AT
FIRST INTERIM REPORT

OF

THE RSI INCIDENT EVALUATION
TASK FORCE

DECEMBER,1088

7004060071 900315
PDR F0OIA
CILBERT90-29 PDR




QRJIECTIVE - 3

This section addresses the licensing history, and radiation safety
procedures for the R.€.1, Facility relative to the license
congitions in License No. GA., B68B-1, and Georgia Department of Human
Resources, Rules and Regulations for Radicactive Materials, Chapter

250-5-23.

LICENSING HISTORY

On March 19, 1984, R.S.]1. submitted an application to the Gecorgia
Department of Human Recources for a radiocactive material license to
Jse either Cobalt-60 or Cesium-137 for sterilization purposes in a

Catenucry 1V Gamma Irradiator.

The acpli-ation was reviewed by personnel from D.H.R.'s Ragiological
Health Section anad Nuclear Regulatory Commission (N.R.C.) Staftf. The
criteria used to evaluate this applicatien inclucea N.R.C. Guice for
the Pseparation of Applicatione for Licenses for the use of Gamma
Irradiators (Propcsed Revision-] to Regulatory Guide 10.9 dated

April, 1982); N.R.C. Guigce for the Preparation of Anplications for



Licenses for the use of Gamma Irraciators; A.N.S.1. Stancarg N
43.10 - 1984 Safe Design and Use of Gamma Irradiators; N.R.C. Guige
for Review of Applications for use of Gamma Irradiators; ang Georgia
Department of Human Resources, Radicactive Materials Rules ang

Regulations, Chapter 290-5-23, effective cate of July 12, 1982.

After corresponaing with R.S.1. Management for six months regarding
R.€.1.'s license application, the Georgia Department of Human
Resources, uncer the Statvatory authority of the Georgia Raciation
Control Act ang pursuant L0 an Agreement between the U.S, Nuclear
Regulatory Commission and the State of Georgia, issued R.S5.1. a

Georgia Raciocactive Materials license on December 7, 1984,

The original Georgia Racicactive Material License NO. GA Be&B-)

Was 1ssved to R.S.1. for the possession ang storage of 500,000 curies
of Cobalt-60 in R.S.1.'s storage pool. The reauest to use the WESF
Cesium-137 capsules was not 4pproved because these sources had not
been approved by the N.R.C. for use in wet storage Gamma Irradiator

Facilities at that time.

Amendment #) issued on January 24, 198S% authorized the licensee to
load the radgicactive material into the source modules and source rack

for purposes ot performing shielding Surveys andg dosimetry studies.
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Amenament #2 i1ssued on February B, 1985 authorized the licensee to use the
Category IV Gamma Irraciator for tne irradiation of single use medical

devices and other items.

Anenament #2 issued on March 1B, 198S5 agoed a R.$.I. employee to
License Concgition 12A as a user for transferring radicactive

material from the AECL shipping container into the source racks.

Amencment #4 issued on June 12, 1985 celeted License Condition 218,
thus allowing the licensee to perform a biological shielding survey

with proguct carriers in the gamma irragiation cell.

Amenament #4 CORn" . D COPY, 1ssued June 18, LS8S corrected the
reference in License Condition 21 by changing 290+-95-23-.03(2)(e) to

290-5-23-.03(2)(e).

Amenament #5 issued on June 1B, 1985 authorized the licensee to
possess 1,500,000 curies of Cobalt-60, an increase of 1,000,000

curies above the initial cossession limit of 500,000 curies.



amendgment %6 issued on August 15, 1985 changed License Condition 12A
by authorizing the licensee to use NRC approved shipping containers,

(G.E. 1500 or AECL).

amenament #7 issued on January 6, 1986 authorized the licensee to
possess 12,300,000 curies of Cesium-137. Also added License
Condition 32 which states that Cs-137 sources shall not be usec until
a temperature monitoring system is installed. The temperature sensor
ehall be installed in the source racks as close as possible to the

surtface of the capsule.

amenaoment #7, CORRECTED COPY, issued on March 12, 1986 removed
reauirements of License Concition 32 based on the letter catecd
Octoper 21, 1985 from N.R.C. to the Department of Energy (DOE) Office

of LDefense waste and By-Proguct Management,

amendment #8 iessued on February 4, 1986 celeted one R.S.1. employee
and added two additional employees to License Condition 12A as users
for transferring radiocactive material from NRC approved shipping

containers into the source racks,



Amenament. #95 issued on February 2, 1987 changed License Condition 19
which added the letter cated January 16, 1987 and attachments which
renoved the HEPA Filtration System and backup exhaust fan commitments

from the original license application dated March 19, 1984,

Amenament #10 jssued on May 1S5, 1987 changed License Condition 19 which

agddec the letter cdated April 30, 1987 concerning the key control

policy relative to R.S.1. personnel.

Amenament ¥ll! issued on November 11, 1987, changed License Condition
1% which acgcec the letters angd attachments cated March 19, 1987,
Septencer 10, 1S&7, September 25, 1987 and November dd+ 1987,
cencerning the accoition of the wall in the arga avove the cell ang
over the slicing doors in the machiina"y area; and requiring new
procedures for gaining entrance through the Mezzanine Loor above the
cell. ang a revision to the key cortrol policy for the facility; ang
revising the General Operating Procedures to reflect only “"Ragiation
Employees’ are required to wear film badges; and amending the
Original Emergency Power Procedure to reflect a Manual Source

Lowering Procedure.

Amendment 812, changed License Condition 19 which added the letter
cated November 24, 1987 which reclassified the area in the machinery

room as an unrestricted area.
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Amendment #13 issued June 7, 1988 changed License Condition 19 which
added the letter cated June 6, 1988 to stop the product irradiation

gue to the leaking radicactive source.

Amendment #14 issued on August 1é, 1988 required the following:

1. No progduct would be processed unii @all gecontamination activities
are complete. Progduct shall not be processed until authorized by the
Georgia Department of Human Resources.

2. NO actions other than those necessary to determine ana maintain
the safety of the plant, environment, public, and onsite personnel
shall continue.

3, Submitting & cdetailed plan of implementation and receiving
approval from the Department of Human Resources before starting any
cecontamination of the scurce storage pool ang/or identification and

removal of any leaking source Or sources.

Amengdment #.5 issued June 10, 1988, required the following:

1. NO product would be processed until all decontamination activities

are complete. Product , 11 not be processed until authorized by the

Georgia Department of Hu.en Resources.



Amenament #15 (continued)

2. No actions other than those necessary to decermine and maintain
the s.fety of the plant, environment, public, and onsite personnel
shall continve.

3. Submitting a cetailed plan of implemertation and receivinn
approval from the Department of Human Resources before starting any
dgecontamination of the source storage pool and/or igdentification and
removal of any leaking source and sources.

4. R.S.I. to ship WESF Cecium-137 Capsules which were identifiec by
the Department of Energy to Oak Ridge National Laboratory (CR/NL) in
accordance with Onsite Revision 2, Packaging and Transportation

Proceaures gated August '1, 1988B.



RARIATION SAFETY PROCEDURES

These tocics address the procedurec and hardware used at the facility

4s relatec to radiation safety.

Seargh/Security System

Tre irradiation cell area ana control room are equipped with
sequentially activated key switches. Alsc, the irraciation cell has
emergency trin cables. and the control room has an emergency stop

putton.

The key switche: activate various interlock systems to prevent cell
@NtTy Quring the sterilization process. When the key switches are
closed :n sequential orcer the following systems are activated: 1)
visual ancg audible warning signals: 2) maze photocells; 3J) pressure
Mats at the maze entrance: and 4) close the maze coors. When the
tinal key switch is activated in the control room, the radicactive

sources may be raised and lowered from the storage pool.



This system can be deactivated automatically by an individual
performing any of the following measures: i) tripping an emergency
cable in the cell; 2) Pushing the emergency stop button in the
control room; 3) tripping the photocells or pressure mats at the
entrance toc the maze; or 4) Famoving the key in the control

consol from the “on" position.

Also, the cell has a One way door which allows an individgual egress

at anytime.



Health Phnysics Instryumentation

The licen.ee possesses two Geiger-Muller Survey Instruments which are
used for surveying the irradgiation cell curing anc after sach source
locaging, and upon routine entrances into the cell. These instruments
are schedulec to be calibrated at six months intervals. Alsc, operational
checks are to be performed with a check source gaily prior to using the

instruments.,

The licensee has twO Gamma Ragiation Area Mcnitors inside the cell.
One is used to cetect the presence of radiation levels abcve ambi»nt
packground when the sources are in the storage pool. The other
monitor measures ragiation levels inside the maze area of the cell

when the sO0Urces are ralsed above the storage pool.

Also, the licensee has a Digital Area Racgiation Monitor located
4d)lacent to the 1on exchange columns for continuously monmitoring
ragiation levels on the water recirculation system in the event of a

cesium source capsule ' k.,
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The license recuires each employee Gependent upon the individual's
Job title to successfully complete certain aspects of an in-house
radiation and operational safety training program. (See Attachment A)
The radiation safety officer, and co-radiation safety officer;
licensed users; ang s’ ft supervisor (i.e. incependent users) are
required to complete more of the training program than a materials

(product) handler.

The raciation safety officer ang Co-radiation safety officer must
complete the entire training course or ecuivalent. <‘sp, these
inGiviguals must complete a one week University level course in
raciation protection. 1In acaition, tne employee must pe
knowlesgeable of all raciation safety procecures and recorg

requirements for the facility.

The licensea usergs (i.e. source handlers) mUst complete the basic
level of the in-house training program plus the on-the-job training

involving racdicactive source rods/capsules manipulation.

The shift supervisor (i.e. independent users) receives a minimum of
40 heurs of training which includes 20 hours of orientation/basic
training. The other 20 hours of training include: a) Care, operation

and maintenance of the system; b) General Junderstanding of the safety
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system operation; c) General coperat.ng procedures; d) Genaral
ragiation safety rules; e) Record keeping; ana f) Dosimetry

calculaticons ang methods.

All plant personnel are reauirec to complete the Basic/Orientation

Level of the in-house training program.

Written tests are required for each employee and maintained on file.
The minimum passing score i€ BON and employees are re-instructed in

subjects where agifficulty is encountered.
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Attachment - A
Levels of Training
Basic / Orientation 20 Hours
Intermediate Training 20 Hours
Advanced Training 20 Hours and continuing

on-the-job training

summary of Training Course Content

Basic Training:

1) Training on plant coperations, functions of the various alarms
(Sounas A.Q meanings).
<) Each employee received orientation relative to
Chapter 2%90-5-23-.07 of the Georgia Rules and Regulations for
Radiocactive Material.
3) Specific basic raciaticn subjects covered are.

a) Atomic structure and particles

P) Radivactivity and radiation

€) Interaction of Radiation with matter

¢d) Units of racdiocactivity and radiation dose



e)
)

Q)

h)

1)

J)

K)
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Hazarcgs of excessive exposure to radiation

Ragiation effects on man

Methods of contrelling radiation exposures - (time, dista:
shielaing)

Legal limits on radiatlion exposure

Ragiation detection instruments and their application,
operation, calibration, and limitations,

Ragiation survey techniques

Characteristics of personnel monitoring eaquipment, film bacges,

pocket gosimeters, alarming dosimeters.
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Intermedjiate Trajining

Completion of basic training, plus knowledge of conveyor operation,
safety system, general operating procedures, emergency procedures,

and radiation safety rules.

Advanced Training

Completion of basic and intermeciate training, radiatior dose
evaluation, basic shielding evaluation, theory and practice of
ragiation protection, basic mathematical formulas for radiation

protection, instrument/cetecior theory and applications.

On-the-jop training ouring source loacing and source ha :ling
operations: RKeaquiring an indivigual to evaluate changes 1n survey
meter ~eadings during manipulation of source rods/capsules, ond to
assess possible hazardous situations. ReqQuiring physical and nanual
gdexterity to safely menipulate source rods/capsules. Attenaing and
participating in job related seminars and courses.

Ingtructors

The Racdiation Safety Officer performs the radiclogical safety aspects
of the course. The Operations Manager performs the facility and

operations portions of the training.



Personnel “onitoring EQuipment

The l.censee possesses three types of personnel monitoring equipment
which is worn or carried for determining an individual's radgiation
exposure. The three types of personnel monitoring equipment are film
badges, thermoluminescent dosimeters (TLDs), and pocket dosimeters.
The radiation workers are provigded a film badge and thermoluminescent

dosimeter, and visitors are supplied with a pocket dgosineter.

The film badges are evaluated on a monthly basis. These film bacges

are capable of detecting ang estireting beta, x-ray, gamma radiation
exposures. The TLDs are eva..ated or. 2 annual basis unless & suspected
expcsure 1s encountered on the fil. “sa. Finally, the pocket dosimeters

are read immediately after be.ng worn by a visitor.
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A) General

The safety system is cesigned to automatically lower the radiocactive
sources to the bottem of the storage pool and to stop the conveyor if
any of the following detectors are activated:

1) Emergency cable in cell

2) Enmergency stop button at the consc.e in the contrel room

3) Maze pressure mats

4) Maze photocells

$) Smoke or fire alarm

¢) Conveyor system malfunction

7) Pool water level alarm

8) Mmaze area radgiation monitor

If the safety system is violated, the cause is displayed at the
control station. The shift supe: .izor performs a preliminary
investigation to determine the cause carrying an operable radiation
survey meter at all times when entering the cell. 1If, after a
thorough check of the safety system, there is nothing obviously wrong
or the problem is identified and corrected, the system may be re-

started.
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It the safety system continues toO indicate a violation, the shift
supervisor shoulc stop operations and notify the Radiation Safety
Officer or his alternate. A current call list ie posted at all times

in the contrel rrom, indicating the call sequence.

B) Suspectes Radiation Incident

any ingication of abnormsal radiation levels at the entrance to the
maze after the system has been shutdown shoulc be treated as a
suspected radiation incicent and the following actions taken by the
shift supervisor:
1. Confirm the presence of radiation with a second operable
survey meter ang note levels.
. Makes no attempts to enter the cell.
3. Notify the Radiation Safety Officer of the incicent,
4, Close ang lock the coors at the entrance to the maze.
§. Shut off ventilation fans and water circulation pumps.
6. Leave the radiation area with the radiation survey meter.
7. M™Maintain surveillance and prevent entrance to the radiation
area until the Radiation Safety Officer arrives.
B. Upon arrival the Radiation Safety Officer will assume total
responsibility for any further investigations and notifications of

the incident.



C) Suspectes Ragiation Exposure

All cases of suspectec overexposure in excess of the quarterly limit
of 1.25 rem for radiation workers (but less than 25 rem levels) must

pe reported at once to the Radiation Safety Officer.

wWHen incigents which involve actual or suspectec radiation exposure of

rem or more to any part of the body occur the following steps will oe

taken:

1. The incivigual will be cispatchea to the Emergency Room of the
specifiec hospital with an accompanying torm letter which provices
general information to the hospital attencant relative to the type
ragiation accigent.

«. Prior to cispatching the employee to tne hosbital. the film pagge
ane TLD wallet cosimetry shoulc be retrievec €0 1t may be sent for
processing.

2. The Raciation Safety Officer shall pbe notified as soon as
pdssible.

4. All pertinent information will be documented concerning the
exposure. i1n the event the incident has to be re-constructed.
Also, agaitional informaticn will be obtained from all involved
employees.

5. The Raciation Safety Officer will be responsible for coordinating

the investigation and providing any notifications of the incident.

2%

of
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NOTE: All employees at the facility are given a pre-encloyment
physical which incluces a complete blood count. This establishes a

paseline for any suspecied ragdiation overexposure,

Duynp.numﬁmmnuu_&ungmmum

The licensee committed to installing a Digital Area Radiation Monitor
or eauivalent meter adjacent to the resin tanks for continuously
monitoring radiation levels on the resin tanks (Ion Exchange
Columns)., The monitor would be set to provice an audible alarm
between 0.1 and 0.2 millirems per hour. TYhis alarm would alert the
operator to shutoff the water recirculating system and initiate t'e

following emergency actions:!

1) The operator would confiim the radiation levels with at least two

operable survey meters after shutting off the recirculating pump.

2) It the radiation levels are not confirmed, the incident would be
treated as a false alarm, and operations resumed after resatting the

radiation monitor.

Z) 1t the radiatior levels are confirmed. the operator would shutdown
the system, evacuate all personnel from the plant, and notify the
Radiation Safety Officer. The Radiation Safety Officer would be
responsible for the subsequent emergency actions based on the

radiation levels present inside the gamma cell.



Capsule Failure SCenarios a ng Facility Actions

1n the event the ragicactive source(s) leak generates r diaticen
levels of 0.1 to 0.2 millirem per hour on the Digital A‘ea Ragiation
Monitor, personnel should have access to the cell for limited periods
of time. Thus, the ion exchinge columne encased in concrete in the
cell would be used to continuously remove the radicactivity from the
circulated pool water. Concurrently the leaking ragicactivity
source(s) would be icentified using eauipment developed by the
vepartment of Energy Office at Hantorg, wWashington. The equipment
consists of a closed loop system which includes a container in which a
cecium capsule may be inserteaq. The ragioactivity of the water in
trne closed looc wouid be monitored ang increased ragicactivity

results woulc be used to ingicate the leaking source(s).

In the event of a catastrophic capsule failure resulting in radiation
levels above the storage pool which woule prevent access by
personnel. Concrete shielged resin columns would be used to lower the
pool racicactivity levels to permit access by personnel. Once this
level is reached. the leaking source and clean up procedure would be

as described above.

The leaking source(s) would be sealed insice a container then loaded
into shipping cask for return to Hanford for inspection and/or

gisposition.
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The concrete shigloed resin columns would be used for final removal of

the resicual radicactivity from the pool.

The contaminated concrete shieloed resin columns would be disposed of

vi

a shipment to a commercial waste disposal site.

E) Manval Lowering Of Source Racks

In the event of a power Outage the tfollowing procedures are

implementea it the power i€ not restored within one minute.

4

2)

3)

NO indiviocual shall attempt to enter the cell.

The Ragiation Safety Officer or other gesignated individuals must
pbe contactes if at all possible.

After an attempt to contact one of these indiviguals the lead

operator will 1mplement the following procedure in two steps:

a) Shielding the sources by @oing to the roof and locating the manual
brake release on the first source hoist. Then pulling the manual
release arm back and allowing the source racks to lower two or three
feet then releasing the manual brake arm. Again repeating this action
until the racks have been lowered approximately seven feet. This
process 1s then repeated for source racks two through four. Alse, no

ingividual shall enter the cell.
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P) The racks are then continuely lowered one at a time as cgescribec
above uniil completely lowered to the storage position in the pool.
The system is then se.ured by locking the conveyor room goors. The
entrance to the cell is monitored until the Raciation Safety Officer

©r his cesignee arrives, or power is restored.

Once power is restores normal restart procedures are initiated.



Avgible end Visval Alarme/Indicators

The facility 18 eauipped with various audible alarms and vigual

indicators for warning the personnel of conditions within the cell.

The following indicators and alarms are located inside the centrol

room,

Source Posation Display
- sources in the up positien Red Incicator
- sources in the gown position Green Ingicator
- sources neither up or down Amber _or Y&llow Incicator
water Level Ingicator for Storage Pool
- High
- LOw
- Normal
Cell Emergency Cable Ingicator
Maze Entrance Photocell Ingicator

5) Mmaze Pressure Mats Ingicator

&) Audible Alarm for Ragiation Monjtor in Maze
7) Conveyvor Jam/Malfunction Indicator

8) Emergency Stop Button Indicator

%) Loss of Electrical/Power Indicator

10) Smoke or Fire Alarm




geismic_Alarm

Ingicator for in Cell Ragiation MONitor

Augible Alarm for Radiation Detecior for Resan Tanks

(lon Exchange Columns )
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The alarme ang visual signals gescribed below are located either

within or immediately acjacent to the cell.

1) A bell ang warning lignht for warning all personnel that the gamma

2)

3)

4)

8)

cell safety security system will be activated.

A steady horn tone for ingicating when the sources are being
raised from their storage position in the pool.

A pulsating horn tone for indicating when the sources are peing
lowered to their storage position.

A rea flashing light in the maze entrance for indicating when the
ragdicactive sources are not down; or above normal radiation levels
exist in the cell.

Lignted signe at the maze entrance displaying either "Entry

permitted or No Entry oepending on cell status.
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Safety System Operational Checks

The licensee performs operational checks monthly of the following

components of the safety system,

NOte:

Emergency Cable insice the gamma cell.

Emergency Stop Buttons relative to the position of the
ragicactive sources in the gamma cell.

Key switches which activate the gamma cell.

Pressure Mats at the entrance toc the gamms cell.

Area Radiation Monitor insice the gamma cell.

Area Radiation Moniteor inside the maze.

Pnotocells i1nside the maze.

Smoke ang Fire Alarm i1nclucing temperature alarm,
water Level Ingicator.

Status Lights ang warning Signs relative to gamma cell status.
Audible alarms relative to gamma cell conditions.

Statue Printer for the Radivactive sources.

Operational checks of the pressure mats and maze photocells

are performed prior to starting the gimma cell system after each

overnight shutaown.



ATTACHMENT = B

Copies
of
Ragiation Sterilizer, Inc.'s
Ragipactive Material License
and

Amengments



Georgis Department of Human Resources
Radiological Health Section

RADIOACTIVE MATERIAL LICENSE
Purswent 1o the Georgia Rediation Control Act No. §36 (H. 8. 162) 1964 end the Georpia Depertment of Numen Resources Rules and Reguletions, |
Crapter 200-5-23, and in reliance on stetements and rep/esenisiions heretofors made by the license dubnun below, @ license & hereby isswed a:
sueh licensen to transler, receive, Possess, and use the redioactive meterial(s) Jesignated below. and to s sweh radicective materials for the purpose (s) i
pisce (1) Gesignated below. This license is subject to al/ appiicadle rules end reguistions of the Georpia Departmant of Mumen Resources end orders of 1
logical Mealth Section, now or hereafrer in effect ond to eny conditions specilied below
Licanse (1. Name anc 2. Aoaren)

Radiation Sterilizers, Inc. 8 daasiasay G 8481
300 Sand Hill Road #2-1%0 p—
Menlo Park, Talifornia 94025

TEapiration Bate
December 31, 1989
. Aras Code Yelephone No.
404 | 981-4077 ¥
S R aG oaciive Maieria (Elamant ang Mas Number) |7. Chemical ana/or Physical Form [} :‘:.':m'."‘ Quantity licenses May posiess &
A. Cobalt 60 A. Sealed sources (AECL A. 500,000 curies (No
Model C-188, Types 1,2, single source to
3, or 4) exceed 12,000 Curies

§ Authoriied Use

A. For possession and storage in REI's source storage pool located at 2300 Mellon Court
Decatur, Georgia. The sources shall be stored in and not removed from the AECL
Model F 234 shipping cages.

Tondiiions

10. Radicactive material may be used only at Radiation Sterilizers Inc., 2300 Mellon
Court, Decatur, Georgia 30035,

11, The licensee shall comply with the provisions of Georgia Department of Human Resou
Rule 290-5-23-,03, “standards for Protection Against Radiation," and Rule 290-5-23
"Notices, Instructions and Reports to Workers; Insyections.”

Date Foiane Georgia G
December 7, 1984 Q \! 6\ \
Page of Paget ey
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DATE

Geurgia Department of Human Resources PAGE 2
RADIOACTIVE MATERIALS LICENSE Gt 2— or I racs

SUPPLEMENTARY SHEET LICENSE NUMBER GA_REB.

CONDITIONS (Continued)

12,

1,.

14.

15.

16.

December 7, 1984

Radicactive Material in the AECL Model F 234 shipping cages shall be removed
from the shipping cast and placed in storage by, or under the supervision and
in the physicel presence of Allan Chin, Bruce C. Meyer, Thomas W. Hurley, or
Barry P. Fairand.

Ti.e Radiation Safety Officer in this program shall be Mr. Tom Fisher.

This license does not authorize the loading of the radiocactive sources into
“he source modules or the source racks.

Sealed sources oontaining radioactive material shall not be opened by the licens

A.

Each sealed source containing radi-active material shall be tested for leakage
and/or contamination at intervals not to exceed six months. In the absence of
a certificate from a transferor indicating that a test has been made within six
months prior %o the transfer, the sealed source shall not be put into use until
tested.

B.

The test shall be capable of detecting the presence of 0.005 microcurie of
radioactive material on the test sample. The test sample shall be taken from
the sealed source or from the surfaces of the device in which the sealed source
is permanently mounted or stored on which one might expect contamination to
accumulau6 Alternately, the test shall be capable of detecting the presence
of 4 X 10°° microcuries per milliliter of radioactive material in the test sampl:
The test sample shall be taken from the source storage pool or from a sampling
tap immediately prior to the particulate filters. Records of leak test results
shall be kept in units of microcuries and maintained for inspection by the
Department.

(-1
1f the test reveals the presence of 0.005 microcurie or more of removable
contamination, the licensee shall immediately withdraw the sealed sources from
use and shall cause them to be decontaminated and repaired or to be disposed of
in accordance with Department regulations. A report shall be filed within 5
days of the test with the Radiological Health Section, Georgia Department of
Human Resources, Atlanta, Georgia, describing the equipment involved, the test
results, and the corrective action taken.

D.

Analysis of tests for leakage and/or contamination shall be performed by
Helegson Nuclear Services or by other persons specifically authorized by this
‘Department, the U.S. Nuclear Regulatory Commission, or an Agreement State to

perform such services.
FOR THE EO{th P m{tm ﬁ?&mm RESOURCES
BY




DATE

Ceo gia Department of Human Kesources ract Ao of A pacas
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE ruvare BEB=1.

CONDITIONS (Conctinued)

17.

1..

19.

safety features of che irradiator (which includes but ie not limited to entry
control devices, intrusion detection devices, warning systems, and controllex
logic which governs ary safety device or system) shall not be altered, modified,
replaced or in any wey changed witnout written approval of the Department. The
licensee shall immediately reporc to the Department by teleplione or telegraph
the failure of any safety feature (device, system, Or circuit) of the irradister,
A written report of such failure shall be filed with the Depsrtment within 10
days after the feilure, describing the failure, conditions under which the
fsilure occured, the suspected cause (s) of the failure, ard saction taken or
propoeed to correct the failurs anl prevent recursence.

The irradiator cell and maze sheil be checked wsing @ physical radiation dectection
ingtrument to assure that prier te the first individual's entry intc these aresas;
the radiation ievel from the source in these aress is below that at which it would
be possible for an individual to recelve & dose in excees of 100 millirex in any
one hour.

Except as specifically provided otherwise by this license, the licensee shall
possess and use radioactive material described ir Ttems €, 7, and 8 of this
license ‘n ascordance with statements, representations, ané procedures contained
in;

A. Application dated March 9, 1984 and signed by Allan Chin, President;

B. Letter with attachments dated Auguct 21, 1904 &nd signed by Allan Chin,
President;

C. Letters dated October 4, 1984 and October 31, 1984 and signed by Allan Chin,
President; and

D. Letters dated November 1, 1984 and December 3, 1984 and signed by Tom Fisher,
General Manager.

The Georgia Department of iHuman Resources’ Rules anéd Regulations for Radioactive
Materials, Chapter 290-5-23 shall govern the license='s ctaiements in applications
or letters, unless the statements are more restrictive than the regulations.

FOR THEGEORG! o(rnvm HUMAN RESOURCES
December 7, 1984 o \ \
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RADIOACTIVE MATERIALS LICENSE A
SUPPLEMENTARY SHEET LICENSE NUMBER

AMENDMENT NO, .0

—_—

Radiation Sterilizers, Inc.
300 Sand Kill Road, #2-190
Menlo Park, California 94025

In accordance with letter dated January 10, 1985 and signed by Mr. Tom Fivher for
Allan Chin, President, Radicactive Material License GA, B6B-1 is amended as follows:

r:‘ Ragivactive Mawrial (Element 308 Mas Numus?l [ 7. Chamicel sntVer Physics! Form [ B :o.::::?u::mm liganess Mmay possess o
A, Cobalt 60 A. Sealed Sources (AECL A. 500,000 Curies (No
Model C-188, Types 1, single source to
2, 3, or 4.) exceed 12,000 curies

-

6. Authorited Us

For installation of the sealed sources into the source modules and the source modules
into the source racks at RSI's Category IV Gamma lrradiator located at 2300 Melon
Court, Decatur, Gerogia: for performance of radiation surveys with the source racks in
their up, operating position to determine the maximum radiation levels in each area
adioining the irradiation cell and maze; and for the performance of dosimetry surveys.

DATE January 24, 1985 Y

CIP /€ S (5 )t

Cenrditions

( Continued )

OF HUMAN RESOURCE




Geurgia Department of Human Resources race 2. o .5 paces
RADIOACTIVE MATERIALS LICENSE .
SUPPLEMENTARY SHEET LICENSE Numpra SA: 866

AMENDMENT NO., .01

CONDITIONE (Continued)
CONDITION 12. IS AMENDED TO READ:

12. A. Radioactive Material shall be removed from the AECL Model F 234 shipping cages
and placed into the source modules and the source modules placed into the
Source racks by or undsr the supervision and in the physical presence of
Allan Chin, Bruce C. Meyer, Thomes W. Hurley, or Barry P. Fairand.

B. Radicactive matv .al shall be used by or under the direct supervision of
Tom Fisher, Radiation Safety Officer, or other irdividuals designated by
him who have completed the basic and intermediate training and the ninety-
days (90) on-the-job training Program described in; Section 9 of attachments
to application dated March 19, 1984, letter dated August 21, 1984 and letter
dated January 10, 1985, Direct supervision shall be exercised by the individual'
physical presence at the plant fecility,

CONDITION 14 1S DELETED:

14. (Deleted)

CONDITION 19. IS AMENDED TO READ:

19. Except as specifically provided otherwise by this license, the licensee shall
possess and use radiocactive material described in Items €, 7, and B of this
license in accordance with statements, representations, and procedures contained
in;

A. Application dated March 9, 1984 and signed by Allan Chin, President;

B. letter with attachments dated August 21, 1984 and signed by Allan Chin,
President;

C. Lletters dated October 4, 1984 and October 31, 1984 and signed by Allan Chin,
President;

D. Letters dated November 1, 1984 and December 3, 1984 and signed by Tom Fisher,
General Manager; and

E. Lletter dated Janvary 10, 1985 and signed by Tom Fisher for Allan Chin,
President.

The Georgia Department of Human Resources' Rules and Regulations for Radiocactive

Materials, Chapter 290-5-23 shall govern the licensee's statements in applications
or letters, unless the statements are more restrictive than the regulaticns.

ENT OF HUMAN RESOURCES

Janua 24, 1985
DATE - :

& nve ARy
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RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER GA._BE6-

AMENDMENT NO. .01

CONDITIONS (Continued)
A}
20. The following condition was described and submitted by you for approval in
letter dated January 10, 1984 wherein you requested that ANSI NO. 42.10 be
vtilized as the procedure for performing biological shield surveys.

After installation of sealed sources in the irradiator, a rediation survey shall
be conducted in accordance with ANSI NO. 43.10 with the source racks loaded and

in their up operating position to dstermine the maximum radiation levels in each
area adjoining the radiation shield.

21. To demonstrate compliance with the Rules and Regulations for Redioactive Material
Chapter 290-5-23~.03 (2) (c) the biologizal shield surveys shall bu conducted:

a) prior to the initiation of any irradiation of materials after the initial
loading of the source racks and after each increase in the total curie
loading of the source racks;

b) without product carriers, products, or any other material in the irradiatc
cell or maze which would 232 to the inherent shielding of the permarent
physical structures of the irradiator.

In compliunce with the reguirements of the Rules and Regulations for Redioactive
Materials Chapter 290-5-23-.02 (12) (b) 2. A report of the results of the above
surveys and test shall be sent to the Direstor, Radiological Health Section,
Georgia Department of Human Resources, Atlanta, Georgia, not later than thirty (3¢
days following each installation of sources in the source racks.

22. The following condition was described by you and submitted for approval in your
original application and subseguently amended by letters dated October 31, 1984
and January 10, 1985 submitted thereafter and by oral assurarces.

The irradiator shall be maintained such that all entry conirol devices, all
intrusion detection devices and all information and warning devices must be
functioning properly to initiate any operstion utilizing the radiztion sources.
No operation shall be initiated or continued unless these devices are functioning

- properly except those operations necessary to place the sources in a safe
condition or to repair the malfunctioning device(s).

23. The following condition was described and submitted by you for approval in your
original application and subsequently amended by letters dated January 10, 1985,
Item 1 and January 17, 1985, Item 1 to reflect the following: The restricted
area for the purposes of this license is to be defined as the area beyond the
floor to ceiling wall as ver your modification.

The irradiator shall be operated in accordance with 10CFR, Part 20, Section

FO GEQRGIA DEPARIMENY OF HUMAN RESOURCES

January 24, 1985 -
DATE

Eneem M54



Georgia De partment of Fuman Resources PacE A or S races

VE MATEIUALS LICENSE
”°'3G§§iaﬁmm SHEET LICENSE NUmpER Oh: BEE

AMENDMENT NO., 01

CONDITIONS (Continved)
23. Continuved.

20.203 (¢) (6) (i) and (ii). Entrance and/or exit doors to/from the defined
restricted area shall remain closed at all times when the source racks are not ir
their shielded storage position in the source storage pool. Entrance into the
defined restricted area shall be obtained only after a device has been activated
that shall cause the radiation ievel within one meter of the sealed radicactive
Sources to be reduced below that at which it would be possible for an individual
to receive a dose in excess of 100 millirems in one hour.

24. The following condition was described and submitted by you for approval in your
original application ang subsequently amended by letter dated August 22, 1984 to
reflect the following:

The building roof hatch access to the roof of the Gamma cell shall be kept locked
except dur.ng shielded cask handling operations or during roof maintenance.

25. The following condition was described and submitted by you for approval in your
original application and Subseguently amended hy letter dated October 31, 1984
to reflect the following:

In the event of the activation of the seismic detector, the high level radiation
alarm in the maze, or any water alarm, the source racks shall be returned to
their fully shielded position in the source storage pool.

In your original application which was subsequently amended by letter dated
October 31, 1984, you submitted for approval a procedure whereby activation of
the emergency stop button would cause the source racks to be returned to their
fully shielded position in the source storage pool. Upon inspection it was
determined that activation of the emergency stop button would not result in the
return of the sources to the fully shielded position. It is highly recommended
that you institute the procedure described in letter dated October 31, 1984.

26. The following condition was described and submitted by you for approval in your
original application and subsequently amended by letter dated October 31, 1984
to reflect the following:

Before removing the source racks from the fully shielded position in the source
storage pool the following visual signals shall be operational such that:

(a) Entry status lights at entrance to the maze area indicate, "No Entry,"

when
(1) Console key switch is set;
FOR TMENT OF HUMAN RESOURCES
January 24, 1985 Y
DATE

Eare 3854
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RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER SA: B6E-

AMENDMENT NO. .01

CONDITIONS (Continued)
26. (a) (2) Continued.
(2) Source racks are not completely down; and

(3) Radiation is detected in the cell or maze regardless of whether key
switches are set;

(b) There is a visuval displa, et the control station of the source rack position.
Sources up - red display, Sources down - green display, Sources neither up

or down - amber o yellow display.

In your criginal application which was subsequently amended by letter dated October 31,
1984 you submitted for approval a description of the Radiation Dete:tion System and

the Gamma Cell Safety System whereby a visual display at the control station would

show the radiation present in the cell and/or in the maze, as appropriate. Upon
inspection it was determined that the radiation present in the cell or maze would not
be displayed at the control station. It is recommended that you install the display as

described in the letter dated October 31, 1984,

T OF HUMAN RESOURCES

January 24, 1985 Y

DATE

- ant s
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IADIGACTIVE MATERIALS LICENSE &
SUPPLEMENTARY SKELT LICINSE NUMER K S L2l

AMUNDMENT 1O, 02

Resiation Sterilizers, Inc,
302 Sand Hill Road, #:-190
Me-lo Park, California 94025

In accordance with letter dated January 17, 1985 end signed by Mr. Tom Fisher for
Allan Chir, President, Radicactive Material License GA. B68-1 is amended as follows:

¢ Asoivaciive Mawrie! (Element and West Mumbet) | 7. Chemical and/or Phusicsl Form l 8. Maximum auantity leenses Mmay posiess ot
ony one time
A. Cobalt 60 A. Sealed Sources (AECL A. 500,000 curies (no
Model C-188, Types 1, single source to exceed
2. 3, or 4.) 12,000 curies.

§ Autnorited Us

for use in RSI's Category IV Gamna Irradiator located at 2300 Malion Court, Decatur,
Georgia; for irradiation of single use medical devices and other items. No flammable,
cerrusive or eyplosive substance are to be irradiated.

Conditiom

C.MDITION 19. IS AMENDED TO READ:

19. iExcept as specifically provided othervise by this license, the licensee shall possess
end use radicactive material Jdescribed in Items 6, 7, and 8 of this license in
accordance with statementes, representations, and proccdures contained in:

(See Paye Two)
FOR THE GEQRGIA DEPARTMENT OF HUMAN RESOUPCES

S~ €.5KS

February 8, 1985
NaTE -

SrErsis )4




Cautpia Department of Human Rese  ces PAGE o 0% o T 1A RS
RADIOACTIVE M/ TERIALS LICENSE 3
SUPPL LMCNG ARY SHEET LICENSE vumpen 22 D081

AMEUDMENT NO, .02

CONDITION! (Continued)
19, A. Application dated March 9, 1984 and signed by Allan Chin, President;

B. Letter with attachments cdated August 21, 1984 and sign22 by Allan Chin,
President;

€. Letters dated October 4, 1984 and October 31, 1984 and signed by Allen Chin,
President;

D. Lettere dated January 10, 1985 and January 17, 1985 and signed by Tum Fisher
for Allan Chin, President.

The Georgia Department of Human Resources' Rules and Regulations for Radiocactive
jaterials, Chapter 290-5-23 shall govern the licensee's statements in applications
or letters, unless the statements are more restrictive than the regulations.

CONDITIONS 27., 28., 29., 30., and 31. ARE ADDED:

27. The following condition was described and submitted by you for approval in your

original application and subseguently amended by letter dated October 31, 1984 to
reflect the following:

The irradiator cell and maze shall be visually checked by the operator and
controlled by any additional administrative procedures that are necessary to
assure that these areas are cleared of personnel prior to each use of the source.

28. General operating procedures contained in Section € of the application as
modified by letters dated October 31, 1984, January 11, 1985 and January 17,
198% and Emergency Procedures contained in Section 12 of the application
modified by letter dated October 31, 1984 shall be followed. A copy of these
instructions shall be made available to each individual using or having respon-
sibility for use of licensed material. Any changes in these instruct ons shall
be submitted to Department of Human Resources, Radiological Health Section as
an amendment request to Radiocactive Material License GA. B66-1.

29. The following condition was described and submitted by you for approval in your
letter dated January 17, 1985 to reflect the following:

The programmer shall be used only by the General Manager or his designee unJder
the directicn of the Corporate Divector of Engineering or his 2czzignee for
troubleshocting problems within the irradiator.

TOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES

rabroary R, 1985 BY \;Laé““" { C;/‘/
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I RADIOACTIVE M ATERIALS LICENSE
SUPPLUN  NTARY SHEET LICENSE NUMNERGAL ULD- ]

AMENDMENT NO, .02
CONDITIONS (Continued)

30. 1In accordance with the Rules and Regulations for Radioactive Material Chapter
290-5-23-.02 (12):

A. Any proposed change to the safety system software program shall be
submitted to the Georgia Department of Human Resources, Radiological
Fealth Section as an amendment reguest to Radiocactive Materials License
GhA. B868-1.

B. Froposed modifications in procedures and/or the facility affecting
radietion safety shall be submitted to the Department of Human Resources,
Rediclogical Health Section as an amendment request to Radiocactive Material
License GA. B68-1., A written analysis may be required by the Department
of Human Resources, Radiological Health Section to determine the amenédment's
compliance with appropriate statutes, rules and regulations.

31, The following condition was described by you and submitted for approval in your

original application and subsequently amended thereafter by letter dated October 31,
1584 and by oral assurances,

The irradiator shall be operated only in modes where the product entrance and

exit doors remain closed or are blocked by product carriers to prevent entry when
the racicactive sources are not in their shielded storage position.

FOR THE GEQRGIA DEPARTMENT OF HUMAN REZOURCES

pate lebruary 8, 1085 ,,\f‘w}‘-&“» qACDC/_M

$orm 2084
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RADIOACTIVE MATERIALS LICENS ®
SUPPLEMENTARY SHEET LICENSE NumpEr SA. B66-1

AMENDMENT NO. ,03

CORRECTED COPY

Radiation Sterilizers, Inc, ;
300 Sand Hill Roesd, # 2-19%0
Menlo Park, California 94025

In accordance with letter dated February 25, 1985 and signed by Tom Fisher,
General Manager, License No. GA. B6E-1 is amended as follows:

Condition 12, is amended to read:

12. A. Radicactive Material shall be transferred from the AECL shipping container
into the source racks by or under the supervision and in the physical
presence of Allan Chin, Bruce C. Meyer, Thomas W, Hurley, Barry P. Fairand
or Tom Fisher.

B. Radicactive Material shall he used by or under the direct supervision of
Tom Fisher, Radiation Safety Officer, or other individuals designated by
him vho have completed the basic and intermediate training and the ninety-
days (80) on-the-job training program described in; Section 9 of attach-
ments to application dated March 19, 1984, letter dated August 21, 1984
and letter dated January 10, 1965. Direct supervision shall be exercised
by the individual's physical presence at the plant facility,

FOR THE GEORGIA DEPARTIENT OF HUMAN RESOURCES

April 8, 1985
DATE : BY

Form 3854
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RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER LA, _B6B

AMENDMENT NO._. 04 _
CORRECTED COPY

Rediation Sterilizers, Incorporated
300 Sand Hill Road, # 2-190
Menlo Park, California 94025

In sccordance with letter dated April 25, 1985 and signed by Tom Fisher
Ceneral Manager, License No. GA. B68-]1 1is amended as follows:

Condition 21. is amendsd to read:

21. To demonstrate compliance with the Rules and Regulations for Radio-
active Material Chapter 290-5-23-.03 (2) (e) the biological shield
surveys shall be conducted prior to the initietion of any irrediation
of materials after the initial losding of the source racks and after
each increase in the total curie loading of the source racks.

In compliance with the requirements of the ‘ules and Regulations for Radio-
active Materials Chapter 290-5-23-.02 (12) (v) 2. A report of the resul*s

of the above surveys and test shall be sent to the Director, Radiological
Health Section, Georgie Department of Human Resources, Atlanta, Ceorgia, not
later thau thirty (30) days following each installation of sources in the
source racks.

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES

June 18, 1985 BY

DATE

Form 2854
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KADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE Numpen SA._E68-.

AMENDMENT NO. 05

Radistion Steriliszers, Incorporated
300 Sand Eill Road, #2-190
Menlo Park, Californis 94C25

In accordance with letter dated June 1Y, 1985 arnd signed by Tom Fisher,
Ceneral Mansger, License No. Ga. B68-]1 {s amended ac follovs:

Item B.A. is amended to read:

8.A. 1,500,000 Curies (no single source to exceed 12,000 Curies).

FOR THE SEODRGIA DEPARTMENT OF HUMAN RESOURCES

June 18, 1985 BY

Form 2084
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i RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET Licenst NumperGALBSE -1

Amendment No. _ .06

Rediation Sterilizers, Inc.
300 Sand Hill Road, # 2-190
Menlo Park, California 94025

In sccordance with letter dated August 12, 1985 and signed
by Tom Fisher, Ceneral Manager, License No. GA.E68-1 is
smended as follows:

Condition 12, is smended to read:

12. A. Radioactive Material shall be transferred from NRC
approved ohiptin; containers into the source racks
by or under the supervision and in the physical

resence of Allen Chin, Bruce C. Meyer, Thomas W.
urley, Barry P. Fairand or Tom Fisher.

B. Radiosctive Material shall be used by or under the
direct supervision of Tom Fisher, Radiation Safety
Officer, or other individuals designated by him
who have completed the basic and intermediate train-
ing and the ninety-days (90) on-the-job training
program described in; Section 9 of attachments to
spplication dated March 19, 1984, letter dated
August 21, 1984 and letter dated January 10, 1985.
Direct supervision shall be exercised by individual's
physical presence at the plant facility.

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES

August 15, 1985 BY {

DATE

Form 3054
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RADIOACTIVE MATERLALS LICENSE
SUPPLEMENTARY SHEET vicenss nuseen CA. ¢

AMENDMENT NO, .07

PACE cdeee OF el

Redistion Steriiizers, Incorporated
300 Sand Hill Road, #2-1%0
Menlo Park, California 94025

In sccordance vith letter dated August 16, 1985 and signed by Allan Chin,
President, Radiosctive Material License GA. 868-1 10 amended as follovs:

To add:
Y Rogiosciive Matarial Element ond Mow Numbet) | 7. Chamicsl ena/er Physics! Forem 8. Mazimum quantity lesnees moy pasies o\
onv one time
B. Cesium 137 B. Sealed Sources B. 12,300,000 curies
(DOE WESF) Each source not to

exceed 150,000 curies

0. Aumorites Ve

B. For use in RSI's Category IV Camma Irradiator located at 2300 Mellon Court,
Decatur, Georgia; for irradiation of single use medical devices and other
{tems. No flammable, corrosive or explosive substance are to be irradiated.

Condition 19. (See Page 2)

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES

DATE Janvary 6, 1986 Y \gﬁz\».., {OM

OPH/EMS (3 4




Georgis Department of Human Resowrces PAGE ek OF 2 PACES
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER LA B68-1

AMFNDMENT NC. .07

Condition 19. 18 smended to read:

19, Except &8 specifically provided othervise by this license, the licensee shall
possess and use radioactive material described in ltems 6, 7, and B of this
license in accordance with statements, representations, and procedures contained

int

r'

Application dated March 9, 1984 and signed by Allan Chin, President;

Letter with attachments dated August 21, 1984 and signed by Allan Chin,
President

Letteis dated October &, 1984 and October 31, 1984 and signed by Allan Chin,
President

Letters dated January 10, 1985 and January 17, 1985 and signed by Tom Fisher
for Allan Chin, President;

Letter dated August 16, 1985 and esigned by Allan Chin, President; &nd

Letter with attachment dated December 10, 1985 and signed by Allan Chin,
President.

The Georgia Department of Human Resources' Rules and Regulations for Radicactive
Materials, Chapter 290-5+23 shall govern the Yicensee's statements in applice-
tions or letters, unless the statements are more rectrictive than the regulstions.

Condition 32. is added:

32. The licensee shall not use any cesium=137 sources until & temperature monitoring
system is installed. The temperature sensor shall be irstalled in the source
racks as close as possible to the surface of the capsule estimated to reach the
highest temperature.

FOR THE GE,ORMA DEPARTMENT OF HUMAN RESOURCES
January 6, 1586 BY %\ & 4 %‘/

DATE

porm 3854



‘eorgia Department of Human Resowrce

RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET

CORRECTED COPY

Radiation Sterilizers, Inc.
300 Sand Hill Road, #2-190
Menlo Park, California 94005

PAGE i OF ol

LICENSE NUMBER &
AMENDMENT NO. 0

In accordance with letter dated August 16, 1985 and signed by Allan Chin,
President, Radiocactive Material License No. CA. B68-1 1is amended as

follows:

To Add:

8. Mevimum quintity lisenese may PoRes

s Redicective Mawris! | Element snd Moo Numiet) | 7. Chemical snd/or Physies! Form

B. Cesium 137 B. Sesled Source
(DOE WESF)

ony one tims

B. 12,300,000 curies
Each source not t
erceed 150,000
curies

§.. Avthorlied Ve

Decatur
items.

B. For use in RS1's Categery IV Camma Irradiator located at 2300 Mellon Court,
for irradiation of single use medical devices and other

No flammable, corrosive or explosive substance are to be irradiated.

Conditions

Condition 15. (See Page 2)

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOL

oATE . March 12, 1986 0

PR TR & R




. Georgia Department of Human Resources race L. OF L. PAGES
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET License Numpen A, _B6E-

AMENDMENT NO. .07
CORRECTED COPY —i

Condition 19. is amended tor read:

19. Except as specifically provided otherwise by this license, the licensee shall
possess and use radiocactive material described in Items 6, 7, and 8 of this
license in accordance with statements, representations, and procedures containe
in:

A. Applicetion dated March 9, 1984 and signed by Allan Chin, President;

B. Letter with attachments deted August 21, 1984 and signed by Allan Chin,
President;

C. Letters dated October &, 1984 and October 31, 1984 and signed by Allan Chin,
President;

D. Letters dated January 10, 1985 and January 17, 1935 and signed by Tom Fishe:
for Allan Chin, President;

E. Letter dated August 16, 13985 and signed by Allan Chin, President; and

F. Letter with attachment dated December 10, 1985 and signed by Allan Chin,
President.

The Georgia Department of Human Resources' Rules and Regulations for Radio-
active Materials, Chapter 290-5-23 shall govern the licensee's ststements in
epplications or letters, unless the stateuents cfe more restrictive than the
regulations.

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES
S March 12, 1986 oy ad 22:““ {Q!,‘_lf
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RADIOACTIVE MATERIALS LICENSE CA. 868
SUPPLEMENTARY SHEET ’ LICENSE NUMBER 22 PF"

Amendment No. .08

Radiation Sierilizers, Inc.
300 Send Hill Road, #2-1%0
Menlo Perk, California 94025

In accordance with letter dated January 9, 1986 and signed
by Tom Fisher, Ceneral Manager, License No. GA. B868-1 is
smended as follows:

Condition 12, is amended to read:

12. A. Redioactive Material shell be transferred from NRC
approved shipping containers into the source racks
by or under the supervision and in the physical
;rosoncc of Allan Chin, Bruce C. Meyer, Barry P.

sirand, Tom Fisher, Adam Clipson, or Eob Ramsey.

B. Radioactive Material shall be used by or under the
direct supervision of Tom Fisher, Radiation Safety
Officer, or other individuals designated by him
who have completed the basic and intermediate
training and the ninety-days (90) on-the-job
training program described in; Section 9 of attach-
ments to application dated March 19, 1984, letier
dated Auguct 21, 1984 and letter dated Januarz 10,
1985. Direct supervision shall be exercised by
individual's physical presence at the plant facility.

FOR THE GEQRGIA DEPARTMENT OF HUMAN RESOURCES
DATE February &4, 1986 BY %ﬁ&l f_ :%‘d

Caren WMMB4




Georgia Department of Human Resources PACE k. OF L. PACES
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHZET LICENSE NUMBER CA. _B68-1

AMENDMENT NO. .09

Rediation Sterilizers, Inc.
300 Sand Hill Road, #2-1%0
Menlo Park, California 94025

In sccordance with letter dated January 16, 1987 and signed by Tom Fisher,
Ceneral Manager, Radioactive Material License No. GA. 868-1 is amended as
follows:

Condition 19. is amended to read:

1%. Except as specifically provided otherwise by this license, the licensee
shall possess and use radiosctive material descrided in Items 6, 7, and 8
of this license in accordance with statements, representations, and pro-
cedures contained in:

A.

C.

Application dated March 9, 1984 and signed by Allan Chin, President;

Letter with attachments dated August 21, 1984 and signed by Allan Chin,
President:

. Letters dated October &, 1984 and October 31, 1984 and signed by

Allan Chin, President:

. Letters dated January 10, 1985 and January 17, 1985 and signed by

Tom Fisher for Allan Chin, President;

. Letter dated August 16, 1985 and signed by Allan Chin, President;

. Letter with attachment dated December 10, 1985 and signed by Allan Chin,

President; &nd

Letter dated January 16, 1987 and signed by Tom Fisher, Ceneral Manager.

The Georgia Department of Human Resources' Rules and Regulations for Radio-
active Materials, Chapter 290-5-23 shall govern the licensee's ctatements
in applications or letters, unless the statements are more restrictive than
the regularions.

paTe . Eebruary 2, 1987

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES

Corm 2854

oy ¢ﬁb4f)7%ﬂo47"<ﬁ% 5;377924u‘v~u.
4



Georgia Department of Human Resources PAGE o OF L PaCEs
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE NUMBER (A._B6EB- ]

AMENDMENT NO. .10

Radiation Sterilizers, Inc.
300 Sand Rill Road, #3190 ¥ <Y<
Menlo Park, California 94025

In accordance with letter dated April 30, 1987 and signed by Tom Fisher,
General Manager, Racdiocactive Material License No. GA. 868-1 {s amended
as follows:

Condition 19. is emended to read:

l’.

Except as» specifically provided otherwise by this license, the
licensee shall possess and use redicactive material described

in Item 6, 7, and 8 of this license in accordance with statements,
representations, and procedures contained in:

A.

Application dated March 9, 1984 and signed by Allan Chin,
President; . '

Letter with attachments dated August 21, 1984 and signed by
Allan Chin, President;

Letter dated October &, 1984 and October 31, 1984 and signed
by Allan Chin, President;

Letters dated January 10, 1985 and Janurary 17, 1985 and signed
by Tom Fisher for Allan Chin, President;

Letter dated August 16, 1985 and signed by Allan Chin, Presicent;

Letter with attachment dated December 10, 1985 and signed
by Allan Chin, President;

Letter dated January 16, 1987 and signed by Tom Fisher, General
Manager; and

Letter dated April 30, 1987 and signed by Tom Fiiher, Ceneral
Manager.

The Ceorgia Department of Human Resources' Rules and Regulations for
Radiocactive Materials, Chapter 290-5-23 shall govern the licensee's
statements in applications or letters, unless the statements are more
restrictive than the regulations.

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES

443414245V14r"449-Sgiqmo¢vtu—

May 15 1QR? pY 7



Georgia Department of Human Resowces PAGE A OF A PACES
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LicEnst numpta GA._B6E-1

Asendment No. _ .11

Redistion Sterilisers, lnc.
300 Sen Hill Road, #4245
Menlo Park, Californis 94025

Iv accordance with letters dated March 19, 1987, September 10, 1987, September
25, 1987, and November 11, 1987, all eigned by Tom Fisher, Vice President
of Operations, Radicactive Material License No. GA. 8681 is amended o follows:

Condition 19. is asended to read:
19, Except ao specifically provided othervise by this license, the licenses
shall possess and uee radicective mater.al described in Item 6, 7, and

# of this license in sccordance vith Ltatements, representations, and
procedures contained in:

A. ~ Application dated March 9, 1984 and signed by Allan Chin, President;

B. Letter with attachments dated August 21, 1984 and signed by Allan
Chin, President;

€. Letter dated October &, 1984 and October 31, 1984 and signed by Allan
Chin, President;

D. Letters dated January 10, 1665 and Januery 17, 1985 and eigned by
Tow Fisher for Allan Chin, President;

E. Letter dated August 16, 1985 and signed by Allan Chin, President;

F. Letter with attachment dated December 10, 1965 and signed by Allan
Chin, President;

C. Lletter dated Janvary 16, 1987 and signed by Tom Fisber, General Manager;

H. Lletter dated April 30, 1987 and signed by Tom Fisher, General Manager;
and

1. Lletters dated March 19, 1987, September 10, 1987, September 25, 1987,
and November 11, 1987 all signed by Tom Fisher, Vice President of
Operations.

The Georgis Department of Human Resources' Rules and Regulations for
Radiocactive Materials, Chapter 290+5+23 shall govern the licensee's statements

in applications or letters, unless the statement are more restrictive
than the regulations.

FOR THE GEORGIA ounw:s;t OF HUMAN RESOVRCES
DATE ——Nonember 18, 1882 nv_g’//”/ﬁ

Corm 2084

/) An~—

74
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Georgia Department of Human Resowces ract L or o races
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LicensE numaen SA._E8E-1

Amendment No. 12

Rediation sterilizers, Inc.
300 Sen Hill Road, $4-245
Menlo Park, California 94025

In sccordance with letters dated March 19, 1987, September 10, 1987, September
25, 1987, and November 11, 1987, all signed by Tom Fisher, Vice President
of Operations, Redicactive Material License No. GA. 8681 is amended a» follove:

Condition 19. is smended to read:
19. Except as specifically 'roviGQC othervise by this license, the licensee
shall possess and use radiosctive saterial described in Item 6, 7, and

8 of this license in sccordance with statements, representations, and
procedures contained in:

A. Application dated March 9, 1984 and signed by Allan Chin, President;

B. Letter with attachments dated August 21, 1984 and signed by Allan
Chin, President;

C. Letters dated October &, 1984 and October 31, 1984 and signed by
Allen Chin, President;

D. Letters dated Janvary 10, 1985 and January 17, 1985 and signed by
Tow Fisher for Allen Chin, President;

E. Letter dated August 16, 1985 and signed by Allan Chin, President;

F. Letter with attachment dated December 10, 1985 and signed by Allan
Chin, President;

G. Letter dated Janvary 16, 1987 and signed by Tom Fisher, Ceneral Manager;
H. Letier dated April 30, 1987 and signed by Tom Fish=r, General Manager;

1. Letters deted March 19, 1987, September 10, 1987, September 25, 1987,
ané November 11, 1987 all signed by Tom Fisher, Vice President of
Operations ; and

J. letter dated November 24, 1987 and signed by Tom Fisher, Vice Precident
of Operations.

The Georgis Department of Human Recources' Rule and Regulations for Radioasctive
Materials, Chapter 290-5-23 shall govern the licensee's statements in
applications or letters, unless the atatement are more restrictive than

the regulations.

FOR THE O?OINA DEPARTMENT OF HUMAN RESOVRCES

o L Hen {_&3}9»»«-—

- 3004
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KADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE i w OA, 808 ]

Amendment No. A3

'S

Radiation Sterilizers, Inc.
300 Sand Hill Road, #2-150
Menlc Park, California 94025

In sccordance with letter dated June 6, 1988, and signed by Tom Fisher,
Vice President, Quality Assurance and Regulatory Affairs, Radicactive
Material License No. GA. B6E-]1 is amended as follows:

& Pacioactive Mareris! (Element ene Mt Numtmi] | 1 Chermicel ane/or Physial Form [ B :A:'n.v::? .::omnv 1iea vees may posiest ot
A, Cobalt 60 A. Sealed Source (AECL A. 1,500,000 curies (No
Model C-18B, Types 1, 2, single source to exceed
. 3, or &) 12,000 curies)
B. Cesium 137 B, Sealed Source (DOE WESF) B. 12,300,000 curies each

source not to exceed
150,000 curies

§ Authoruaes Un

A. and B. For use in Radiation Sterilizers, Inc. Category IV Camma Irradistor located
at 2300 Mellon Court, Decatur, Ceorgia for storage only and activities related
to decontamination, identification and removal of leaking source or sources.
Product is not to be processed until all decontamination activities are
complete, Product shall not be processed until suthorized by the Ceorgia
Department of Human Resources.

Convitiom

Condition 19. (See Page 2)

FOR THE CFORGIA DEPARTMENT OF MUMAN RESOUNCES
e _dnna 2. 1988 .vs;%mm_ﬁ_M Bk

I ELRLR L))
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RADIOACTIVE MATERIALS LICENSE
SUFPLIMENTARY SHEET LICENSE NunipaGA: 8681

Amendment No.

) | e

CONDITION (Continued)

19. Except as specifically provided othervise (n this license, the
licensee shall conduct {ts program in eccordance with statements,
representations, and procedures contained in the documents including
sny enclosures, listed below: _

A. Application dated March 9, 1984, and signed by Allan Chin,
President;

B. Lletter with attachments dated Auvgust 21, 1984, and signed by
Allan Chin, President;

€. Letters dated October &, 1984 and October 31, 1984, and signed
by Allan Chin, President;

D. Letters dated Janvary 10, 1985 and Janvary 17, 1985, and signed
" by Tom Fisher for Allan Chin, President;

E. Letter dated August 16, 1985, oand signed by Allan Chin,
President;

F. Lletter with attachment dated December 10, 1985, and signed
by Allan Chin, President;

G. Lletter dated Januvary 16, 1987, and signed by Tom Fisher, General
Manager;

K. Lletter dated April 30, 1987, end signed by Tom Fisher, Ceneral
Manager;

1. letters dated March 19, 1987, September 10, 1987, September
25, 1987, and November 11, 1987, all 'signed by Tom Fisher,
Vice President of Operations;

J. Letter dated November 24, 1987, and signed by Tom Fisher, Vice
President of Operations; and

K. Lletter dated June 6, 1988, and esigned by Tom Fisher, Vice
President, Quality Assurance and Regulatory Affairs.

The Ceorgia Department of Human Resources' reguletions shall govern
unless the Gstatements, representations and procedures in the
licensee's application and correspondence are more restrictive
than the regulations.

FOR THE RGIA DEPARTMENT OF HUMAN RESOURCES
ATE .. June 21, 1888 lvw- i A



November 24, 1987

Mr. Will Ingram

Radiclogical Health Section
Georgia Department Human Resources
878 Peachtree Street, NE

Atlanta, Georgia 30309

Dear Mr. Ingram:

Per our phone conversation on November 20, 1987, 1 am requesting
that the area beycond the floor to ceiling, machinery room, be
reclassified as an unrestricted area.

The request 1s being made because of the addition of the walled
in area above the cell and over the sliding doors,

I1f you have any guestions, please contact ne.

Vice Président of Operations

TDF/cc

Radiation Sterilizers Incorporated, 2200 Melion Court, Decatur, Georgia 30035/Telephone: (404)981-4077



June 6 1988

Memo to: Mr Tom Hill

From: Mr Tom Fisher

Subject: Leaking Cesium Source and cleanup
Re: License number GA-868-1)

Dear Tom,
Due to the leaking source and cleanup at Radiation Sterilizers

inc., no product will be processed until the leaking source and
cleanup is completed.

Sincerely

Radiation Sterilizers Incorporated, 2300 Melion Court, Decatur, Georgla 30035/Telephone: (404)981-4077
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PACE ek OF i PAC
RADIOACTIVE MATERIALS LICENS:
SUPPLEMENTARY SHEET uicenst numsen GA._ B¢

diation Sterilizers, Inc. Amendment .14

‘L0 Sand Hill Road, #2-190
Menlo Park, California 94025

i1n accordance with letter dated June 6, 1988, and signed by Tom Fisher,
Vice President, Quality Assurance and Regulatory Affairs, and discussions
held in RS1's offices on June 9, 1988, Radiocactive Material License

Ho. GA. 868~1 is amended as follows:

S Raciosctive Material (Elament and Men Number) | 7. Chomice! sna/or Physical Form s :-mmmmwmmu
A. Cobalt 60 A. Sealed Source (AECL A. 1,500,000 curies (No
Model C-168, Types 1, single source to
2, 3, or 4) exceed 12,000 curies)
B. Cesium 137 B. Sealed Source (DOE B, 12,300,000 curies
WESF) each source not to

exceed 150,000 curies

§. Auvthorizes Ve

A. and B.

1. For use in Radiation Sterilizers, Inc. Category IV Gamma Irradiator locate
at 2300 Mellon Court, Decatur. GA for storage only. Product is not to be
processed until all decontamination activities are complete. Product shal
not be processed until authorized by the Georgia Department of Human
Resources.

2. No actions other than these necessary to determine and maintain the safet)
of the plant, environment, public, and onsite personnel shall continue.

3. Prior to starting any decontamination of the source storage pool and/or
identification and removal of any leaking source or sources, RSI shall
submit a detailed plan of implementation and receive approval from the
Department of Human Resources.

Conainiont

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOURCES
‘ ‘
parg June 10, 1968 ” g

o A0 (408



sorgia Department of Human Resoure 2008 o IV ikl
RADIOACTIVE MATERIALS LICENSE
SUPPLEMENTARY SHEET LICENSE Numiek CA. BY
Amendment No. A%

Radiation Sterilizers, Inc.
300 Sand Mi') Road, #2-1%0
Menlo Park, California 94025

In sccordance with letter dated August 9, 1988, and signed by Allan Chin,
President, Radioasctive Material License No. GA. B68-1 {s amended ao follows:

& Rasivective Materisl (Element and Matt Numbet) | 7. Chamical anag/or Physicel Form 0. Marimum ausntity LEenses may Boses ot
any Ong tire
A. Cobalt 60 A. Sealed Source (AECL Model |A. 1,500,000 curies (No sin
C~188, Types 1, 2, 3, or &) source to exceed 12,000
curies)
B. Cesium 137 B. Sealed Source (DOE WESF) B. 12,300,000 curies each

source not to exceed
150,000 curies

10

r
¥ Avherasl Vs

A. and B,

For use in Radiation Sterilizers, Inc. (R§1) Category 1V Gemma Irradiator located at -
Mellon Court, Decatur, GA for storage only. Product is not to be processed until all
decontacination activities are complete. Product shall not be processed until authorim
by the Georgia Department of Human Resources.

No sctions other than those necessary to determine and méintain the safety of the plan
environment, public, and onsite personnel shall continue.

Prior to starting any decontamination of the source storage pool and/or identification
removal of any leaking source or sources, RSI shall submit a detailed plan of
fmplementation and receive approval from the Department of Human Resources.

Removal of capsules identified by Department of Energy for testing purposes shall be
shipped by RSI to Oak Ridge National Laboratory (ORNL) in accordance with Onsite Kevis
2, Packaging and Transportation Procedures dated August 14, 1988,

Congition

FOR THE GEORGIA DEPARTMENT OF HUMAN RESOUR(

paTe . August 16, 1988 BY



November 11, 1987

Mr. Will Ingram

Radiological Health Section
Georgia Dept. Human Resources
878 Peachtree Street, NE
Atlanta, Georgia 30209

Dear Mr. Ingram:

With the addition of the walled in area above the cell and over
the sliding doors in the machiner) our key control policy has
been revised plus & new procedure for gaining entrance through
the mezzanine door has been established.

We hope the above information meets with your approval and that
the non-compliance issue, of February 18, 1985 can now be found
in compliance.

I1f you have any questions please contact me.

Sincerely,

Vice President of Operations

TOF/dp
Enclosures
RECEIVED
NOV 18 1987
RADIOL |
AUTH ONT

Radiation Sterllizers Incorporated, 2300 Melion Court, Decatur, Georgla 30035/Telephone: (404)981-4077
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Procedure for Using Mezzanine
Door on Top of Cell

Before access through the mezzanine docr on top of cell can
be accomplished, the fol)lowing procedure must be completed.

Mezzanine Door Entrance Procedure: Entrance through the
mezzanine door on top of cell will be goinod by lowering the
sources, turning the console key to off, removing it, and
then placing the console key in safety enumerator panel and
actuating. Entry through the mezzanine cell door can then be
made carrying an operable survey meter.

Once work has been accomplished the cell mezzanine door will
be loch.y &nd normal start up procedures used.

Radiation Sterilizers Incorporsted, 2300 Melion Court, Decatur, Georgla 30035/ Telephone: (404)981-4077



KEYS

a. Console Key

b. Roof Latch Key

€. Machinery Room Keys

d. (3) Item Machinery Room
e. Mezzanine Door Key

Only authorized personnel, production manager, shift supervisors
and any material handler who has satisfactorily completed the
SUPpervisors requirements, will have access to keys that would
allow entry into restricted areas of the building.

&. There will be only one console key available for operating
the control conscle at ant time during a 24 hour period. The RS§O
will have the other console key locked in his desk. If at any
time the building is not operational the console key will be
returned to the RSO,

b. The roof latch keys will also be locked WP in the RSO desk
and will only be i1ssued to authorized personnel upon
loading/unloading radiation sources or to do maintenance on the
roof of the building. When loading/unloading of radiation
sources or maintenance on the roof 1s completed the key will be
returned to tne RSO.

€. The two doors leading to the tote transfer room will have one
key issued to each shift supervisor and production manager,

d. The three console panels in the tote transfer room,
programable controller, electrical and safety annumerator panel,
will have one key issued to the production manager who in turn
will stage the key in the console room so0 that each shift
Supervisor will have access to the key in order to perform
ma.ntenance on the system.

€. There will be only one mezzanine door key issuved and it will
be to the maintenance manager. The spare keys will be locked up
in the RSO desk.



September 25, 1987

Mr., Will Ingram

Rediological Health Section

Georgia Department of Human Resoutces
878 Peachtree Street, NE

Atlanta, Georgia 30309

Dear Mr. Ingram:
Per our phone conversation on September 16, 1987, concerning our
request to require only “"Radiation Employees"™ to wear film badges

while working, The changes in section #6 item #8 of our license.
If you have any questions please contact me.

Sinzztoly.
4 \'\—/
Tom Fisher

Vice President of Operations

TDF/DP

M ECEIVED
erp "9 1061

f OGICAL
HEALTH UNIT

Radiation Sterilizers Incorporated, 2300 Mellon Court, Decatur, Georgls 30035/Telephone: (404)981-4077



Section No. 6

General Operating Procedures

Standing Otrders

1.

10,
11.

12.

The Radiation Safety Officer (RSO) will have total
responsibility for all aspects of the operation pertaining to
radiation,

The RSO will authorize specific personnel to load and unload
isotope based on training and experience. Unauthorized
personnel are not permitted to move the sources, however,
they may assist when under the direct supervision of an
authorized person,

The RSO will authorize personnel to be shift supervisors
based on training and experience., This will include the
proper use of the control console to raise and lower the
conveyors,

Unauthorized persons will not be permitted in the building.
The building will be locked at all times when unoccupied.

All entries into the radiation cell will be logged into the
entry log.

The RSO will designate those personnel who will have access
to the radiation cell.

Only "“radiation employees" will wear radiation film badges at
all times within the facility.

There will be no smoking permitted in the building except in
designated areas.

Personnel will not attempt to ride on a moving conveyor.

Personnel will not alter or modify the control and safety
system,

Visitors to the gamma cell will sign the visitors log and be
issued a digital type dosimeter to be carried during the
period of their visit, Initial and final dosimeter readings
will be recorded with name, date, and affiljation.



September 10, 1987

Mr. Will Ingram

Radiological Health Section

Georgia Department of Human Resources
878 Peachtree Street, Ni

Atlanta, Georgia 30309

Dear Mr. Ingram:

Per our phone conversation on September 4, 1987, concerning our
reguest to increase the 30 second delay time to 45 seconds. This
increase in time will allow more time to visually assure that

everyone is out of the cell prior to setting the safety system up
for operation.

The change is in section No. 3+ "Camma Cell Safety System", of
our license,

1f you have any questions please contact me,
Sincerely,

.

Tom FisKer
Vice President of Operations

TDF/cc

RECEIVED |

SEP 11 1987

RADIOLOGICAL
HEALTH UNIT __J

Radiation Sterilizers Incorporated, 2300 Mellon Court, Decatur, Georgla 30035/Telephone: (404)961-4077



1 RECEIVED

MAY 1 1987

RADIOLOGICAL
HEALTH UNIT

o

Aptil 38, 13%?

Mr. Wiil 1Ingram

Padiological Health Section

Georgia Deportment of Human Resnurces
378 Peachtren Sftreet, NE

Atlanta, Georgiaz 30309

fear Mr, Ingram:
I'would like Lo amend our key control pelicy that was submittad

in our license, UA-B68-1, tu the s*ate on Januvary 15, 198% *o
tead as follaws: .

3. <insole Key be Koot Latch Key
¢. Machinery Room Keys d. Macainery Room Panel Keys

¢, F.ecirical Box Keys

Only authorized personnel, production manager, shift supervisors
and nny material handler who has satisfactorily completed rie
Supervisors requirements, will have access to kevs that would
Allow eniry into restricted arcas of the building,

4. Thare will be only one console key availadle for oparat.ing
the contvol censole at any time during a 24 hour period. The 180
will have the other console key loucked in his desk. 1If at any
cime the building is not opearational the console key will bhe
returned to the RS0 or his cesignee.,

. The rodf latch keys will also he lncked up in the RSO0'3 doak
and will only be issued te authotrized personne. spen
loading/anlonding radiation sources or to Jo maintenance on the
teof of the building. When loading/unleading ot radiation
sources or muintenance on the roof i3 completed the key will be
teturned o the RSO,

€. Towm twd 4do2rs leading to the tote transfazr roon will have one
Yoy staged 30 that it wil. o» accessible to all shift
6.:'-:“’. . L

Radiation Sterilizers Incorporated, 2300 Melion Court, Decatur, Georgla 30035/ Telephone: (404)981-4077
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: 4 -
Apral 0, 1987

4. Ihe three console panels In tne tote transfer toum,
programmable controller, elactrical and cafety annumerator panel,
will have one ey issved to the production marager who in turn
will stage the key in the console room so that each shilt
supervisor will have access to the key in order to perform
maintenance on the system,

. The elnctrical panel boxes nn top of the cell will be kept
locked and the key will he staged in the ecoantrol =onsn'e roam
WiVliy waid Ke&yu i dtem go.

f. ALl keys not issued in items a-e will be locked up in the
Seneral Manager's office.

If you have any quastions plesse contact me.

Birserely,

Tom Fisher
General Manager

TOT /¢



December 10, 198}

Mr. Thomes E. H111, Chief
Radiosctive Materiale Unit
Radiclogical Health Section, Suite 600
Georgie Department of Human Resourcee
878 Peschtree Street, NE ‘ :
Atlanta, GA 30309

Reference: License Number GA.868-1 . ..
Dear Mr., Hi11l1l:

The following iInformation 1e provided in response to vt
the requestes outlined in your December 2, 1985 letter. *. =

1. A model 501A Digital Area Monitor (or equivalent
meter) will be installed adjacent to the resin tenks
for continuous monitoring. The monitor will be set to
provide an audible slarm betveen 0.1 and O.2mr/hr.

Thie alarm will Alert the operator to shut off the
recirculating system and to initiate emergency actions.

2. Tweo typee of capoule failure are poseidle. The
firet 10 & small leak due to & weld fatlure or pin
hole. In this situstion leskage rates will be very low
and personnel would have access to the cell for limited
periode of time where the radiation levels are 0.] to
0.2 wr/hr.,
Ion exchange columne encased In concrete will be used /
to continuously remove the sctivity from the circulated
pool water. Concurrently the leaky source will be i
located using the equipment developed by the DOE at
Hanford, or eimilar. Thie equipwment constiete of & \
closed loop system which includes & container into {
vhich & cesium caprule may be loaded. The sctivity of |
the water in the closed loop 18 wmonitored. The leaky {
source will be indicated by an increase in activity l
with time. Vo
N - R
The leaky source will be sealed into & container, which
in turn will be loaded into & shipping caek for return
to Hanford for inspection and/or dieposition,

-
‘

Radistion Sterilizers, Inc., 3000 Sand Hill Road, Bidg. #4-245, Menlo Park, CA 94025 (415) 8542000 "




The zoncrete shielded resin columne will be veed for ‘m;
finse) rewoval of the residusl eoosn. from the pool
vater, L iy N ;”

The second type of capeule fetlure vould be teimcd
cataotrophic and result in radiastion levely above the
storage pool which would prevent personal acceses. Thive
type of fatlure 1o highly unlikely. ¢ L. ity

In thie event, concrete shielded resin columne would be
used to lowver the pool activity to levele where |
personnel access to the pool 19 permitted. Once thie
level 19 veached, the clean up procedu'e would be ae
described above. 3 W) _ '
3. The contaminated concrete shieldad resin columne . .
vill be disposed of via shipment for burial to s v Toyaq 00
commercial wvaste disposal site.

4. Any alarm of the radiation wonitor located adjacent. e
te reein columne will be treated o¢ & suspected i
rediation incident. The operator will confirm the
rediation levels with at least tw> (2) operating survey
meteres after shutting off the recirculating pump. i} N

1{ the levels are not confirmed, the incident will be v
treated as false alarm, and operations resumed -after
resetting the radiation monitor.

1f the levels are confirmed, the operatcr will shut
down the system, evacuate all personnel from the plant,
and notify the RSO, The RSO will be responeible for

any anJ all subsegquent emergency responsc* based upeon

the specific conditions existing. .
The basic clean up procedurec outlined above in item 2
will be followed under the RS0's direct supervision,
The assiotance of your ovfice and DOE experte vlil be
solicited throughout thise oporatton.-

$. A copy of the DOE lease ogroolont ie tncludod. ' “
Thie lease covere the firest | increment of RSI'e ™

sllotment., We h
awmount, whi ¢s been installed in our
‘plant. :
W

esterville

“p
- \
’



jocation

or announ

een _notified of our nev aliocation.

“Weé expec: to be sllocate Fedditional INCT. We woul

® inete WCT PIUS INCT FiRaining oM 80UV
#¢ into the DECOLUF Tacility.

——— T—

Thie lease 19 vepresentative of the future DOE leases.

These monitoring and cleanup procedures have been
accepted by the NRC prior te granting ue license to
1oed and use cesium In VWesterville. .

As soon as our allocation 190 made known to we, I will
call you to inform you., I trust thie informstion will
permit you to approeve our roquest te load and use the
WESF capouler in our Decatur facility, We would like -
to inftiate action to do thie as soon ae our allocation
10 made known to wus.

Sincerely, '

Allan Chin
President
AC/tk

Enclosure

ce! Mr. Tom Fisher
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AJG 19 1985

Auguet 16, 1983 RADIOLOGICAL
HEALTH UNIT

Nr. Thomae E. Hi1ll, Chief

Redicactive Kateriale Unit

Radiologic Healrh Seciton

Ceorgias Department of Muman Resources
878 Peachtree Street N.E.

Atlants, CA 30309

AL~ 3Ts

Dear Mr. ¥Nill.

Please awmend our license No. GARGRE-) to add the nueltdc
cesium 137 to the 110t of licensed radicactive
materiale.

Nuclide: Ceoium 137

Physticel Form: Waste Encepeulation Storage i
Facility (WESF) Capoules. Double encepsulated in
stainless otee)l.

Possension Limit: 21 .MCt.~

RSI hae been negotiating with the DOE and NRC for the
past two yeare to approve the use of WESF capoules in
wet storage category IV pancramic irradiatore. We have
been successful In our efforte and the NRC has licensed
out Westerville, OH facility to use cesium caposules.
The Westerville facility hae been designated ae the
demonstration facility for thie type of application,
and a¢ such wili be monitored by the DOE to sassure that
no unforeseen problems may arise during the use of the
WESF capoules. A capoule will be periodicelly removed
from the Vesterville plant and deotructively analyned. -

Approximately eeven (7) cesfum 137 curies are
equivalent to one (1) cobalt €0 curie ueing theese
sources because of the lover photon energy ohd'oolt
abesorption of the WESF ccpouloo.

* The current shortage of cobalt 60 hae had severe ' ./ -
economic iwmpact on REY, and the uee of thie alternate -
genmma source will greatly slleviate thie problem. - The
DOE 1 aleo enceouraging industry to utsliuc thise
-.torl.l for beneficial uees. . '

r

{
»

Redistion Steril'zers, Inc., 3000 Sand Hill Rosd, Bidg. #4-245, Menlo Park, CA 94025 (415) 854-2600

\



Mr. Thowae E. Hi1l)
August 16, 1988
Page 2

The NRC will etil] maintain control over the use of
cestium In induetrial facilities. Thesr current
position 49 that additional facilities should not be
loaded with WESF capeules until “the firet sample has
been avaluated, which will be about 32 wonthe from-our
firet loading in Westerville. Thie l1vading took place
on August ’. 1988%.

Both DOE and RSI are petitioning that thie 12 month
wvait period be reduced beceause there ‘f¢.no technical
basie for it. We expect the NRC to permit an earlier
second losding and are¢ therefore requesting amendment
to our license to use the WESF capouler conttn.ont upon
NRC approval,

It 10 important that thie amendment be spproved in
order to prevent further delays in the shipment of thie
material to our facility., Jdeally we would like to
begin ehipments Iinto the Decatur plant next month.
However we realize that the NRC way not act on this
matter to meet thie echedile. In any event we would
1ike to be able to move on this ae scon ae a decision
19 made.

Thank you for your cooperation. Please call we 1f you
have any questions. .

Sincerely,

Allan Chin
President

AC/tk



Januvary 17, 1985 "::\AUH UNIT

Mr. Thomas E. Hill ‘ * s o
Rediological Health k. b e ¥ 8
878 Peachtree Street ° : 2 gt PRRRP . it
Room 600 : ol e ey
Atlanta, GA 30309 . GRCE e P
Dear Mr. Hill: . b ) , Pt I o ¢ .
' . ¢ L | ) . Pl S R |
This letter provides additional responses to the specific items
listed in your December 26, 1984 letter which were not covered in
my January 10, 1985 letter. The specific items covered ir my ;-
Januvary 10, 1985 letter are so indicated. o Pt b ftos

1, Reference Januvary 10, 1985 letter.
2. Reference January 10, 1985 letter. , o et .zj;;‘AL
‘3. Reference January 10, 1985 letter. ot ¢ :
4. Reference Januvarv 10, 1985 letter.
5. Reference January 10? 1985 letter.

6. Reference January 10, 1985 letter.

7. Reference January 10, 1985 letter.

8. RSI administrative procedures and personnel training instruct
all RSI personnel in the purpose, use and location c¢f the
emergency cable in the cell. Because RSI! considers this to be a
critical device, it has installed a second redundant cable on its
own initiative. ; ;

All non-RSI personnel are always accompanied by a trained RSI!
employee whensver they are in the cell. The RSI employee is always :
the last person to leave the cell. After the last non-RSI person’
has left the radiation cell, the trained RS! employee is required”
to walk completely around the cell to assure that no one is hicing

or unconscious in the cell area. During this traverse of the cell,

he must actuate each segment of the .emergency cable .whiuh
automatically assures ius working status and allows the system to

be subsequently armed. This requirement to actuate each segment of

the emergency cable assures that the trained RSI employee has in \

fact traversed and inspected the cell. l

- - . ) 'S ol W 2
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Radiation Sterllizers Incorporated, 2300 Melion Court, Decatur, Georgls 30035/ Telephone: (404)”1-.40
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A further requirement of the trained RSI employee is that he must
audibly announce that the cell should be clear because the sources

sre about to be raised.

As an altetnate asction to assure that non-RSI personnel entering
the cell ars aware of the location and function of the emergency
cable, RSI wiil post a notice to this effect in thle area of the
sliding access door which all non-RSI personnel will be asked to
read prior to entering.

9. RSI has defined that the area beyond the fiocor to ceilin
conveyor room door will de a controlled restricted area. This wal
is a full physical barrier. '

Additionally RSI will install protective covers on critical
detection devices which might be subject to damage or disruption.

10. Administrative procedures and personnel training instruct RSI
employees to verify that an unsafe radiation condition, in fact
exists whenover there is a trip of the safety system. This is
performed by the trained RSI employee using an operating survey
meter. 1f an unsafe radiation situation is verified, the employee
has been trained to secure all areas beyond the conveyor room, and
to notify tne RSO and/or the general manager. They are trained to
not sttempt to identify the cause and to remain on site to prevent
any other entry beyond the conveyor room until the RSO and/or
general manager arrives on site. This is absolutely the fastest
and most reliable action that can be taken. X

There may be many reasons that the fety system will trip, i.e.

pover Falllrs—componen allure, ox _scciden

_system., In the absence of an unsafe radiation sa gituation,-
the traln ees_are _capable _of_correcting tHe
Problem and_te-stakting_the system.Snnecessary calls
are !!9‘3%3" -

RS1 operates on a 24 hour schedule and an RSI employee will always
be on site during operation to take proper corrective act'on.
During non-operating periods, the sources are stored at the bottom
of the pool and the facility and building secured. The single
operating key is kept under lock.

%We do not believe that a third party notification system is an
improvement over the existing procedure.

11. Reference January 1@, 1985 letter.
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12. RS!1 fregquently has the need to move heavy thMl through thoﬁ
maze. Permanent installation of the pressure mats would cause
unnecessary damage. O1 7 current design incorporates a :ug-ltko.“
covering over the eight (8) pressure mats to keep them in place. -
This design permits temporary removal when heavy traffic
conditions occur. The trained RSI employees are responsible for’
the replacement of the mats prior to re-starting the system.

. ORE A MET v E Bt R T
13, Reference January 1@, 1985 letter. ‘ URCR R
| RO 1} 48 TR [

14. Reference J-nuaiy il. 1985 letter. : _31 ﬂ_ff;'
15. A lummaxy of the pool water tolting procedure 1' lncludod.:‘fg ‘

16. RS1's dcsiqnl are company proprietary and the :olult of nany :
years of design and development efforti. We estimate their value- to.
be several millien dollars if they got into the wrong hands., The*“
designs integrate both the mechanical and safety systems,: and’’
therefore are not independent entities. Changes are continually
being made to the mechanical system which do not affect the safety
system, We are very concerned over allowing this information out
of RSI., It also constitues a substantial potential liabiiity to
Georgia. Alternately, we will supply the state a2 copy of the flow’
or logic diagram for the safety system which will demonstrate how °
we meet the regulations., We will deviate from this only after
prior discussion with the state. i

17. The requested drawings will be ptovtdod and it is emphasized
they entail a substantial liability to the state to maintain their
secrecy and confidentialility. Additional 1n£ormat$on will bo
provided upon specific request.

18, This item is related to item 4. Since we feel that thc cell
monitor is proper for its applicetion, and does meet the Federal
regulations according to industry vido ptactlco. thoro is no
reason to move it.. , d‘ TR R LV SOR N

19, This intotlock hus been installed. ~,3'_ ;f ':t ,'—v"k.;'~. $

1 ‘I \*._.‘ .' .".-
.20, We do not ' undotltand how this bears on r.d!ugion oafcty. The"
lights have been carefully located to provide maximum light and
minimum probability of dumage. It is inconceivable to envision
that they can be damaged by oitho: thc convoyor system or the

source handllng tools. ¥

- -
-

Any light cover will reduce tho amount of 1tqht emitted which"
would increase the probability of an occidont in the cell. . . |

\ _Iv.
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Plastic or qlnsl covers will darken and/or ombzittlo unaot the.
influence of radiation. R R T
For safety reasons we prefer not to :htold these llght !t:tutoo. $¢_
o & FRARI . L
21, Reference January 10, 1985 letter. . P ,H?_'f:é'f'fﬁ
22, A sumary of this procedure is included. ' \Qf BT L . Kyt <
’ . $° b LT
23, Reference January 10, 1985 letter. -~5¥ ”.‘ &;;zu{}_

24. All components used in the safety chaln are dolignoe by the
manufacturers to be fail safe. The only item not meeting-thiss -~
criteria are the pressure mats. By their mode of operation they
cannct be designed to be fail safe. RSI has accounted for thil.
through design redundancy. Eight (8) individual 2' x 3' mats aro
used in a two wide four long array. At least four of these must

fail before the system is potentially inoperative. . . .. ,.,;‘.
: R ¢ “‘,"'."- .v-‘ *v

25. A summary of this procedure is attached. T e e 3
-y ‘\.'.A.‘:-. - '._-

26, Reference January 10, 1985 letter. ' ;{1-*- *3*\ K

J A

27. a.) The only possible means of fajilure of tho source rack or
modvlies is through corrosion. Since all components in the pool and
source rack system are 300 series stainless steel, and the water"
is maintained at non-corrosive levels, a corrosive failure cannot

-

be envisioned. . WeoaRiT. W .-1‘
b.) A source rack lifting cable failure will pctmit the source
rack to fall to a safe position at the bottom of the pool. The
guide cables will aid in controlling and llowing itl doccnt. x.;{.\
The sources will be removed, a new cable attachod. and tho iock.
raised for inspection and repair as toquixod. i ,?- '}26- % Ry
'v,‘,; "'3.'.:'!._
A single guide cablo feilure would not caulo the reck to be .
misaligred since the other guide cable in conjunction with the '
lifting cable will maintain the rack aligned, During routine cell
entries, RSI employees are trained to check the guide cables for

failures and to repair or replace them as roqutrod.-n‘;g:_,r;r“ e

81mu1tanoou¢ fnllu:o of both guide cables wouldﬂho€232§a;ﬁz)'f
serious problem since the rack will always be contained within the
protective cage and guided into the water. - Yfan

€.) The safety margins or thc ouppoztlnq track and trollloo utnf
' . : 2 _-"‘ ' ‘01‘4.‘....

- 3 g 8 P : 44
5 A . . ‘ G )
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large enough to presuppose this happening. Additionally there is a
Scpport grating beneath the carriers and over the pool which will
prevent carriers from falling into it. \

d.) Over-rated cranes are always used to 1ift the casks. The
likelihood of crane cable breakage is remote since crane operators
are required to inspect and maintain their equipment. 1f a sling
breaks, the second sling will still support the cask from a2 free
fall. To guard against the improbability of both slings breaking,
& half inch reinforcing plate of stainless steel is welded to the
tank bottom beneath the cask loading area. ' '

e.) The building is designed such that the cask mus* move
laterally several feet beyond its normal loading position.
Physically the necessary movement required to hit the source rack
is not attainable. {

f.) These monitors, when saturated, are fail safe. .

g+) A ventilation fan failure will shut the system down. A belt
fa‘lure will not shut the system down, but will cause ozone to
dir/use into the operating area to warn the trained RS! personnel.
They will shut the system down and replace the belt. A belt
failure will not impose a radiation safety hazard,.

h.) Anytime grates are moved, they are secured by ropes or other
attachments to prevent their falling into the pool.

i.) RSI racks are designed to prevent this occurrence. However, {f
it does happen, they will fall into the pool where they can be
retrieved.

J«) The water treatment system consistea of filtration,
de-ionization and make-up. All of these components are routinely
checked and maintained well within the veriod of time that any
potential problem could develop.

k.) All handling and disposal of contaminated demineralized resins
will be per Georgia or Federal guldollnoo,

26, A summary of this procedure is included. -
29, Reference January 190, 1985 letter.
30. Reference January 10, 1985 letter.

31, Reference January 1@, 1985 letter.

~
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32. Reference
33, A summary
34. Reference
35, A summary
36. A summary

37. A lumﬁaty

Januvary 10, 1985 letter.

of this procedure is included.

Januo:j 10, 1985 letter.

of this procedure is included.

of this procedure is included. .

of thtl proeoeuro 10 included.

.

The final form of all RSI procodutol will be kopt on hand ct tho

Decatur facility for reviaw and reference as xoqux:od. Wm .“:akri~
” :.-‘Y
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1 certainly hope that this review will pe the 1.:1 pttdt to the'
issuvance of our license. Your rapid response to this lottor vtllr e
be gzoatly appreciated.

sincozoly.
T 7.

Al Chin
President

AC/oc
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#15 a.) A one (1) gallon sample of pool water will be taken one
(1) foot below the surface of the water.

b.) The action level that will regquire the collection of
sdditional samples will be > 2.25 x 10 vei/ec.

€.) The minimum detectable level at Georgia Tech is “2.25 x 1¢~°
uci/cc for a 2000 cc samplgp. The minimum detectable level at
Helgeson Nuclear is 6 x 10 uci/ecec for a 500cc sample.

é¢.) The turnaround time from sample collection to receiving test
results for Georgia Tech would be "1 day and “) week for Helgeson
Nuclear.



022
MANAGEMENT CONTROL OF PROGRAMMER

The programmer will be undar the contrel of the General Manager
and can be used only by him or his designee when directed by the
Corporcte Director of Engineering or his designee. . The programmer
will be used for troubleshooting problems within the .irradistor.

-

- (
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I1f work is necessary on the roof of the cell it will first have to
be authorized by either the production manager or general manager.

The shift superviscor and production manager are the unly employees
authorized to work on any egquipment on the roof of the cell. :

1f contract employees are needed to do any work on the roof of the
cell they will first have to check in with the shift supervisor or
production manager who will escort them to the work area. When
work is completed all contract employees will have to check out
with either the shift supervisor or praduction manager. The shift
supervisor will also verify by making all personnel have left the

area.



33 c.) When resins in RSI's deionizers need tnqenozot!ng
Continental Water Systems will either bring out new deionization-
tanks or just toplaco resins, ; Mg Vo Tl .{“_*; .q;_

. A"‘
. e

b.) RSI will dtopolo of any used tcoln. after fitlt ehocking to

make sure thev =275 not eontominatod vith zadiatlon. TRCRY x ~,"‘
c.) Testiny :f 4Y~ resins will cithot bo done by Goorgla Toch o: :
some othz* ae;rtvod radiation testing facility. ... N ,fq>~;

. . ‘ ~.,.-;',' )

d.) Resins to be tested will be ~oured into a buckot. otlr:od and
~ 1690 gm sample taken. v il fy.:f.‘.:
;-;-.. . ;;-\ b e Aok

e.) Sensitivity of the radicanalysis pzoccduro at Goorgia ‘Tech -
will be determined during the first replacement of our -
deionization resins. In conversation with B, Boyd at Georgia Tech,

he will need "1000 gms of resins and will put. them under a gamma ..

analayzer and report radiation levels in uei/gm o! ton!n. LA
. v g SR
f.) See attacned letter from Continential Water Syltoms. -
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,! Continental Water Systems

P.O. Box 968 Roswell, Georgla 30077 404-992-4400 . .01
January 10, 1985 { S fknln ?;;i:
. - .' - ‘-‘ . ;.'f'.“é:_..'
T0: Luther Pratt yop S R
_FROM: Bill Reynolds % ot tei T 33&¢2.T
o AN T ¢ |
RE:  RSI . MR RRALG  S
4 ' ; ; < RF wiTALe o
i e AR
This memo 1. to inform you abcut tho ptoccduro tcr hnndxinq ‘ﬁl e
RSI, a new account established in December 1984, . - - - «'}T wY, o
" "" ’ % L ‘-n .

RSI is located at 2300 Mellon Court, Decatur, Goorqia 30035. .

we have sold exchange deionization equipment to this COmpany. _f,
This consists of 4 Catalog No. 2051 Deionization Tanks, 1 -~ ° *
Catalog No. 3258 20" Filter Housing, Installation Parts and'f;“,;«.)
Manifold., We will NOT provide normal service for this equip-, '
ment. The nature of their business is such that we do not . ;=
want to intergrate the resins in those tanks back into our: = =
plant, At the time these tanks are exhausted, we will discuss
their disposal of old resins and the purchase of new resins,

Please alert me when RSI calls regarding any type service.,’

Thank you very much, Tt :' ; fj'}n.
B 4 P ) et
Bill Reynolds . F, SE T P
BR: 1km S el / '

CC:  Bom-Norgenyr—ped —lmm— 72~ Frewer FYF 2,
CC: Katherine McGee, CWS PR .
CC: Stewart Ford, CWS

- ! r P 2 ERORI G LT SR S
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As mentioned in item #26 the RSO will delegate or authorize, based
on ttaining and experience persons, the responsibility to manage
and use radiation safety procedures and eguipment.

The persons authorized by the RSO will be the production manager,
shift supervisor and any material handler who has completed all

requirements for being a shift supervisor.
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Informal surveys for radiation will be done on the following
locations:

1. Water treatment area - film badge - monthly plus monitoring
with radiation detector monthly.

2. Air system - checked monthly with rediation detector - only
exhaust air.

3. Cell is monitored upon each cell entrance by shift
supervisor.



37

Corporate Radjation Safety Inspections will be conducted by the
Corporate RSO or his designee on an unscheduled basis.

The following items will be reviewed during the inspection:

a. maintenance records

b. safety records

¢. training records

d. equipment calibration records

e. any external radiation surveys since last inspection

f. general inspection of building and sterilization process
g. downtime logbook

h. cell visitor logbok

i. personnel expsure reports

j. leak test records.

Any discrepencies found during the inspection will be reviewed
with the general manager and a time schedule for correction of

discripenses will be set up.

The general manager will inform the Corporate RSO in writing when
all discrepenscs have been completed.



January 16, 1987

Mr, Will Ingram

Radiological Health Section

Georgia Department of Human Resources
878 Peachtree Street, NE

Atlanta, Georgia 30309

Dear Mr. Ingram:

Attached are the revisions to our Radioactive Material License
number GA-868-1, that you and ! discussed on December 29, 1986.

1f you have any questions, please contact me.

Sincerely,
Téﬁlrisher
General Manager
RECEIVED
Enclosures
JAN 27 1987
RADIOLOGICAL
HEALTH UNIT

Radiation Sterllizers Incorporated, 2300 Mellion Court, Decatur, Georgla 30035/Telephone: (404)981-4077



Januvary 1@, 1985

Mr. Thomas E. Hill

- . Radiological Health Section

- GQH.H.IO Room ‘25 south
“1256 Briarcliff RA. N.E,
Atlanta, GA 30306-2694

; % oy T -k
. Dear Mr. Hill:l- : ) pee——
-Thil letter referen . your letter dated December 26, 1984

. concerning our applic for licensing our Decatur Facility.

Specifically addressed are items 1, 2, 3, 4, 5,76, 7, 11, 13, 14,
21, 23, 26, 29, 3@, 31, 32 and 34 for which you required responses
Prior to amending our application to permit loading of the sources
into our source racks and performing radiation surveys and
dosimetry studies. Responses to the remaining.37 items will be
forthcoming prior to final liceunse issuance. - ' "

1. RSI will define the area beyond the floor to ceiling wall to be
a restricted area for the purpose of this license. As such we
believe that we will comply to section 20.203 (¢), (6), (i), (a).

2. The electrically operated lock defined in this item will not
permit operation of the RSI system since it will shut the system
down every time we attempt to run product into the cell. As our
discussion of this item revealed, there was an obvious
misunderstanding of how our system operates. Since this lock was
redundant, no action is planned.

3. Re~definition of the rest.icted area should satisfy this
requirement in conjunction with the installation of the safety
railing along the roof of the cell.

. 4. The cell monitor which is set to alarm at 1#@ MR/hr or less is
specicically installed to warn personnel in the cell of a
potential radiation proolem. This monitor is wired to be activated

- after all four source racks have tripped their down limit switch.

~ Therefore any subsequent attempt to raise the sources will be
~detected and alarm the safety system.

A continuous monitoring of the field would result in a alarm and
system shutdown every time the sources are attempted to be raised.
This would prevent operation of the system.

Radiation Sterllizers Incorporated, 2300 Mellon Court, Decatur, Georgle 30035/Telephone: (404)981-4077



Page 2
Thomas Hill
Radiological Health Section

The current design meets the regulations and is consistent with
industry practice for this type of system. No change is deemed to
be required.

5. The visual and audible alarms are indicators only of system
operation., Failure of any of these devices will not affect system
operation.

RSI poxionncl traiping requires all employees to take cognizance
of all visual and audible indicators and to repair or replace them
as required.

Incorporation of redundant, logical systems are not considered to
be necessary and would be difficult and expensive to install. They
would also create additional potential maintenance problems.

We believe that our current personnel training will assure
constant working of all visual and audible indicators.

6. RSI will install an additiconal warning light(s) to assure that
one of them will be visible from all location in the cell.

7. RSI did not install an automatic door closer on the personnel
emergency door because of safety reasons. Our concern was that
such a device could injure a second person from exiting by closing
on him. The door is wired such that whenever it is open, it is a
safety system violation and will s&hut the system down. We believe
that the system is s2fer without cuch a device.

ll. We intend to survey the total shield area per the ANSI N43:10
document. Locations and specific radiation levels_exceeding-8.25

Jﬂhﬁu-w&%l_bo-aSéhiiEtnd_and—phy‘ianllx_mllﬁsgf The surveys can
only be conducted after the amendment requestwed in this letter is
granted.

We do not understand how radiation levels are expected to increase
when additional shielding (in the form of product and carriers) is
added.

13, The installation of such a stand pipe would cause severe
damage to all of the electrical eguipment in the sump because they
could become submerged. We would propose a trap on the pool drain
line whose open end terminates 1l@" above the gamma cell floor.
Additionally a water detector will be installed in the trap to
provide early warning of an overflow condition and still contain
the water from discharging to the sewerx prior to evaluation for
contamination.
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We beieve this will serve the same purpose as the stand pipe.
14. This meter has been installed and helps control water
conductivity below 10 microsiemens per com.

21. a.) A video display failu:e has no effect on the safety
system. When the screen goes blank, the operator will shut the
system down and replace or repair the unit. The system is then
re-started in the normal manner.

b.) All of the safety system controls are in industrial units
which are designed to preclude transient problems. As an
additional precaution an uninterruptable power supply conditions
all line voltage. ' ;

c.) A computer malfunction will not affect the safety system. It
is merely an operator interface. If it fails, the operator will
shut the system down and replace or repair the unit. The system
can then be started in the normal manner. .

23, Program re-entry is always by disc. After a disc is read into
CCU memory, a compare program verifies all data. No errors are
accepted. When transfer is complete, a system test of all sensing
devices verfies accuracy of the prograr.

26, A summary of this procedure is included.
29, A summary of this procedure is included.
30. A summary of this procedure is included.

31, The one inch stainless steel pool level cortrol line is not
susceptible to clogging from corrosion. The water is filtered and
deionized. It is also located 12" below the normal pool water
level. It is therefore highly unlikely that it will plug.

However, if it is assumed to happen, the level control will
indicate a full pool. Normal evaporation will cause the level to
slowly drop. RSI employees normally enter the cell several times a
week and would notice the drop.

If thzy don't, the level will continne 5 drap until the level of
water above the sources in the down position will alarm the 100
MR.hr monitor. At this time the low water level will be detected
and protective action taken. ~
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32. A summary of this procedure is included.
34. Attached are copies of the documention that will be used at

the RSI Decatur facility. All training approvals vill be signed
off by the general manager.

4inccfcly§
% Al Chin '
. President

AC/che

Enclosures
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~lr. Thonno E. Mil1) -
Environmental Radiation Speciaslist, Sr.
Radiclogical Health Section
Georgia Jepartment of Human Resources
G.M.H.1. Room 623-500"&
1256 Briarcliff Rd., N.E.
Atlanto. Ga )0)06-2690

Doar Mr. u:xx: ' ' %
i a2l i

Attnchod are my responses to your questions listed in your letter

of October 18, 1984. Several of the comments you made were the result

of proof reading omiseions on my pa.t. For simplicity, I'have
corrected my October 4, 1984 letter to incorporate my responses to

- your latest questions. TFENETERTEERAIMNOMMSCEEIIEEISINNNNEIS -

ST Y T Y A e Y oG Y O “This We has beten QMWPwo.ch v

¥ : e k.‘a.‘oc;(Mcu‘
© Enclosed aled 1s & letter which I finally received from the NRC

regarding the use of cesium in my facilities. RSI's intention has

always been to make the Atlanta facility the initial site for using

cesium as you have been made aware by Mr. Tom Fisher.

Since the use of cesium has special consideratione, which the NRC
ehould rightfully evaluate, we have been workign directly with the NRC
to obtain licensing for the RS! facilities. Since two of our
facilities are in NRC regulsted states (Illinoie and Ohio), the use of
Cesium was petitioned from the NRC via an amendment application to
those licenses.

As soon as this amendment is approved, we would like to
incorporste the use of cesium into the Ceorgia license. I am in the
proceer of responding to the NRC letter which I plan to submit next
week. I will send you & copy of my response at that time so that you
wtll be kept lully informed.

The Ceorgia application will be the first commercisl application
of & dry irradiation wet storage facil‘ty. The first application of a
dry irradiation, dry etorage facility will be in Denver, Colorado.
Iotech is building this facility, and, since Colorido is an agreement
state, licensing is being accomplished jolntly between the State of
Colorado and the NRC,

Radiation Sterllizers, Inc., 3000 Sand Hill Road, Bidg. #4-245, Menio Park, CA 94025 (415) 854-2800



Mr. Thomas E. Hil) Peage 2 October 31, 1984
Ceorgis Department of Human Resources ' '

i hope to have approval of the NRC within two to three weeks
which will coincide with our planned start of isotope losding into
Atlanta around the first of December. Please let mwe know if you
enticipate any problems in meeting this licensing schedule.

Sincerely,
o L.
Allan Chin
President

AC:ck

Enclosures
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October 31, 1984

T Mr. Thomas E. Hill
Environmental Radiation SPecialilt, Sr.
Radicactive Materials Unit
Radiological Health Section
Georgia Department of Human Resources
G.M.H.I. Room 425-South
1256 Briarcliff Road N.E. .
Atlanta, GA 30306-2694

‘... Dear Mr. Hill:

I have received your September 26, 1984 and October 18,
1984 reguests for additional information. My responses have
been sequentially keyed to your questions.

Al. The Co-Radiation Safety officer will be required to
have completed the RSI training course or eguivalent,
Additionally he will be regquired to have successfully
completed a nominal one week long course in radiation
protection given at the University level. He will be
knowledgeable of all radiation procedures, record
requirements and energency responses. A minimum six month
on the job training period will also be required.

A2. In addition to the previously supplied training informa-
tion, new employees will be provided with written copies of
Chapter 290-5-23-07 of the Georgia Rules and Regulations for
Radiocactive Materials. The information contained in this
chapter will be reviewed to respond to any questions which
the employee may have.

A3. Each cell entry is documented to include the following
Anformation:

a. Date

b, Time of entrance
¢c. Time of exit

d. Name

Radlation Sterilizers, Inc., 3000 Sand Hill Road, Bidg. #4-245, Menlo Park, CA 94025 (415) 854-2800
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e. Affiliation

f. 1Initial dosimeter reading
g. Final dosimeter reading
h. Dosimeter number

i. Reason for entry

A4, Under normal conditions of source storage, the cobalt
will all be under 15 feet of water. The depth of water is
equivalent to 15 x 62.4/138 or 81.4" of 1384 concrete. By
reference the ceiling of the cell is only 73" of 1384
concrete.

Measurements at the pool surface and roof surface have
confirmed that no detectable levels of radiation exist at
the four RSI systems currently in operation using similar
shielding.

A5, No,

A6. Yes, the alarm system is active whenever the sources
are not in the completely down position,

A7. All make up water lines are above the pool water level
and valves are installed to prevent back siphonage.

AB. Pool samples are taken by grab sampling at a depth of
12-24" from the pool. The recirculating water pump mixes

the water sufficiently (20gpm) to assure that the sample is
reasconably representative.

ANSI Section 3.3

1. Yes. All of the interlocks and detectors in the safety
system are designed such that failure of any item will not

permit system operation until it is returned to the designed
operational condition,

ANSI Section §

1. All of the information outlined in Section $.4 is
contained in the RSI survey report.

2. The following contamination test will be run at RSI:

a. Source leaks are monitored by checking the
pool water. These tests will be performed by
Helgeson Nuclear as indicated in Section 11 of
the application.



-/ (-

Mr, Thomas E. Hill
, October 31, 1984
Page 3

b. Shipping cesk interiors as per Section B,
€. Shipping cask exteriors as per Section 8.
d. Irradiator wipe tests-similar to *"c* above.

The data outlined in Section 5.5 will be
contained in the contamination test report.

ANSI Section 7

1., VYes

ANSI Section 8

1. Yes
2. Yes
3. Yes
4. Yes
5. Yes

6. The cell roof plug weighs about 1% tons and is rot
readily removed. Interlocxs on this plug are not necessary.
The roof plug is contained within the building. A locked
roof hatch, monitors access to it. The source loading
procedure: include checks to assure the roof plug is in
place after each loading sequence. There are no otler
removable plugs in the shield.

7. A stainless steel grate over the open end of the pool
prevents personnel from falling into the source pool,

« 8. The allowable level for ozone is O.lppm. At .05ppm
concentrations, the ozone irritates the eyee and nose to the
extent that it becomes unbearable. Actual attempts at
measuring ozone during periods when the source is raised is
difficult since it must be done remotely. Sampies nuet be
withdrawn through long lengths of tubing during which it
rapidly dissociates, and gives erroneous readings. The
irritation to eyes and throats is still the best determinant
of proper ventilation. RSI ventilation rates are generally
2-3 times as much as other facility designs. Because of
this, very little evidence of ozone, which is very pungent,
can be detected in RSI cells even upon immediate entrance
after the sources are lowered, Redendant exhaust fans are
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also used to assure noxious Jases are maintained below
‘thresghoid limit values,

9. Electrical disconnects are installed on each source
winch which are rejuired to be used during maintenance and
source loadings.

10. Yes

ANSI Section 10

1. Yes
2. No

3, The 10 microsiemens/cm figure is arbitrary, and RSI has
selected to use a figure of 20 microsiemens per ¢ because
meny stainless steel experts have stated that high purity
water is more corrosive to etainless stee's, Moderate
levels of contro) are necessary to prevent highly acid or
basic solutions from Leing used. We intend to cperate in
the 10-2C microsiemen/cm range.

There is a definite hazard in the ANSI spec of not
specifying a minirmum value of conductance because o©f the
possibility of creating a petentailly hazordcus corrosive
condition. If you reguire us to meet the 10 micrcsiemer/cm
limit, we will. Alsc please specify a minimum level. Wwe
feel that the 20 microsiemen/cm limit is safer for the
sources.

4. RSI systems employ contracted water de-ionization
services., Prior to exchanging the ion exchange columns, -
they will be checked with survey meters for levels above
gsghg;nnnd. when excessive levels of irradiacion are
etected on the resin beds, the facility will be shutdown.
The resin beds will be placed in shielding casks or
otherwise shielded and removed for commercizl waste °
disposal. Standard methods generally following 18.2 and

18,3 for identifying and removing the leaky souice will be
amployed. :

5. RSI typically uses swimming pocol type filters for
removing accumulated dirt and debris from the bottom of the
Doo? The filters shal) be constantly surveyed for any
increased radiation levelg during vacuum cleaning
operations.
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All vacuuming tocls will be immersed and filled with
water prior to hooking up %o the pump. Upon removal the
are checked wi;h & survey meter for excess radiation, :

.

1., Yes

ARSI Section 12 .
i Yes

AN3I Secticn 13

il. VYes

nNEI Section 14

i. Yes; exc2pt for the followiny:

a. RSI fucilities are never operated while
unattended. When not in operation, the source is
iovered to the bottom of the pool and the arca
and bvilding are secured.

L. The following information is not pertinent &nd
is stored in the office administrative area and
not in the centrol roowm.

* name and address of irradiator manufacturer
(RSI)

* model anl serial number of irradiacer
(RS1 design)

* ANEI Compliance designation
"N43.10~18%24"~Georgia. License confirms
compliance
* name and address of scurce manufacturer(s)
* model and serial numbers of all sources

* type of radionucleide involved and total
activity with date of measurement.

* maximum design activity (nominal capacity) of
the irradiator
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2. Yes
3.. Yes ,

.4, Yes -
ANSI Section 15

1. Yes
ANSI Section 16 -

l. Yes

2, Yes, An external wipe test of the external surface of
the shipping container will be performed to detect gross
contamination, . -

3, The procedure in Appendix A is followed. No survey
meter will detect 0.005 uCi. They will however indicate a
low level leak. RSI uses a counting method in conjunction
with the survey meter which is a more accurate technique.
The Xetex meter or any other will probable detect the
presence of about 0.5 uCi.

These checks are secondary checke on the supplier who
certifies the absence of contaminent ( =0.005 uCi) on the
sources.

4. Yes

5. Historically contamination wipe test have not been
required in this type of facility where only doubly
encapsulated sealed sources are employed. The dispersibility
of radiocactive materials out of these forms has been
accepted to be highly unlikely by regulatory bodies, and
contamination wipe tests have not been required.
Semi-annual test are conducted on the pool water to check
for leaky sources. .

ANSI Section 17

1. Yes -~ f}“ku domdd Lt
'2. Yes ;
3. Yes

4, VYes
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ANSI Section 18

1, The procedures of 18,2 will be generally followed for
removal of a damaged, leaking or suspected leaking source.

2. The procedures of 18,3 will be gonorally'follovod for
disposal of contaminated material.

I expect to receive a letter shortly from the NRC
confirming the conditions under which the Cesium=-137 WESF
capsules may be used in RSI facilities. I will forward a
copy to you upon receipt. !

I trust that this information will be sufficient to
permit the issuance of a license to the Decatur facility.
I1f you have any further guestions, please do not hesitate to
call me.

Our facility is nearing completion, and we expect to
begin shipment of isotope into it early in November. If you
foresee any difficulty in this schedule, I would appreciate
an immediate phone call,

Sincerely,

V-

Allan Chin
President

AC/tb

cc: Tom Fisher
Radiation Sterilizers, Inc.
2300 Mellon Court
Decatur, GA 30035
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Environmental Radiation Specialist, Sr.
Radioactive Materials Unit

Radiological Health Section

Georgia Department of Human Resouirces
G.M.H.I. Room 425-South

1256 Briarcliff Road N.E,

Dear Mr. Hill:

I have received your September 26, 1984 request for
additional information., My responses have been sequentially
keyed to your guestions,.

Al. The Co-Radiation Safety officer will be required to
have completed the RSI training course or equivalent.
Additionally he will be reguired to have successfully
completed a nominal one week long course in radiation
protection given at the University level. He will be
knowledgeable of all radiation procedures, record
requirements and energency responses. A minimum &ix month
on the job training period will also be required.

A2. In addition to the previously supplied training informa=-
tion, new employees will be provided with written copies of
Chapter 290-5-23-07 of the Georgia Rules and Regulations for
Radiocactive Materials. The information contained in this
chapter will be reviewed to respond to any questions which
the employee may have.

A3, Each cell entry is documented to include the following
information:

a. Date

b. Time of entrance
i ¢, Time of exit
: d. Name

Radliation Sterliizers, Inc., 3000 Sand Hill Road, Bidg. #4-245, Menlo Park, CA 94025 (415) 854-2800



e. Affiliation

f. Initial dosimeter reading
g. Final dosimeter reading
h, Dosimeter number

i. Reason for entry

A4, Under normal conditions of source storage, the cobalt
will all be under 15 feet of water. The depth of water is
equivalent to 15 x 62.4/138 or 8i.4" of 1384 concrete. By
reference the ceiling of the cell is only "3" of 1384
concrete. ! :

Measurements at the pool surface and roof surface have
confirmed that no detectable levels of radiation exist at
the four RSI systems currently in operation using similar
~shielding. :

AS. No.

A6. Yes, the alarm system is active whenever the sources
. are not in the completely down position,

A7. All make up water lines are above the pool waters level
and check valves are installed to prevent back siphonage.

AB., Pool samples are taken by grab sampling at a depth of
18-24" from the pool. The recirculating water pump mixes
the water sufficiently (20gpm) to assure that the sample is
reasonably representative.

ANSI Section 3.3

1. Yes. All of the interlocks and detectors in the safety
system are designed such that failure of any item will not

permit system operation until it is returned to the designed
operational condition.

ANSI Section S

2. Only approved sealed sources or special form materials

~ will be used in this facility. These sources are

mechanically contained within a source rack in the radiation
cell. Generally, once they are loaded they are seldom
moved, and there is virtually no possibility of low level
contamination in the facility. Therefore there does not
appear to be a reason to routinely run wipe tests to
determine contamination within the facility. Leak tests on



the pool water monitor the sources for leakage. If a lealy
source occurs, contamination test will be run per 5.5,

ANSI Secticn 7
1. Yes ;

ANSI Section 8

1. VYes
2. Yes
3. VYes
4. Yes
5, Yes

6. The cell roof plug weighs about 15 tons anéd is not
readily removed. Interlocks on this plug are not necessary.
The roof plug is contained within the building. A locked
roof hatch, monitors access to it. The source loading
procedures include checks to assure the roof plug is in
place after each loading sequence. There are no other
removable plugs in the shield.

7. A stainless steel grate over the open end of the pool
prevents personnel from falling into the source pool.

€. The allowable level for ozone is 0.lppm. At .05ppm
concentrations, the ozone irritates the eyes and nose to the
extent that it becomes unbearable., Actual attempts at
measuring ozone during periods when the source is raised is
difficult since it must be done remotely. Samples must be
withdrawn through long lengths of tubiug during which it
rapidly dissociates, and gives erroneous readings. The
irritation to eyes and throats is still the best determinant
of proper ventilation. RSI ventilation rates are generailly
2-3 times 4s much as other facility designs. Because of
this, very little evidence of ozone, which is very pungent,
can be detected in RSI cells @oven upon immediate entrance
after the sources are lowered. Rndendant exhaust fans are
also used to assure noxious gases are maintained below
threshold limit values.

. Electrical disconnects are installed on each source
winch which are required to be used during maintenance and
source loadings.
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the 10-20 microsiemen/cm range.

10, Yes

ANSI Section 10

© 1. Yes R

AL Sl e O

3. . The 10 microsiemens/cm figure is arbitrary, and RSI has
selected to use a figure of 20 microsiemens per cm becaure
many stainless steel experts have stated that high purity
water is more corrosive to stainless steels. Moderate

levels of control are necessary to prevent highly acid or
basic solutions from being used. We intend to operate in

There is a definite hazard in the ANSI spec of not
specifying a minimum value of conductance because of the
possibility of creating a potentailly hazardous corrosive
condition., If you require us to meet the 10 microsiemen/cm
limit, we will. Also please specify a minimum level. We
feel that the 20 microsiemen/cm limit is safer for the
sources,

4. RSI systems employ contracted water de-ionization
services. Prior to exchanging the ion exchange columns,
they will be checked with survey meters for levels above
background.

5. RSI typically uses swimming pool type filters for
removing accumulated dirt and debris from the bottom of the
pool. The filters shall be constantly surveyed for any
increased radiation levels during vacuum cleaning
operations.

All vacuuming tools will be immersed and filled with
water prior to hooking up to the pump. Upon removal they
are checked with a survey meter for excess radiation.

ANSI Section 11

‘.1. Yes

ANSI Section 12

l. Yes
ANST Section 13




1. VYes
ANSI Section 14

}1.; Yes, except tor the following: ; .; 5

a. RSl fnciltica are never opcratod while
unattended., when not in operation, the source 1-
lowered to the bottom of the pool and the area
and building are secured.

b. The following information is not portincnt and
is stored in the office ndministrativo area and
not in the control room,

* name and address of irradiator manufacturer
(RSI)

* model and serial number of irradiator
(RSI design)

* ANSI Compliance designation
"N43,10-1984"~Georgia. License confirms
compliance
* name and address of source manufacturer(s)
* model and serial numbers of all sources

* type of radionucleide involved and total
activity with date of measurement.

* maximum design activity (nominal capacity) of
the irradiator

ANSI Section 15

1, VYes

ANSI Section 16

l, Yes

2. No. These tests are performed at the shippers facility
prior to shipping. There is no necessity to repeat this test
unless the shipping cask is received in a damaged condition,
In these instances the shipper is notified immediately for
disposition and subsequent handling.



3. The procedure in Appendix A is followed. No survey
meter will detect 0.005 uCi., They will however indicate a
low level leak. RSI uses a counting method in conjunction
with the survey meter which is a more accurate technique,
The Xetex meter or any other will probable detect the
presence of about 0.5 uCi, . ; . AL
' . These checks are secondary checks nn the supplier who
certifies the absences of contaminent ( ~0,005 uCi) on the
sources, A L . 4
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5. Historically contamination wipe test have not been
required in this type of facility where only doubly
encapsulated sealed sources are employed. The dispersibility
of radicactive materials out of these forms has been
accepted to be highly unlikely by regulatory bodies, and
contamination wipe tests have not been reguired.

Semi~annual test are conducted on the pool water to check
for leaky sources,

ANSI Section 17

1. Yes
2. Yes
3. Yes
4. Yes

ANSI Section 18

= The procedures of 18.2 will be generally followed for
removal of a damaged, leaking or suspected leaking source.

2. The procedures of 18.3 will be generally followed for
"disposal of contaminated material. .

I expect to receive a letter shortly from the NRC
confirming the conditions under which the Cesium=-137 WESF
capsules may be used in RSI facilities. I will forward a
Copy to you upon receipt.

. I trust that this information will be sufficient to
permit the issuance of a license to the Decatur facility.



1{ou have any further questions, please do not hesitate to
ca

Our facility is nearing completion, and we expect to
begin shipment of isotope into it early in November. If you
foresee any ditticultr in this schedule, I would appreciate
an immediate phone call,

‘Sincerely,

%/&

_ Allan Chin_
% President

AC/tb

cc: Tom Fisher E
Radiation Sterilizers, Inc. =
2300 Mellon Court
Decatur, GA 30035
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Mr. Thomes E. Hil) >
Environmentul Radiation Speciealist, Sr.

Rediocactive Materiale Unit R
Radiological Mealth Suction i
c.l.llo!- .m 635'“0!'«

1256 Brisrcliff .‘0. N.E.

Atlanta, GA 30306-2694

’." Mr. lltll:

Thari. you for your somprehensive reviev of our license application.
For simplicity ond clarity, I will use reepond to your comments
sequentially as presented in your June 19, 1984 letter.

Source Approve

i+ The NP1 sources were approved for use in category IV type
irradiatores by the Maryland Department of Health and Menta
g Hygiene. A copy of the registration 19 included for your
references as EXNIBIT A,

2. The WESF cesium capeule has been verbaily approved on August 4,
1984, Mr. Bertie Singer, Head of the NRC licensing Branzh,
notified me of ¢his in & ialecon, wh'ch will be.canfirmed in

~riting, Mr. Singer's phone numbe:s ‘e 301-427-4210. Usape of
Lthese routces will be contingent upon the e=tagbiishrent of &
:esearch protocul waw.vby the DOE will peri.titeily temove a
WESE carsoie friw oie of KS8¥') focilities 2no drprvuitively ter:
it Je.  ertosion or other prienciel feilure modes.

The DOE ha. been ommitted to perform this teeting progran.

The teot program vill be applied to or: 71 Jecili'y, erid will
be vied 30 mornitor tae wee of cesium 1a all other ASI
‘ecilatice, Due to current schedules, it is gquite likely that
Atlants will be the [iret fecility to uviilize cesium on &
commercial basis. DOE monitoring will therefore be performed at
this location, ¥

A. Genersl
1. The sttachments veferencing Items 5s, 6, 6, 9, 10, and 11 apply

to the Georgie Depurtment of Human Resources Application for
Radioactive Material License.

Radiation Sterliizers, Inc., 3000 Sand Mill Road, Bidg. #4-245, Menio Park, CA 94025 (415) 854-2800
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3.

t

Itenm 12 of the spplication was responded to through reference to
Regulatory Guide 10.9 as recommended in your letter of November
29, 1983, Items 13 to 17 of the lo.ul;tory Guide 10.9 respond
to item )2 o! the epplication.

The (cctlt\y shielding has been desigred to meet the
requiremente of an un-restricted ares for all areas in and
around the building excluding the interior of the radistion cell
during norsal operation. When the sources are in the rajsed or
operating position the maze and cell are controlled ae o
restricted ares. The roof of the radistion cell will be treated

as & controlled or restristed. Axnn_nxn;q.thn_anzucc_l&nshll_gz_

occoootblo An that ares,
PRS- 8

All entrances to the RSI building are provided with locks to
secure and control access. The normel mode of operation will be
seven days, round the clock., During early startup, five~day
operation may be ivlloved., The facility will be locked on
weekends. Additionslly internal locked doors will prevent
Access 1o the maze entrance from within the builiding.

access Lo the roof can anly be attained from inside the
butlding. A locked rcof hatch maintaine securicy sgeinet
buslding rcce s frum the ronf, The hatch 1s opened only during
isotope lond:n. or roofl maintensnce periods.

rol.cvxng our discussion on chis subjact, I conirscted the
contractor, and he provided me with & written explanation which
A% included for your review as EXHIBIT B,

. Applicetion Item 4., Redistion Program Pereorne)

i

M7, Tom Fisher has been hired to be the general manager and
full-time Radistion Safety Officer for the Decetor facility. A
summary of hie qualifications 1s included for your review.

Mr. Fisher has been responsible for the total operation and
maintensnce of the Becton~Dickinson gamma facility in Sumter, SC
for the past three years. Thies facility 1s similar to the
Decatur facility in size and complexity. Background and
experience information for Towm Fisher 1s shown in EXHIBIT C.

With the exception of the last sentence in ftem 15¢, the duties
outlined are the responsibility of the facility RSO, The
Corporste RSO will sudit the fecility to assure that the
facility RSO is operating in compliance with the license.
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The corporate lwu gelegate the suditing funation to other
officers of the corporatioen,

The fecility RSO may designate alternate or ¢o-Radiation Safety
Officers to act in hie behalf from hie staff providing that they
are sdequately trained and instructed to carry cut these duties,

The initial ieotope loading into the Decatur fecsility will be
performed Ly either Allean Chin, Bruce Meyer, Thomes Hurley,
Barry Fairand, or Bob Ramsey. Authorization under USNRC license
04~19644~01 10 included for reference as EXHIBIT D.

Mr. Fisher and members of his staff will be instructed in the
ieotope loading procedures, and will be qualified to install
isotope during future loadings.

The material handlers receive & minimum of 20 houre oi basic
training and orientation. During this period, the material
outlined in Section 9 of the Appendix is covered. Additionaliy,
training in firet aid and vorker safety are provided.

The shift supervisors cvceive a #inimum 2¢ 40 hours f truining
vhich includer wnv 39 hours of besic traitung end orientation
provided to the muterisi herslere, An .dittional 20 houre of
treining a8 nrevided which ihecloudes;

¢, Care, operaticon and maintentnce of the con/# or system
. General understanding of the safaty eyetew operatiss
€. Caneral epereting procedures

4. Emergen.- vocaeduyes

e. Gerneva. radiation safecy rules

f. Record keeping

&+ Cosimetry calculations and metNods.

Written tests are required for each employee and are kept on
file. The minimum paseing score 1s 80X and employees are
re~instructed in subjects where difficulty is encountered.

Samples of training texts end teste are included as EXHIBIT E.

The terms “independent user" and "shift supervisor" are used,
interchangeably. These employees are authoriied to operate the
mechenical conveyor system in order to process the materisl to
be sterilized. They are trained to operste the pre-programmed
control console which includes starting and stopping the
conveyor, and raieing and lowering of the sources. These are
considered to be normal operations.
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In the event of an abnormal occurrence relating to rediation
levels in the maze or cell, they are instructed to prevent
personnel entrance to the maze, maintain surveillence with a
survey meter, and to alert the Radiation Safety Officer. These
personnel are not sutomatically authorited to move individual
sources into or within the rack.

A licenssd user 190 & person who hae been trained in the proper
precedures for handling and moving individual sources. Sources
are handled during any losding operation, and less frequently
when sources are shifted around within the source reck.

The licensed users jengrelly include the plant general manager,
the production supervisor, and possibly one or wore of the
senior shift supervisors.

Shift supervisore or independent users nerally receive three
monthes on the job training although shorter periode of training
are adeguate depending upon prior ¢ducation and experience.

The general marager will meintain the Lraining and experience
records for all employees in his facility.

A copy of the list of these jamphlets is sncluded as EXHIBIT F.

The Radiation Safety Ofiscer of the plant 1s reqguired to have &
sound background in radistior scfety.

The line of authority &t each plent fless from the plant narAper
to the preoduction supervieor oo ¢h: ehilt supeivisore ti thr
material heonrlers durirg normal operat ons. During energenc
operations, the Radiction Safety Offscer will assume the
position of higlheot authority.

Copies of Chapter 290-5-23-.07 of the Georgis Rules and
Regulations for Redicactive Materiale (July 12, 1982) will be
given to and discussed with cach nev employee.

The posting requirement option of 4(b) will be employed.
This training sand instruction will be in addition to RSl's

normal training schedule. Much of the material covered by
290-5-23-.03 19 included in our normal training course.
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€+ Application 3.A. Attachment

1.

in the other RSI facilities, the weight of the codalt sources
end the racks were such that when the power failed, the source
reck would lower by gravity in & controlled manner. The

variation between an empty and full cobalt rack was about 2 to
) . ’

When cesium 19 used, the variation i1e much higher (5 to 1) and o
more controlled rack descent ie required. An "uxiliary power
supply will be used to sccomplieh this, and this statement
should apply to item 13d.

D. Application Item 6 Health Physice Instrumentation

.

Model 305A survey meter 1o certified by Xetex Corp. to operate
continuously in JO0OR/hr fields. Additionally it iS¢ normally
checked up to 1000 R/hr fielde after manufacture as an
acceptance test. A specificetion sheet for the J05A meter 1o
included as EXHIBIT G,

Yetex wae contacted Iin reference to ¢n approval as & calivration
1a%. Thei: raeponse was that they are iicensed to possess ard
uee the celibration sources by the State of California. They
are aleo truceatle to NBS standarde. Xetex routinely caiibratos
meters fcr NRC. NRC has acrepted Xetex's calibration procedures
which we ‘¢ submitted a¢ part of the RSI license appliceation,

NRC “oes not epprove cal’bration labe, but sccepte them bused
uper proceguvel revieu.

Periinent sectione ¢f the Xetex Licenee ate i1ucluded in EXHIBIT

E. Application ltem 7, General Instrumentation

l.

Model S01A Xetex area monitore are used to monitor cell and mare
dosage levels. One detector 1e loceted on the wall of the
rediation cell perpendicular to the plane of the source rack,
This detector 1s designed to alarm ot 100 mR/hr whenever the
sources are at the bottom of the poel, When the sources are in
the raised position the meter is switched off because of the

- high (25,000 R/hr +) dose rates at that location which would

prematurely damage the G-M tube.

The second detector is located in the maze and operates
continuously to monitor the exiting carriers for potential
isotope carry out. This detector will alarm and etop the
conveyor at IR/hr levels.

D e <
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A specificetion sheet for the 3501A ares monitor 1o included as
EXHIBIT 1.

A diagrem showing the general locetion of the detectore and
warning eignale 1e included as EXHIBIT J. The operating console
end resdouts are located in the control room. Referencing
EXKIBIT K, the contrel room 1 the corner office closest to the
conveyer room entrance.

Application Item 9, Area Monitoring

1

The daily radistion ares surveys are performed esch time
entrance is made to the radiastion cell, These are unscheduled
events and can occur several times during & shift or not at sll.

Documentation 1o kept of each cell entry. No reference ie made
of normal radiation levels during these entries.

Appendix Section 3, Gammas Cell Safety System

1.

»3

The general wanager maintaine control over the duplicate master
keys 10 the system operation. During normal operations, the
key 19 ceptive In the control console and under the contrel of
the shift supervisor., During periods of extended shutdown, thy
key 3o secured in & lock box.

Personrel access to the mare and cell during normal operations

is restricted in several ways. Firet the conveycr c0om access

iv controlled via locked doore (keference EXHIBIT K sheec A2).

All tote loading and tote shiftirg on the carriers is perfirmed
within the controlled access conveyor room,

A second barrier wall controle access to the maze and cell.

This wall containe two sliding doors which open and close on
signal to permit entry and exit of product carriers. They are
designed to prevent personnel passage with the carrier. Thie
vell aleo containe & personnel door which will always sllow exit
to the conveyor room and the building.

Additionally the maze entrance i¢ monitored by photocells and
floor pressure mate. If either the photocells or pressure mats

are triggered, the sources will be sutomatically lowered and
alarme activated.

The pre-set time for correcting malfunctions of the conveyor
eystem varies depending upon the isotope loading and dose
requirements.
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The conveyor motion through the radistion cell is of an indexing
nature, Dosage ie controlled by controlling the index cycle or
pre-set time. For exemple, if the index cycle time 10 three
minutes, any malfunction which cen be corrected within that
period will not affect the dosage delivered to the product. 1If
the malfunction cannot be corrected within the three minute
cycle, the sources will be lowered to prevent overdosing the
product. :

Appendix 5, Biologicel Shielding Calculations

1.

Shielding calculatione for pool:

pool depth & 24 feet water
reck height = 13 feet
Assume all cobalt under 15 feet water (middle 5 feet of rack)
Self-absorption fector = /4
TVL water = 13.9 inchee
13 feet woter = 13 TVL

® Bl.4 inches of 138 pounds/cublic feet concrete
For reference, the ceiling 1o 73 inches of concrete.
Shielding requirements for cesium are diminished by
approximetely 30 percent from cobalt because o1 lower energy
pemnas,

Apperdix Section 7, Design Sefety Analysin

‘.

2.

3.

‘.

The p.essure mate ere each ® feet long. The total 6 foot span
is beyoud the norwal step.

The sliding doors are interlocked with the conveyor system and
open and close to permit entrance only of the product carrier.,
Any forced opening of Lhe doore will alars and shut the systes
down.,

The emergency exit door in the wall adjacent to the sliding
doores is designed to permit exit at all times via & push bar
lock on the door. Entrance cannot be normally made through this
door.,

Alarms are actusted and the sources lowered vhenever the
photocells or pressure msts are viclated when the sources are in
the raised position. Unscheduled opening of the sliding doors
will aleo shut the system down,
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J. Appendix Section 8, Source Control Systes

o

The leak test on the coask 10 performed by RSI. Upon receipt of
the shipping cask, the bottom drain and top vent pluge are
removed. A baseline count is made on & container of dietilled
water which 1o subsequently used to fil)l the cask eovlty.
Filling to from the bottom drain holo.

After 30 minutes the water is sllowed to drain from the cask
through & paper filter. A count 19 then made on both the filter
and the water. If measursble differences in counte are
obeserved, from the baseline, the cask 19 resealed and returned
te the vendor.

If the counts show no change from the eontrol. the losding
process continues. The 304A or 305A survey meters equipped with
an ear jack are used to messure the radiation counts.

Three basic tools are uveed to load the cobalt source modules.
One $o designed to remove individual source rode fros the
shipping cage containing the scurces and to place them into the,
modules., A second tool 1e designed to hold the source wodule in
place beneath & funnel to assietc loading the sources inte the
medule., A third ton)] ie used 1o transfer the modules from the
wodule holder to the source rack,

When cejium cepsules are used, each .capsuie 1o transferred
directly from the shipping container into the source recks.

K« Appendix Section 1), Redistion Safety Maintenance Program

1.

The cell and maze detectors are Xetex model 501A sres monitors.
The detectors are halogen quenched GM tubes loceted in the cell

and maze. The monitor electronice are located in the control
room.

These unite are checked by lowering the alers limit to & level
which can be triggered by the emall cesium check source.

The unit is also equipped with & "Test" button which will insert
& signal into the system which permite the logic circuit to be
tasted for proper response.

The Georgis limit of C.005 uCi of sctivity per source wiil be
the basis for determining leakage from the sources.
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Appendix 12, Ew: yency Procedures:

i

The primary emergency procedure to protect any personnel from
réedistion exposure ie to prevent access to the cell, The use of
NRC approved sealed sources, protective modules and metsl cages
sssure that the sources will not be mechanicelly eor thermally
domaged.

Heat and smoke sensore will detect fire in the cell and cause
the sources to be lowered. Ho emoking restrictions epply within
the plant to climinate the poseibility of carrying live flames
into the cell. The materiale processed are not spontanecusly
combustible. Combustible materials are not processed.

If & fire does ignite, the sources will be lowered, the
ventilation fane shut off, and the overhead sprinklers turned
on. After the fire 1o extinguished the system will be cleared
using normal precautions for monitoring for radiation.

Appendix Section 15, Water Treaiment System:

l.

2.

3.

L

The makeup vater line i1s monitored for "on" time. Any excessive
"on" time (ndicates & possible pool leak.

No epenangs in the pool wall ere below 18" of the top which
limite tne minimus height ¢f the weter in the pool to 22.5 feet
of vater,

The pocl water samples are taken under the supervision of the
RS0, The seamples are taken directly from the pool st o depth of
18" to 24", Since the pocl water is being re-circulated, the
sampie 16 representative. The samples are then sent to Helgeson
Nuclear Services for counting and measurement. E

Helgeson's license is California 1378-%9,

The pump discharge pressure 10 used to monitor filter changes.
Filters are changed when outlet pump pressures indicate that the
filters are becoming clogged. If & filter 1s found to be
slightly contaminated, & commercial nuclear dispossl service
will be enlisted to dispose of 1t. Additional pool tests will
be performed te check for the source of contamination.
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6. The conductivity of the output from the de-ionizers is monitored
to 20 umhos/ecm. Commercial de-ionizer companies will service
the unite. . 4

7. City sever
N. Appendix Section 16, Ventilation System:

I+ The major amount of cell contamination is paper fibere which are
collected on the roughing filter preceding the HEPA filter.
These filters are checked quarterly for dirt and dust
sccumulation which could restrict the flov and replaced ae¢
required.

Proper care and replacement of the pre-filters will normally
eliminate the need to replace the HEPA filters.

I trust that thie information 1s responsive to your request for
additional information, and that the license approval for the Decstur
facility will be 1ssued soon. Construction of the facility 19
proceeding rapidly, and if vou would like & tour of the facility during
this period, I am sure that Tom Fisher will be glad to oblige you. Our
scheduled complecvion date ie around October 1, 1984,

Sincerely,

Dl e

Allan Chin
President

AC:ck
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RS1 CAPSULE AND SITE RECOVERY INFORMAT)ION MEETING

ATTENDENCE LIST

JUNE 13, 1989

NAME ORGANIZAYION
01 W. KELLY DAGENHART MMES
02 J. B. CLENDENEN MMES
03 BRYAN D, WALKER DOE
04 SYLVIA JANE WOLFE DOE
08 RICHARD B. CHITWOOD DOE HDQTRS
06 MARK P. ELLIOTT NRC I1I
07 ALLAN CHIN RS1I
08 JAMES L. SETZER DNR
09 JAMES C. HARDEMAN DNR
10 THOMAS E. HILL DHR
11 CHARLES L. WAKAMO EPA 1V
12 JOHN A. CHRISTIAN CNS1
i3 LAWRENCE F. SEARS CNS1
14 EUGENE NEWMAN ORNL
15 WILLIAM W, BOWEN WESF
16 E. DEWEY ROBBINS WESF

RICHARD L. WOODRUFF

NRC 11
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Topics 10 be Addressed at the
RSI CAPSULE AND SITE RECOVERY INFORMATION MEETING
June 13, 1989

When will the ORNL hot cells be available for evaluation of capsule 15027 DOE.
A review of all of the data 10 date generated by ORNL on the capsules returned
1o ORivl. ORNL

Agreement of acceptable contamination levels on the RS! mode! 1500 casks to be
used for WESF shipments. WHC

Review status of definition of special and nor special form capsules. WHC
Review of shipping schedule from Decatur concerning recent WESF failures of
the visual, clunk and size inspections. WHC

Review of Westerville shipping schedule. WHC

Status of Multgren report - when issued? DOE 7

Review of the Decatur cleanup plan and schedule. DOE

NRC limitations on Westerville license. NRC !l

Georgia requirements for Decatur startup. GA

Capsule overpack contract for use with model 1500 casks. Review schedule.
WHC . .

Capsule overpack contrac. for fabrication of GE 600 overpacks. NRC epproval
of changes? WHC

Status of Georgia Governor's Task Force. GA

Review of action approval process. Who? DOE

Need permanent on-site project manager 10 assure continuity. DOE

Consensus on inside out failure mechanism. ORNL

RS! equipment design, fabrication, and instaliation schedule. RS!

Agreement on acceptable levels of cleanup within the facility. GA

Identification of a specific individual who will ha<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>