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11. S. Nucleaa Regdatoay Commi.s sion ;

Region 11, 101 Maaietta St., N.W.
Allanta, Geo19 a 30323i

Re: Reply to a notice of Violation
License #52 17273-01

Ocan Sias:

This i s in aeply to the Notice of Violation dated Decembea 21,
1987 as a aesult of the ARC Jaspection conducted by na. h. P. Elliot
on Novembea 18, 1987:

A. 1 An ove. tall evaluation of the Radiation Safety Paogaam
(RSP) of the Centea has been always pettonmed duaing the
regulan instnuctions to pensonnel eveny year. There is
accord on our files of meetings conducted on Novembcn
28, 1984, fanaany 21, 1985, June to,1986 and December
21, 1987. Enclosed please find. copy of the fonm alacady.
made for accoading the annual audit of the RSP,Ifull
compliance achieved on December 21, 1987.

A. 2. No acason foa such violation. Conscious of the impoa-
tance of the Dose Calibaatoa quality assunance it was
staongly accommended to the technologists to fully im- ;

plement the Appendlx C. Regulatoay Guide 10.8, Revision
2 (August 1987). We have evidence on our files of the
linearity testa penfoamed on Februany 5 to 7,1987; hay
11 to 13, 1987; August to to 12, 1987 and November 16 to
18, 1987 which,as accommended by ha. Elliot duaing ARC
iaspcction conducted on November 12, 1987, was aepeated
on November 30, 1987. The next one due is on Februany
1988. To avoid any fanthen misundeastandings, a label
is being placed in the dose calibaatoa itself, indicat-
ing the next due date for linearity testing. Also thcae +

will be an index paepared by the RPO which will facili-
tale the locali ation of documents, acponts, accords and3
all pentinent infoamat~iW
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4. 3 and A. 4. Calibration check of the Dose Calibaataa has
been peaformed eveay day using Cs 137, ^Ba 133, Co-57

-

'

and Co-60 calib1ation aoaaces and iallowing the pro-
cedures an established an Appendix D, paaagraphs G 1-

.

G-6, Regulatoay Guide 10.8, Revision 1, Octobea 1980. ;

ITheae is accoad in oua ?iles to evidence this daily
tests. St was missing to use the same souaces loa the
Constancy test on all commonly used isotope factors of :

the Dose Calib1ation i97). Staating February 1st, 1988,
the Constancy, Linea rt cy, Geometay and Accuaacy tests i

'
will be pealo ~:ned according to the model on proceduae.
and lacquency ;chlished in 4ppendix C, Regulatoay Guide
10. 3. Revision 2. August 19 9.

,

d. Violation in c.utl ed. Waitten policy and paocedures of
'

~ the Radiation 5afety Progacm o| the Center have been in-
cluded on spectlied in the dicsnse application docunents.
Concerning the procedures for acceiving and opening pach-
ages, 'in the Revewal Applt cation dated December 28, 1981
a copy of Appendix 7, Regulatoay Gaide^ 10.8, Revision 1 '

was enclosed. Sn the License Renewal, dated Apail 28, 1987
it was stated that we will follow the model p1ucedure for
opening packages that was published in Appendix L, Regala-
tony Guide 10.3, Revinion 2. This had been followed as
stated.

1

C. Violation is admitted and no justification can be' given.
~ Even thou, it is stated that no done of ic-99m had been

administered containing ho-99 in concentacuans gacatea ' *

than 0.15 uCi of no-99/ mci of ic-99m. :Sn order to avoid ;

any faather violations in this respect, aun Nuclean ned-
icine Technologists wete fully instaucted, by cua Radiation 7

physics Consultant, on the contents of Appendix h.3, Regu-<

latoay Guide 10.8. ' Starting fanuary 1988, there will be ~! ,

registcaed in a dog-book any action taken by the RSO when.

an elution. ' of ic-99m in found to contain concentactions
of no-99 gaeate1 than the standaad 0.07 uCi of no-99/ mci '

of ic-99m. ,

D. No acason for such violation. Snventony due to the 4th ,

~ quantet of 1987 was due on Decembea 1987 and was penfoamed -
on Decembea 21st. ,1987. Staating ganuaay 1988 it had been
implemented in the Centea to evaluate the RSP eveny thace a

* months in front of a check list imodel enclosed). The . '\
Radiation Physics Consultant will be in change of performing _ 1'

the inventory and of making any necesscay accommendations
to the Physicica in Chaage. The actions to be taken or
implemented will be notified to the coazesponding pensonnel.
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E. Vialation is denied. The aewa4tten ALARA Paogaam signed~~

by myself on July 6,1987 includes paovisions and actions
to be taken to keep personnel doses as low as _neasonably
achievable. The only quarteady extaemity aadiation dose
expo.u:e accadd on Septembea 1985 loa pa1ticipant No.
00020 exceeding in 2.3% of Snvestigational f.evel 1 (1875
mRems pea Calendaa Quaatcal was due to misplacement ol'
the atng badge within the hot acom ovea a weekend ~ period.
Sn accoadance with the ALARA P.togaam IV-B), the licensed
physician and the RSO decided at that time that no ' action
needed to be taken.

7 cnd G. Violations aae camitted. Possible acasons 401 such
vt vlation may be the intoamation sent to un by the Supplie1n
of the L.ung Aerosol Units and a delay in loavaading the ARC
documents to t.he Nuclea.1 Technologists. The following coa-
zective steps had being taken:

1

1. Enclosed please ?ind license amendment to acquest per-
mission from the hRC to use acaosols in the Centen.

2. No aeaosols 'are to be used at the Cente1 until the
license amendment is appaoved by the hRC.

3. Model Paocedu. e 0.1 of Appendix 0, Regulalony: Guide
10.8 will'be followed. Record of 2.he calculations of

waahets dose taom concentaations of aeaodols in work-
ing ateas are to be kept for ARC aeview duaing inspec-
d ans. Full compliance is expected foa' Febauany 1st,
1988.

4 Staating fanuany 1988, eveay person who neceived a doc-
ument will indicate on the document the date acceived
and its initials. This will paavide timing evidence. O

H. Vialalion is denied. Nolice of Emptogees iFoam hRC-3I in-
~

cluding notice of wheae the mentioned documents might be
examined at anyone time, had always being posted ^in the
bulletin coard located in the Hot Room.

Hope, in the best of my knowledge,to satisfactually aeplied to 'this
notice of Violation. P. lease contact me at' any time for any additional _ '

details on infoamation. Gt fanuary 211st,1988, h1. Earl G. Wright
was notified oven the phone that this acply was on-its way.
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U. S. Nuclec t Regulatony Consnission Janua1y 20th,1983

Hoping to heaa 41om you soon, J .temain '

%

Respecthilly youts,

') |} : 1
1/

' '' N !

Cannen Cabajle o Centeno, M.D.
Dirgectoit

.

CCC <' ems,

C. ?.' . Sa.n ii G,qo Somej^, ?''
Suclea.1 idedicine Phy.u ct an s and Technologists
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RAvIATION SAFETV PROGRA4

.i
Lic. No.:Licensee:

;

Place:

Attendants:
.

-

!

.

Hoat:pa.te:

5

TCPICS:

1.0 Occratina orocedures :
1.1 New Personnel Trabted: Ves No

1.2 Saleta Eouicment Citanaes: Ves No

1.3 New Laboratories: Ves Na

2.0 Excosures Penorts: (See Attached Annual Sur:matu)

2.1 Fesuits Exceedina ALARA: Ves No ,

'

2,2 Level I : Times
-

,

'

level II: Tines .

i,

2.3 Yiahes.t Exposure: F.B. (Vholesbody) TLD (Pind) f

2.4 Averane Exposure: .F . R . (b.' hole.bodyl TLD (Rina) ;

3.0 Padiation Safetu insnections:
3.1 Rebuits, reouired to be reported: ves no

3.2 Hiahest Red. Level Hiahest Coottanbtation

4, Soilis and Radiation incideutts:
Peoubted to be notifled: Vu No

5.0 Kisadmbtistjuttions:

5.1 Theunu: Ves No Dianno stic: Ves No ;

5.2 Peouised in be notified: Ves No

5, naarterlyCheck liist): i

l'iolation.s corrected: Ves No

1,0 Hints to Imorove the Padiation Ptotection Pronum for Aditerence to ALARA ,

.

Concects:

7.1 New reaulations: Ves No
;

7. 2 NRC In60ections : F.cnorted Violations Ves No |

Enforce.~ent Conference Ves No j

8, Amendrents to Lic. Reauested: Ves No \
'

9, Comments, attached: Ves No

10, Pccomendations, attached: Ves No

,
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RADIATION S AFETY INSPECTION CHECK LIST lha .
.

.

To:
1

.

Frem:

Date:

The following Items related to the Radiation Protection Program and
NRC Regulations require your consiJaration to take inmediate action,
comply and document:

<

Copy o~f the License and Amendments
i

[ Copies of 10 CFR-Pa r t s 19,20,21,30,35,40,50 <

! Radioactive Materials shipments Radiation Survey and Records
!-

.
,

: Daily Radiation Survey to the Hot Room
i-
I Calibration check of the Dose Calibrator .

i

Mo-99 Breakthrough Test '

Linearity Test of the Dose Calibrator ; Conatancy. Geomcuy cnd Accatacy ~ cot

Film Badges Service and Radiation Exposure Records
,

Radiation Sources Leak Test and inventory
.

Instructions to Personnel and Continued Education
,

Weekly Radiation Survey and Con.tamination Control

I-131 Therapeutic Treatments radiation surveys and records

' Radioactive Waste collection and disposal ,

Radiation Detection Instruments Calibration

Up-takes and/or Bioassay _s.

Radiation Labels, Emergen'c Procedures, Notice to Employees...etc.

Manuals: Nuclear Medicine Procedures , Radia tion Protection

Radiation Safety Committee meetings

Reports on Radiation Incidents and Missadministration .;

Quality Control Program's: b)F e ood (Uniformity)
c) Resolution (Weekly)

'

d)0thers:
Others

*

R E M A R K S: Full Compliance due. to
i, e

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


