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SYNOPSIS

l

in a May 18,1993, memorandum to the Office of the inspector General (OIG), U.S.
Nuclear Regulatory Commission (NRC), James LIEBERMAN, Director, Office of
Enforcement, NRC, forwarded correspondence from Cameo Diagnostic Centre
(CAMEO) that suggested improper actions by NRC staff. CAMEO possesses a
Byproduct Material Ucense pursuant to 10 CFR Part 35 for imaging and localization
procedures.

'

O, alleged that the |
OIG, has taken actions againstIn an interview wi

ana ased rsonal animus. |harassed
rte that, during the controversy surrounding icense renewal and |

change of address, the NRC deprived f adequate notice denie@ue
process when the NRC shut usiness by preventing suppliers from shipping

NRC licensed material to CAMEO.

gation determined that the actions taken by NRC staff with res'pect toIG inv
an@RC license we with the provisions of 10 CFR.

investigatic,n did not substantiate ns that NRC staff acted
|

inappropriately with respect to the h ng o NRC licettse or that

NRC staff exhibited a personal animus agains
|
|

|

i

d

4
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BASIS

' Ibis Office of the Inspector General (OIG), U.S. Nuclear Regulatory Commission'

(NRC), investigation was initiated in response to information provided by James
LIEBERMAN, Director, Office of Enforcement. In a May 18,1993, memorandum to
OIG, LIEBERMAN referred to correspondence received from Cameo Diagnostic Centre
(CAMEO), a Region I (RI) NRC licensee, that suggested improper action by NRC staff.
CAMEO possesses a Byproduct Material License pursuant to 10 CFR Part 35 for.

imaging and locahzation procedures.

In an interview with IG. , alleged that the

| NRC has harasse ta en actions against on personal animus.

raised ad onal con t were not addressed in this report as

i they fall outside OIG purview, ticized the NRC's escalation of a civil

: penalty for violations surroun CAMEO's willful use of licensed material at an
tion and the willful failure to inform the NRC of such use.

i alleged that the NRC failed to provide a fr" ' losure of reco ds

| pertammg t reedom of Information Act request. In ad tuo
questioned the results of an inspection conducted by RI in wluch several regulatory
violations were identified.

5
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DETAILS j

1

OIG interviewe Cameo Diagnostic Centre ( ) !

to obtain information in support o egations that the NRC has b d |

taken actions against%ased on personal animus.

d CAMEO was opened around 1987 as both a diagnostic and

therapeutic center. Soon thereafter, CAMEO became only a diagnostic center. ,

'

CAMEO was issued a Byproduct Material Ucense (No. 20 27908-01) by the NRC
pursuant to 10 CFR Part 35 on January 30,1987. The license authorized the use of )
certain byproduct materials for imaging and localization procedures at Suite A,110 !

|
Maple Street, Springfield, MA.

According i the NRC licensed procedure performed at CAMEO ,

involves the injection of small amounts of technetium-99m (Tc 99m) into a patient to |
determine areas of the patient's where cer may have developed. Because the ,

half-life of Tc 99m is six bou id it poses little risk to the public |

health and safety. Due to this short half life, CAMEO receives Tc-99m doses from a |

pharmacy every morning at 6 a.m. for patients who will be treated that day. CAMEO
deals almost exclusively with patients with possible bone cancer.

sai submitted an appli ti n for license renewal, along with a fee of ;

$ 1, , to the NRC on anuary 28,1992, license was due to expire on February 28, |

1992. This application con ' to o t some point i
*'

|

during the Summer of 1992, d edical

Inspection Section, Division o Radiation Safety an guards (DRSS),i egion I (RI),

rejected O's tenewal a cation and r uested more information from i

According t this additional information was not !
|

necessary because CAMEO o y performed diagnostic procedures using TC-99m with a
six hour half life. |

recalled that uclear Materials Safety

Branch, DRSS, RI, informed by telephone that roblems with the license i

renewal should have been h died in a different way because of the nature of the work |
!

done by CAMEO.

sai visited RI on October 21,1992, to provide a response to NRC

identified de ncies ' cense renewal a alication. It was at this meeting that

d advised RI officials N dM
f lans to move CAMEO from 110 Maple Street to 155 Maple

4

Street..

6'
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Subsequent to the October 21,1992 mee ' saidM informed by'

RI that the NRC required that$ submit an amendment t ent license, reflecting
the new location, along with ther 31,000 ee. Because CAMEO still had its license !

renewal application pending, equested thatMbe allowed to !

incorporate the license amendment as an addendum to ' cense renewal application in '|
order to save the 51,000 amendment fee. tateMreceived no answer i

from the NRC regarding this request.

On November 2,1992, said CAMEO shut down operations and moved

from 110 Maple Street to 155 Maple Street, Springfield, MA. On November 3,1992,
CAMEO co need opera at the ne location. On November 11,1992,

elephoned d left a voi mail m e indica at
'

ad made the move and was very busy ormed

that as soon as thin ould conta ain and provide !

with the informatio@gs returned to normal ]equired.

On November 12,1992,MhMelephon da *d
MthatMneeded to submi an application for a license amendment.
also informe that CAhEO could not use any isotopes at the new !

location un bmitted a license amendment, alog; with a $1,000 fee, i

that reDected the change of address. According toMjthis conversation was
documented in a letter from RL

On November 17,1 saidMadvised RI in writing ofSequest to
O intoMapplication for license renewal.incorporate the ne ss

During this period, said b continually communicating with RI
regarding this request and RI was ware that CAMEO had moved and was conducting
business as normal. ought RI was deciding onSequest to
incorporate the move into the license renewal.

According to dail pment of Tc-99m did not arrive at CAMEO
on December 11,1992. telephoned Syncor International j

Corporation (SYNCOR), the supplier, an was told the NRC had contacted them and |
|threatened them by suggesting that SYNCOR not ship further doses of Tc 99m to

CAMEO. Because there w t administer to the patients, CAMEO was
forced to cease operation. mmented that CAMEO had appointments I

I

set up weeks in advance for patients to undergo diagnostic procedures to detect bone
cancer. Because of the action by the forced to contact these

patients to cancel their appointments. pin that the action by the ;

NRC was unjustified and unnecessaril placed the health o atients at risk. i

l

d that beca received advance notice of the NRC action to I'

cl busine mber 11,1992 to ascertain what

was happening. told o submit an amendment application

';

7 <
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along with a fee. d catened thaO
going to send a Confirmat Action Letter CAL with Order to

cease operation of CAMEO. infoamed 2at it would
take about 24 hours for the NRC to review and act upon the application for amendment |
after it was received.

} On December 11,1992 sent RI, by Federal Express, the application for
amendmont reDecting the new location and the $1,000 fee,

said eceived a De d for Information (DEMAND) from the NRC l
on December 17, 1092. nsidered the DEMAbiD as being the first I

formal notice that the NRC intended to take action if an application for a license

amendment i dicatin the ange of address was not submitted. Previous to this
notification, mught the NRC was deliberating oveSequest to
incorporate the lice renewal an change of address into one action. On
December 18,199 faxed to the NRC$esponse to questions asked in I

.

the DEMAND.

indicated that RI conducted an inspeedon of CAMEO on December 29,
1992. Following this inspection, RI cited CAMEO for violating several reguhtory
requirements, including CAMEO's failure to have an appropriate Radiation Safe
Officer (RSO). According t tb ys accepte the

ord satisfy this RC requirement, ubmitted the name of |

for e - 'versity of Massachusetts,ito Region I for approvat
d reviously ag :ed to be for later

withdrew fro usideration. According ad been |
'

contacted by d that$timidated to withdrawing e.

for RSO on his NRC license was |

r the Massachusetts Institute of Technology (MIT)
tated thah found to be'

and a ce ed health
s never info why

unacce
neithe ed ^oy the NRC. Finally

,
'

submitted the name o as RSO. Mwas ound to be
a tab by the NR did not know wh the C considered

o be more qu ed for the position th or
,

asserted that the NRC's actions to clos 6 business durin the;

controversy over the license renewal andSchange of address, deprived of
:

adequate notice and deniedgdue process (Exhibit 1).
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tion o C licensed b=ia*= ring an October 21,1992, with

'

t RI. visi Regi cense

renewal request and its deficiencies. said mplained that

NRC as are unfair r a licensee who only uses Tc 99m.

said% told could petition the NRC to change its

rules d not like them or if ought they were unfair,

and said that during the October 21,1992, meeting 1

advised not to use licensed material at the new location untilm
either obtained a license amendment or until$ cense renewal application
incorporating the change of location had been processed and approved (FAutits 2 & 3).

and%also said told that in order to obtain
C authorization to use licensed material at the new locationMm t either apply for

and receive a license amendment or include the change of location * ' cense renewal
.

request (Exhibits 4 & 5).!

,

f and said

{
msisted that the change of location be processed wi nse renewal so could

,

i avoid paying the license amendment fee. According to as

! always been concerned about the fees charged by the NRC for inspections and licenses
i (Exhibits 2 5). I

'
>

f and told OIG that also
(

| Vformed tha$ license renewal would take an extended period of time to be processed
i because the exemptionsRhad previously requested were being reviewed the Office

and Safe ds (NMSS) at NRC Headquarters. |

of N@uclear Materbl Saf
I

and d was advised not to use licensed material atR)
i

new location untill5 license renewal, reflecting the change of location, had been
approved (Exhibits 2-4).

! Msaid%taff also informed n several occasions that a l

| Iicense amendment could be processed quickly while license renewal would take f

| lo er bc .of the exemptions. Even after being advised of this, said

! pted to have the change of location incorporated into 2nse

| renewal because not want to the ndment fee. According 1

! 6 DRSS, RI, told that to 'cken e renewal

| process $could d ete the exemptions, however, was unwilling to do so
~

i (Exhibits 5 & 6).
,

wal not o t of o explainec

$ that in January 1992 wheMsubmitted% cense renewal request, it was
i not unusual for a renewal application to take up to one year to be processed.

i
.

9
.
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,

; said tha was ' ed a " deemed timely filed" letter in 1

Februssy 1m which allow o continue operation under the conditions

ofgrevious NRC license.

% and ' said the processing ofh) license renewal
request was complicated by failure to provide the NRC with sufficient and timely

,

'

information in response to deficiency letters sent in April and July 1992 and beca of |
s

'

gequest to be exempt from several NRC regulations. Based o
to these deficiency letters, the NRC issu a " threat to abandon" letterfai re to r a

to n Augtut 28,1992. This letter advise that ifEdid
!

not respond to NRC identified deficiencies within 30 days, the NRC could take action to '

abandon license re process until the matter is resolved. Msai@
receive response to this request in a letter dated September 23,1992

(Exhibits 4 & 5).

dMrecalled that called

j on November 12,1992, and left a message onMvoice mail indicating that3had
moved and that onld be lat in responding to the deficie letter pertaining toS

license renewal. did not inform in ' message at M
was using licensed material at e new location. and

returned the call and 'fi e was material at the
'

new location d that was not, sal W and
ain advised ot to use NRC lice material at the

new location until ither o tained a license amendment or ntil license renewal

reflecting the ch f location was processed. said

acknowl ed that n t authoriud t use NRC licensed matenal at the new ;

'

address. and said a letter was sent to n

Novem 13,1992, documenting this conversation (Exhibits 2 & 3).

t be g licensed 1
*

MandMsuspected that
materials at the new address Mdenials. uld not |
understand hoM,in spite ofcould stay ' business ' was not operating, an4 ;

to operate. According t however, because ,

Hneeded materi
also performed work at CAMEO using non-NRC regulated material,S ~|

lieved it was possible thatScould resume business at the new location without using j
NRC licemed material and without violating NRC regulations (Exlutits 2 & 4). ]

MsaidMaske RSS, to
,

j*

contact pharmacies in the vicinity of CAMEO to dete e was

receivi licensed material at the new address. sai spoke with ;

f SYNCOR and was informed tha ad been receivmg
'

shipments f Tc-99m atMnew address * ce November 1992.MsaidW
referred this information to an (Exhibits 4 & 7).

1

10
i
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%said SYNCOR was advised by letter on December 11,1992, that
Tras not authorized to receive licensed material at the new location. i

explained that 10 CFR Part 30.41 prohibits the transfer of et materials to a !

location not specified on an NRC license. As an aside said that following
an NRC inspection of SYNCOR in November 1993, SYNCOR was cited for violating !

'

NRC regulations by shipping licensed material to an address not listed on CAMEO's
specific license (Edulit 4).

MsaidM . asked uring a telephone conversation on I
*

December 11,1992, ifl had n licensed material at the new location out
NRC authorization eknowledged that$had. then |
asked volun to sto using this mate .

re ol t Idn't stop beca ould lose.

business, said advised n this occasion to submit an
license amendment to authorize h of location d it would be processed
expeditiously by RL said efused to submit an
amendment unless it could be processed Tuesday morning (December 14,1992) so

that%uld resume licensed activities on that day (Exhibit 3), i

said$nsidered issui a CAL butM did not
use there was no reason to believe would comply with the

|requirements of a CAL Subsequently, based on 10 CFR Part 30.41, RI advised
SYNCOR, and other pharmacies in the vicinity o by letter dated
December 11,1992, thaMwas not auth rized to receive shipments of
NRC licensed material at the new location. said that prior to this action $
advisedM telephone on December 11,1992, thatEwould not be
receiving any more shipments of licensed material at the new location becauseSNRC

,

license did not authorizeMo do so (Exhibits 3 & 5).

A NMSS was aware that additional clini tions were available
,

to tients ifMc was not open. Although could not
' e details,Ndid explain how this type of issue is routinely handled.
said RI staff reviews a data base of NRC license holders for a specific area to

ensure that additionallicensees are available to 'de a similar modality of treatment
to patients affected by any NRC actions. said the welfare of patients is taken
very seriously in cases where action is to taken against an NRC licensee.

said$was not sure how the decision was made to contact the pharmacies or
who e it, but ' ce He arters was on board,$ felt comfortable with this
course of action. d oes not recall taking this type of action before,
however ad violated $ cense, lied, and
refused to cooperate with NRC staff (Exhibit 6).

11
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ecalled that based on discussions between RI and the Office of
Enforcement (OE), a DEMAND was issued tMto obtain ' rmation

of NRC licensed material at a location not au d by ' cense.
'

said a CAL was not issued be would not agree to i

!
stop using I censed mate ' when asked to do so there was no reason

to believeM ould comply with the requirements of CAL (Exldbit 4). |

that icense could
Msaid a DEMAND was issued to
have been sus nded or evoked if the NRC was not satisfied wi esponse.

According t the effort and resources involved in obtainmg an Order
C license would have been ina ' te

Suspending or Revoking
and unnecessary because there was no si t health and safety concern.'

said the licensed material that used c-99m) had a 6 hour halflife an
was less dangerous than most isotopes. In additio uld not

receive additional shi ments f Tc-99m because SYNCOR had been contacted and
informed that was not authorized to receive licensed material at the new |

|
location (Exhibit 5).

to iJames LIEBERMAN, Director, OE, said a DEMAND was issued t
obtain information regarding@ pen and notori violation of C regulations. |

IJEBERMAN said a CAL was not issued beca had refused to

voluntarily cease licensed activities at the new location when to do so by a
member of RI staff. LIEBERMAN recalled that RI a6Jdaily
suppliers of NRC licensed material that$ss not autho
NRC licensed material at the new address. .According ,

OE, suppliers were informed that NRC regulations prolutit the

transfer of NRC licensed material to a location not listed on an NRC license. This
action, in essence, suspended license as it prevente%om
obtaining any further licensed material at the new I tion. Conse ently,
LIEBERMAN said an Order to Suspend or Revoke s ' cense would have

been unnecessary (Exhibit 8).

%said an Order to Su nd or Revoke NRC license was

not issued because the materid used had a 6 hourTialf-life and was of
no immediate public health and safety concern (Exlutit 3).

After reviewing th results of December 1992 ins ' n of CAMEO that identified

several violatiom believed eeded a RSO who was more

familiar with NRC regulations. was not aware of any discussions or actions

that would hav iscoura ed applican from pursuing NRC approval as RSO on
' cense, recalled that some applicants referred to the NRC
may have withdrawn their names from consideration because of

personal reasons.

12
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said rrent RSO, included as a

' cense co ' tion on license an is required to conduct quarterly audits

of CAMEO (Exhibit 5).

M paid that two individuals who were referred to the NRC by
_ to

ration before
*

'5e included on% cense as RSO withdrew their names from co
NRC could determine if th ere qualified. One of these individuals,

'Ibe second m ' ' ntly hs d as RSO o

separate NRC license and who would have been qualified, also contacted RI and
-

,

withdrepe from consideration (Exhibit 7). .

d recalled that%ted to be
~ designated as RSO on@C license but that$could not be a roved becaus @
failed to provide the required documentation demonstrating that met NRC

qualifications (Exhibits 2,3, & 6).

that during a December 29,1992, inspection of CAMEO,ta
equently commented about re atory discretion and at RI should

"mrn their bac " to violations. According to believes that

NRC regulations should not apply to%because CAMEO is not a threat to the public !

health and safety (Exhibit 7). |

Mecalled that repeatedly asked the NRC to exlutit'

flexibility in the enforcement of its regulations and to bend the rules form (Exlutit 3). |

said that d ' g an Enforcement Conference to discussh]
violations, said $ing licensed material at the new location witho t
authorization was a result of " sheer stupidity." According t

;

did not understand the significance of NRC regulations (Exlutit 5).

A CAMEO chronology maintaine RI and g ovided to OIG tes that during the
instructed

ess onS%,andOctober 21 meeting at R1,
C license before moved the locationto change the ad

o ' ess (Exhibit 9).

ummarizes the content of aA November 13,1992, letter from RI to
ersa 'on that took lace the previous day betweeMtelephone co
nd This letter included the following information:

13
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You were informed that in order to commence use of NRC licensed radioactive
materials at your new facility that you must apply for and receive a license
amendment or license renewal which identifies the address where radioactive
materials are used or possessed. This requirement is stated in the regulations

(10 CFR 35.13(e)).

You may not begin to use NRC licensed radioactive materials at your new facility
until such time as you receive an amendment to your license for change of use
location or receive your completed license renewal.

This letter also advise that if%ecided to incorporate the change of<

location in$ cense renewal,it will e more time to co lete than the dited
license amendment. The reason for this difference is due t s equest to
be exempt from NRC regulations with respect to surveys (Exhibit 10).

A Tele one Conversation Record dat d November 19,1992, indicated that
advise "that$may not use NRC regulated materials at

ew facility until such time asghas a license which includesh address"
ibit 11).

A Tele hone nyersation Record dated November 25,1992, indicated that
eft a message for that included a reminder that $

not use NRC regulated materials at new fa ty until such time as@as received
license renewal which correctly names new place of use" (Exhbit 12).

In a December 14,1992, note to the Sie ocum the content of a
December 11 1992, tele one conversation with During this |

conversation, dmitted that ad been using nsed materid atg
new location. stated to that $ runs a safe operation and

* tly if ould agree to stop using these materialswhen aske ec

since not au orized to use them,Esaid no."

indicated in% note that u n dia" ion with OE,it was decided
at would " notify all suppliers to prevent m obtaining materials

from known suppliers. We [RI] drafted a letter based on OE's suggestion and faxed it to
local pharmacies and major suppliers" (Exhibit 13).

In a letter to the NRC dated December 18,1 'de esponse
to the December 17,1992, Demand for Information. ntinued
to do business at 155 Maple Street because of " sheer stupidity.' dG
" honestly and truly believed that Region I officials knew that I r ocated to 155 Maple

t, id, Massachusetts and had flexibility in administering the regulations."*

dded that, "My sheer stupidity was in not recognizing the gravity of t se

14
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consequences of my efforts to save $1,000. That is really and truly the entire basis for
this deplorable mess I am now in (Exhibit 14)."

sent the NRC a letter and enclosed a check of $1,000 for an amendment

request indica a new location of 155 Maple street. The NRC received this letter on
,

December 14,1992 (Exhibit'15).
,

ce of the Controller,
'

advised OIG that, according to 10 CFR Part 170.31, Category 7C, the fee for
license amendment in December 1992 was $460 and not $1,000..

OIG contacted
MIT, to determine

circumstances request tha rve as RSO on C

license. saidWd not NRC approval as RSO because of
the time and effort involved in verifying $ pursueedentials to the NRC.

*

saidSmay have lacked sufficie ! rience in field of nuclear medicine to
' license. not

NRC requirements as an RSO on
believe the NRC discouragedMfrom pursuing ap omi as RSO
said gexplained the reasons foSwithdrawal t it 16).

OIG thatgdecided to withdraw from consideration as
after several friends $t to get involved

i
felt as less than forthright*

with'

in calings wi d$dvise E r 'on

in this matter, was not harassed by the NRC,

nothing but pro essio calings with$ Exhibit 17).

10 CFR Part 35.13(e) states that a licensee shall apply for and must receive (emphasis
added] a license amendment before it adds to or changes the areas of use or address or
addresses of use identified in the application or in the license.

10 CFR Part 30.41(c) states that before transferring byproduct material to a specific
licensee of the Commiuion, the licensee transferring the material shall verify that the
transferee's license authorizes the receipt of the type, form, and quantity of byproduct

material to be transferred.

%ax from SYNCOR to% shipments of Te-99m from November 3,1992, the date%Af dated December 11,1992, indicates that'

'

' receivmg
re-opened at 155 Maple Street, until December 10,1992 (Exhibit 18).

IN YNCOR, advised OIG that CAMEO

%as bille YNCOR for our doses of Tc-99m shipped to CAMEO on December 11,
dded that this shipment was the last one made to CAMEO during the

,

|
1992,

' month of Dece r 1992 (Exhibit 19).

$
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FINDINGS

This OIG investigation determined that the actions taken by NRC staff with respect to
Md$NRC license were in accordance with the provisions of 10 CFR.

ns that NRC staff acted
*

This investigation did not substantia
inappropriately with respect to the handing o NRC license or that

NRC staff exhibited a personal animus against

OIG determined that, in accordance with 10 CFR Part 35.13(c),
instructed by NRC Region I staff on several occasions not to use NRC licensed material
at CAMEO's new address without first obtaining NRC autho * tion. To id paying

the $460 fee associated with obtaining a license amendmen chose to

being processed by the NRC. However, prior $' receiving NRC authorization andincorporate CAMEO's change of address with cense renewal application which was
to

despite notifications from NRC Region I staff that CAMEO's exis ' NRC license did |

not authorize the use of NRC licensed material at the new addr
used ;

1

NRC licensed material at CAMEO's new address.

OIG also learned that NRC staff became aware that SYNCOR, CAMEO's supplier of
NRC licensed material, was sending NRC licensed material to CAMEO's new address.
This action violated 10 CFR Part 30.41(c). SYNCOR was notified by Region I that
CAMEO's existing NRC license did not authorize CAMEO to receive shipments of NRC
licensed material at the new address. SYNCOR promptly discontinued shipments to ,

O. Prior to taking this action with respect to SYNCOR, Region I advised |
1

at CAMEO would not be receiving shipments of licensed material In

a later Region inspection, SYNCOR was cited for this violation.

i

l

!
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Exhibits:

1. Interview of dated 11/3/93
2. Interview of dated 11/16/93
3. Interview of ated 11/15/93
4. Interview of dated 11/16/93
5. Interview of dated 11/16/93
6. Interview of ated 11/15/93 and Memo to File,

dated 1/24/94
7. Interview o dated 11/17/93
8. Interview o Idated 12/9/93 ;

9. RI Chronology of CAMEO j

10. Letter toMfrom RI, dated 11/13/92 |

11. Telephone Conversation Record, dated 11/19/92 1

f

12. Telephone Conversation Reco dated 11/25/92 '
.

13. Note to File from d 12/14/92'

:
14. Letter to NRC fro dated 12/18/92
15. I.ctter to NRC from , mhted
16. Memo to File, dated 12/1/93
17. Memo to File, dated 12 93

18. Fax from SYNCOR to
19. Fax from SYNCOR to dated 1/31/94
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