory Commiseion
Region 1

475 Allendale Rd.

King of Prussia, PA 19406

Attn: John Kinneman

Dear Sir,

1 have attached, in duplicate, the NRC Form #313 I and a check for
$460.00.

We had an NRC license #EMBE-1419, priority 11l category E from 1942~1986
under the name of Resource Engineering, Inc., The license allowed us to
conduct analytical research on depleted uranium. We requested to terminate
this license on 2/2/86 because we were no longer in this business.

We are presently planning to start an additional Vintur( to manufacture

iodinated products. We are also planning to repackage '1 and 1311 in emal)
quantities. We will apply for a distribution license once we receive a

manufacturing license.

If you have any questions or suggestions please feel free to call on me
at 6178946720,

Thank you.

Sincerely,

ZQ Py, A ju{xw

Norman Sct m ro
Vice Presfdant
£

&
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Datenibe i dotaid the information required for flems 16, 16 and 17 Begin each item on
separate page and key to the applicetion as follows

15 RADIATION PROTECTION PROGRAM.  Describe the radiation protection progiam as spgropriate o
the material to be vsed including the duties and responsibilities of the Radiation Protection Ofiger,
control measures, bioassay rocedures (# needed!, day to.day general satety instruction te he followed,
ete. 11 the apphiostion is for sealed source’s alss submit leak tegting procedures, or if leak testing will be
pecformed using 8 leak tost kit, specily manulacturer and mode! number of the leak test kit

16 FORMAL TRAINING IN RADIATION SAFETY  Attach 8 recume for each (ndividusl named in
Items B and 7. Describie individual's formal training in the following areas where apnlicable, Inelude
the name of petson of institution providing the training, dutation ol training, when training was
received, ete .

8. Principles and practices of radiation protection

b. Radioactivity measurement standardization and monitoting
technigues and imtrum?nn.

o Mathematics and ealeulations basic to the yse and measurement of
toadioactivity,

d. Biological elfects of radiation.

17, EXPERIENCE.  Attach 8 resame for sach individual named in ttems 6 and 7. Deseribe individual'y
work exporience with radistion, including where experience was obtpined. Work expetience or on
the job training should be commenturate with the proposed use.  Include list of radinisotopes and
maximum activity of each used.

.- A

18 CERTIFICATE
(This item must be completed by applicent)

The applicant and any olficial executing this cettificate on behalt of the spplicant ramed in Item 2.
oortify that this application it prepared in conformity with Titte 10, Code of Federal Regulations,
Part 30, and that alt information cantained herem eluting any supplements attached hereto, is trpe
and correet 10 the best of ow knowledge and belin!,

WARNING - 18 US.C, Section 1001 Act of Sune 26, 1048 62 St 740 makes it & eriminal offense to make » willtylly falee statement ot
representation Lo any department or sgency of the United States as to any matter within ity jurisdietion.

e e e i

» LICENSE FEE NEQUINED b CERTIFYING OFFICIAL (Sgnature)
(See Section 120,31, 10 CFR 120)

_..Norman Schapiro

(1) LICENSE FEE CATEGORY 38

- —d

4 TITLE
‘,__VV‘LCQ President

£ :
(2} LICENSE FEE ENCLOSED: $ 460 .00

CAMarch 2, 1690

NAOC FORM XA F12 8Y) GPO Senale



Facilities and Equipment

8. 1. See attached diagram

2. The laboratory will be designated as a hot laboratory with one
entrance. The entrance will be through the change area which
will be equipped with a monitor.

Material recefved and finished products will be checked for
contamination,

4, The starting material and finished preducts will be stored in
8 vented hood (RA) see diagram,

5. Starting material will be processed in a vented fodination box
(B) behind lead bricks,

6. lodination box will have negative pressure and air will enter
from the hood. lodination box will be totally sealed.

7. lodination box and hood and waste barre! (C) will be connected
and the alr will be exhausted through a charcoal filter,

fi. AMr flow through the hood (A) will be approximately 100 cu ft/minute.
9, The hood face will have approc<imately one square ft, opening,

10, Exhaust air from the fodination box will be approximately 20 cu ft/min, and
hood exhaust air will be approximately 20 cu ft/min,

11. The entire "hot" Yaboratory will be under negative pressure.
12, Afr will enter only through laboratory door,
13, Exhaust fan will operate 24 hours, 7 days a week,

14, Before exhausting afr into the environment, air samples will be
collected continuously in a charcoal trap,

125

15. The labor,&gry will process only a maximum of 100 mCi Na | and

50 mCi Na" "1 respectively at any one time,

16. The laboratory wall, floor and cefling will be covered with
impregnable color coating.

17. A reaction vial containing a syringed charcoal trap will be
located in the primary box (D)., This trap will collect free iodide
present in the vial, The Berney-Chenny charcoal trap on top of
the box (D) will also absorb free fodide. The Berney-Chenny
trap contains a motor that will circulate the air within primary box.
The remaining fodide will be absorbed by the charcoal filter bank
located in the attic.
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Change Area

73 HOT LABORATORY PLAN ot
;‘Li ' ' ‘ =
< B QY. e
1€ ¢ = s >l 14 >iE - e
: x
A vented lodination :
Sink Bench Box (B) Vented Hot
vented Hood (A) Maste
O O {3 Barrel
« (L)
.
Laboratory floor, ceiling and wall will be covered with impregnable color coating. ‘
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<
o
<
@
<]
Lab entrance Bench
4
t
f————— o . oy
3 » : >
% =9 12



Dtagram of lodination Box (B)
with Primary Box (D) inside.
T T Exhaust Pipe
1€ b - »
¥
fodination Box (B) ‘
"% Y.y o
Berney-Chenny Pass
t— |Charcoal filter S Through
+ ' Hood
wp 2 —
e e e /"
(
Primary Box
(D)
/
/
/
/
/ ¢
- - -
v e
\. /’
\jl
Porthole
BENCH




NORMAN SCHAPIRO

Education

B.8., Geology (1950)
Brooklyn College

M.8., Geology (1952)
Ohio State University

Ph.D., Geology (195%)
West Virginia University

Summary

Thirty five yearn experience in initiating and wanaging high level
programe in coal, minvral, and vranium utilization. Instrumental in the
development of the process petrography approach to study the physical,
chemical, mineral, and rheological properties of rav materials to their
behavior i1 various processes.

Experience

Uranium

Conducted petrographic and chemical evaluation of various uranium ores
for a major steel company, to determine if these ores can be economically
beneficiated., Participated in the study of in-situ mining of uranium for
a large copper corporation. Directed the analytical research of
cepleted uranium at REI, under contract with Nuclear Metals Inc., from
1982 to 1985, Research engineering was authorized by NRC License #8MB-
1419 to use up to 100 kilograms of depleted uranium in both solid and
liquid form for research and analysis.* Developed analytical procedures
and a quality assurance program to detect the extent of radicactive
material on smoke detector surfaces, These emoke detectors are
distributed by Randix Industries. Ltd. The smoke detector ie distri-
buted in the U.8. under NRC License #20-212/9-1, The radioactive
material present in these decectors ie Americiom 241, A Ludlum #200 scale
rate meter is the Geiger counter used. Batches of these smoke detectors
were evaluated quarterly,

Na 131y

Developed method using Sodium 13y for tracin‘ sewer effluent within a
plant plumbing network of a papermill. The Na 31 wae then monitored at
Yredetermined points using a Sodium lodide probe. The volatility of Na

1 was evaluated in terma of the effect of pi. A special charcoal
filter ventilation eystem was proposed to minimize the contamination due
to volatility of iodide during storage. The total activity used at time
was approximately 40 mCi.
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\ f esi1dent { 7F )
s \ P
Kenne tt Copper Corporati \
f tion Head (7¢ N
t leader (7 hH)
enior Earth lentist ( )
Ad tunct Professor f Geolos . Boston University, 1975-197
Inmited Statos Stee ] | rporatior
€ t1 ’ £ ! rvie 1 i1 )
Section Head (55+-¢
‘ st Virginia G lopical ' \
. Geologyat 3 54)
In 1985 REIl personnel were given safety training for a total of 40 hre
by the Health Physice staff of Nuclear Metals In addition, quarterly
tefresher ¢ rses were pr ided by the Nuclear Metals staff The Y[l .
ered 10 these safzaty programs were as follows
) backer nd radiat
t "roperties of depleted uranium;
) repulatory requirements;
: d.) monitoring of dosimeter badges and urnalyeis
Y ¢ ) pr te ti1ue ¢ 1
f) principles f radia’ ion detectior equipment and their
L 0y
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! ) radiation biolopi 1l effects
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