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MEMORANDUM FOR: B. Paul Cotter, Jr.
chief Administrative Judge

afety and Licensing Board Panel
63%2, Assistant Secretary
SUBJECT: REQUEST FOR HEARING SUBMITTED BY
INDIANA UNIVERSITY SCHOOL OF MEDICINE

FROM: John

Attached is a request for a hearing dated February 15, 1994 and

submitted by the Indiana University School of Medicine (Docket No.
30-9792) in response to an "Order Imposing Civil Monetary Penalty"
issued by the NRC Staff on January 18, 1994. The Order was

published in the Federal Register at 59 Fed. Reg. 4123
(January 28, 1994). (Copy Attached)

The.rquest for hearing is being referred to you for appropriate
action in accordance with 10 C.F.R. Sec. 2.772(j) .

Attachments: as stated

cc: Commission Legal Assistants
OGC

CAA
EDO
NMSS
QE

Chancellor Cerald L. Bepko
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333311008 30093:2



INDIANA UNIVERSITY
“URDUE UNIVERSITY
INDIANAPOLIS Director, Office of Enforcement
Document Control Desk
U.S. Nuclear Regulatory Commussion
Washington, D.C. 20555

Subject: Request for an Enforcement Hearing

Gentlemen

Upon review of your ORDER IMPOSING CIVIL MONETARY PENALTY
(Docket No. 030-09792, License No. 13-02752-08), it is the opinion of a number of
individuals within. the Indiana University School of Medicine that a hearing should be
( heid to resolve a number of issues related to this matter, inciuding, among others,

S independent checks for emergency treatments. [ am guided by these opinions. Based
H%U upon a discussion between our Radiation Safety Officer, Mr. Mack Richard, and the
Director of Enforcement of the Region III NRC Office, Mr. Robert DeFayene, it is
ur understanding that the hearing may be heid on or near the [UPUT campus.

CHANCELLOR

Inasmuch as we have a number of conference rooms which can accommodate a
fairly large number of people, we would be happy to provide the necessary faciliues
for this heaning. Furthermore, several of university personnel may be involved in
providing testimony, and it would be difficult for them to travel a great distance to
participate in the heanng.

Some key university personnel will not be available February 28 through
March 4, 1994, and March 25 through Apni 1, 1994 therefore. we respectfully
request that the hearing not be scheduled during those time periods. If our proposal
10 hold the hearing on the IUPUT campus is acceptable. piease contact our Radiation
Safety Officer, Mr. Mack Richard, who will make the proper arrangements. In
addiuon, please let Mr. Richard know of any special equipment (¢.g (ape recorc
yverhead projectors, etc.) which will be needed.

ould you have any questions, please conta
rward to hearing from you and hope that such a i

show that the proposed civil penalty

Gerald L
Chancellor

Assistant General

r Hearings and
Regional Admunistrator,
NRC Region I
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8 supplement which satisfies these Cammission, the presiding officer or the  requirements that the licenses had
requirements with respect to at feast ane presiding Atomic Safety and Licensing  violated, and the amount of the civil
cuntention wili not be permitted to Board that the petition and/or request proposed for the violation. The
participate as a party. should be granted based upan & censse responded to the Notice by &
Those permitted to intervene become  balancing of the factors specified in 10 letter dated October 29, 1993, I its
{:nmu to the proceeding, subject to any CFR 2.714(a)(1)(i}v) and 2.714(d). responss, the licensee disputes the
mitations in the order granting lesve to  For further details with respect to this  validity of the citad violation. Further,
intervene, and have the oppoﬂum&lo action, see the application for the licensss takes to the NRC -
fnmdpcu fully in the conduct of the amendment dated January 10, 1994, Staff's application of the civil penaity
sanng, including the oppartunity to which is available for public inspection  sdjustment factors in the srees of
present evidence and cross-examine ot the Commission's Public Document identification and licenses performance.
witnesses. Room, the Gelman 2120L m
1 a heaning is requested, the Street, NW., Washington, DC 20555 and
Commission will make a final at the local public document reom After considerstion of the licenses's
determination on the issue of no located at California Polytechnic State  response and the stataments of fact,
significant hazards consideration. The University, Robert E. Kennedy Library,  explanation. and argument for
&%:Jndm;lﬁ :.ﬂlld‘lllﬂ todecide  Government Documents and an“ mitigation contained therein, the NRC
Uthoﬂnddds o that the Department, San Luis Obispo, Californis  staff has determined, as set forth {n the

amendment request involves no
significant hazards consideration, the
Commission may issue the amendment
and maks it immediately effective,
notwithstanding the request for a
hearing. Any hearing held would take
place after issuance of the amendment.

If the final determination is that the
amendment request involves a
significant hazards consideration, any
hearing held would take place before
the issuance of any amendment.

A request for a hearing or a petition
for leave to intervene must be filed with
the Secretary of the Commission, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555, Attention:
Docketing and Services Branch, or may
be delivered to the Commission s Fullic
Document Room, the Gelman Building,
2120 L Street, NW., Washington, DC
20555, by the above date. Where
petitions are filed during the last 10
days of the notice period, it is requested
that the petitioner promptly so inform
the Commission by a toll-free telephone
call to Western Union st 1-(800) 248~
5100 (in Missouri 1-+{800) 342-6700).
The Western Union operstor should be
given Datagram Identification Number
N1023 ana the following message
addressed to Theodore R. Quay,
Director, Project Directorate V.
petitioner s name and telephone
number, cate petition was mailed, plant
name, and publication date and page
number of this Federal Register notice
A copy of the petition should also be
sent to toe Office of the General
Counsel, U S. Nuclear Regulatory
Commission, Washington, DC 20555,
and to Chnistopher . Watner, Esq.,
Pacific Gas and Electric Company, P.O
Box 7442, San Francisco, California
94120, sttornev for the licensee.

Nontimely filings of petitions for
leave 1o intervene, amended petitions,
supplemental petitions and/or requests
for heanng will not be entertained
absent a cetermination by the

03407,

Dated at Rockville, Maryland, this 25th day

of january 1994.

For the Nuclear Regulstory Comm ission.
Sheri K. Petersan,
Project Manager, Project Directorate V,
Division of Reactor Projects [IVIV/V, Office
of Nuclear Reoctor Reguiatian.

[FR Doc. 94-1954 Filed 1-27-64, 8 45 am|
BILLING CODE TENO-OV

[Docket No. 030-08792, License Mo, 13~
02752-08 EA §3-111]

indiana University Schoo! of Medicine:
Indlanapolis, IN; Order imposing Civil
Monetary Penaity

i

Indiana University School of
Medicine (licensee) is the holder of
Byproduct Material License No. 13-
02752-08 issued by the Nuclear
Regulatory Commission (NRC or
Commission) on September 26, 1973,
The license was amended in its entirety
on October 6, 1989, and s due to expire
on November 30, 1994. The license was
most recently amended cn April 9,
1992. The license authorizes the
licensee to possess Cobalt-60 sealed
teletherapy sources for medical use
described in 10 CFR 35.600 and for
irradiation of blood and blood products
in accordance with the conditions
specified therein.

I

An inspection of the licensee's
activities was conducted on December
14, 1992, through January 13, 1993. The
results of this inspection indicated that
the licensee had not conducted its
activities in full compliance with NRC
requirements. A written Notice of
Violation and Proposed Imposition of
Civil Penalty (Notice) was served upon
the licensee by letter dated October 7,
1993. The Notice states the nature of the
violation, the provisions of the NRC's

Appendix to this Order, that the
violation oa:umd‘u &:td:l:: that the
penaity proposed for the viclation
dnlgmtgdmthc Notice should be
Imposed.

4%

In view of the foregoing and pursuant
to section 234 of the Atomic Energy Act
of 1954, as amended (Act), 42 US.C.
2282, and 10 CFR 2.208, It is hereby
ordered that:

The licenses pay a civil penalty in the
amount of ”.Ogo.wtlhln 30 days of the
date of this Order, by chack, draft,
money order, or electronic transfer,
payable to the Treasurer of the United
States and mailed to the Directar, Office
of the Enforcement, U.S. Nuctear
Regulstory Commission, ATTN:
Document Cantrol Desk, Washington,
DC 20555.

v

The Licensee may request a hearing
within 30 davs of the dete of this Order.
A request for & hearing should be clearly
marked as 8 "Request for an
Enforcement Hearing'' and shall be
addressed to the Director, Office of
Enforcement. U.S. Nuclear Regulatory
Commission. ATTN: Document Control
Desk, Washington, DC 20558. Copies
also shall be sent 1o the Assistant
General Counsel for Hearings and
Enforcement at the same address and to
the Regional Administrator, NRC Region
II1, 801 Warrenville Road, Lisle, Illinois
505324351

If @ heanng is requested, the
Commission will issue an Order
designating the time and place of the
heanng. If the licensee fails to request
a hearing within 30 davs of the date of
this Order, the provisions of this Order
shall be effective without further
proceedings. lf payment has not been
made by that time, the matter may be
referred to the Attorney General for
collection.
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[0 the evant the Lcanses requests
heanng as provided above, the issues to
be considared st such hearing shall be:

(a) Whethar the licanses was in
violation of the Commission’s
requirements as set forth io the Notice
refersnced in Section 11 above, and

{b) Whether, on the basis of such
vioistion, this order should be
sustained

Daied st Rockville, Marylend this 18t dey
of January 1994 '

For the Nuclesr Regulstory Commission.
| amaee Lbabxarvamss,
Direciar Office of Exfoscmauenst.
Appandix
Evaluation and Comclusion

Ou October 7, 1943, 8 Notice of Violation
and Propossd kpossthon of Glvil Pesaity
[Notice] wes iesued for & violation identified
Curing sa NRC lnspection om December 14,
1992, through January 13, 1993. Indlans

niversity School of Medicine reeponded to
‘he Notice in a letter dated October 29, 1993
0 its response, the licenses disputes the
wmiwdity of the cited violstion. Purther, the
Han e lakes exoeption to the NRC Staff's
applratcn of identufication ard licenses
pertameancs avil penslty sdjustment fackore
The NRC's evaluation and conclusions
reRarcing the licansee's requests are s
Olaows

Testoterment of Viodotioa

10 CFR 35.32(a) staves, in part, thet sech

niisoe shall setablish and maiotain &
Wiitien quality mansgement 10
provide bigh confidance that radistion from
byproduct meterial will be sdministered ss
direciad by the suthorised user. Puryusm to
10 LFR 35.321a) (1) and (3), the quality
management program must include writiep
policies and procedures to meet specific
Objectives that: (1) Prior to sdministrstion. s
wririen directive s prepared for soy
teletherapy eadiation dose; and (2) Aaal plans
f treatment and wlated cslculations for
wistherwpy e in socordance with the
written directive

10 CFR 35.2 defimes & written directive s
an order o writing for 8 specific patient,
itea and sgned by an suthorized user prior
10 sdministration of mdistion and conteioing,
for Wwistherepy, the following oformetion
The total dose, dose per fraction, reatment
tite, and oversl! trestment pericd

Lontrary to the shove, s of lanuary 13,
1993 the licenses 'y quality mansgement
program for tewtherepy dated lamuary 16
1RUZ, did ot have e procadure for (1)
Losunng the written directive camtained the
olal doss, dose per Iractian, trestment sils,
and overall treatment panod aod (2) verilyiog
be dose calculations for sdministrations of
three fractions or less 1o confirm that the
final plans of trestment are tn acoordsnon
with the written dewective Coneequentty, on
November 13, 1092, the Hoenses's suthortosd
ser nigned sod dated & wnitten directive for
‘elelhorapy trestment that failed to inchade
the overall treatment pariod and the Hosnses
failed Lo venify the dose CaMUIATAORE, SLaGH
tha tsatment called for less than 3 Eactions,

W e L £ i s Gf L Uounl womae o)
sccordance with the wrtan dimsctive.

Sumnsmry of Licosmes s Response o she
Vialation

The Rosmese disputos the vel kdity of (e
cited violstion, the asugmed Severity Lovel,
and U NEL poct Cose anatyew, a8 il ko

1. The licsases esserts that the proposed
violsthon did mot cause the missdm icmwation
even the writtes dirsctive did lachude
the oversl! trestmant period. In the writtes
directive for the petien treated Mowember 13,
1992, e @ wnbar of fractions s writhm ws =1
" widch mawns the veetient partod s w
mdudomm-m-.ﬂﬁh
tholk-mﬂhTm o
trestnent parkod.
the term “owerall treatment pariod™ is not
defined o the regulations or Lo Regulatory
Guide 8.33. According to the Hosnmes, the
presance or sheence of the documentation of
e overall trewtanend period woukd have e
bearing on the initial interpretstional ervor
made by the desimstrist or the

by individusis who were varifying
the corvectness of the treetmesrt.

2. The Howmese nates tha! the Sroswaent
was porformed os an mnerpency basis end
that this fact camsas the standerd werificstion
proosd ure depending upan the
avallability of stafi. According o te
licenswe, whiie neither the Quality Control/

prascribed. ne changs o the salweo st
Chaart wousd heve

procecuros
resulted because the trestnend ke question es
AN emergency.
The Licenses also asserts that it verified the
dose calculations i that the prescribing
physician/suthortzed wser and two radiation
thera pists ethesns to verify thet the

trea et Ao e was 16 eoooedancy
with the writtes directive. Aconed ing o the
liconses, whits mane of thess tndivicoels
ndenu&dtbouk:uhxmmmdo.yu
dosimmetrist, thetr fadlurme 1o identify the emror
was relstad 1o the wording of the written
directive rether than the fallure 1o follow

proper proosdore.

3. The lioosess chnl lonpes the
categorization of the pronosed violetion e &
Severity Lewal ] am. The Licenses
asserts that the mssedm mistration oocurmed
due to nconestencs o the formaes of Lhe
written dirsctive and that the QMP was
followed and the eppropriate chacks wars
made. Accarding to the licenses, the
violation would be more epproprintely
categoriesd st Severity Level IV since it does
not represent & programmatic weakness (o
the imp lemertetion of the OMP, the feilvere
wes tectatad k0 the siagle evant, and the
Consnguencas ware kroited and did ot
sdtvarvely affact the petient.

4. The Hosnees disegmes with e MR
slatesnanit thal, “Ths viclation ooxtributed o
the ocowrenoe of 8 misedmin istration os
Novernber 13, 1992~

VBC Escdstaom of Leconsee’s Fresposse 1o the
v

This enforcanment sctios focuses em the
licenmne’s toilkire to devatop end tnpleraent

un adogeste (AP, As ¢ resdt of the
AR W TR RN, Live NRC parinrmed &
detailed review of the icanse s QAP duriag
the followup inspection and suforosment
deliberations. The resuit of this detaiked
review wes that the NRC 1dentifiad
subetantial deficlenciss. The bnspection
determinad thet the Boennes v wrttten (P
died vt b praceduses for (1) Eevuring thet
the wrtSen dusctive cootaised the total dese,
does fraction, teatmont site, and the
roetmeent poriod; eed (2)
dose calculations for administretions of
fractions or less 0 confiew that the Sasl
plans of trestmant are ia scowdencs with the
written Cirective. The licenses has not
provided any infrmation 1o demonstoais that
mm::m e
Theess w.wvm_k
(as oppossd to isobeted ) falhees &
imp ementatios of the (MP; therelors. the

the

Palicy, Supplement VLCS (67 FR 8792}

NRC bas deflosd the teow “oversi
treatment pariod” 1 the Statement of
Considerstions for the QMY rule (58 FR
34104). According o the Statemnent of
Comwiderations, “the phrese ‘¢ wrail
trestmem period’ was sdded t. emphssize
that the trestments will end after the
epecifind oumber of wesks, wnless the
treatment persod Is sevieed by the e thorized
user prior to conttauing. * Tharefors, the
trowtmen period is ¢ wait of time and sot she
mmmber of fections a2 used (o the Licenser's
deflaition

The licanses argues that thres differsat
individuals [the suthorized user and twe
radiation therspista) to verify that
thmm!obod:rnwm L
tccordance with the wriltes directtve, and
that the faihare w0 the error was
reistad to the working of the written directive
rather thao o failues to follow peoper
procedura. However, the same suthonised
ueer bad coneted the writtan directive thet
same aftarnoon. Thersfors, it s extremety
unliksly that his feilure to identify the eror
was rlated (o the wording of hls own written
directive. The licenses’s QMP procsdure
required that (he euthartzed user review and
Lodtial the trestment chart 10 veriry thai he
had eeviewsd the written prescription esd
the calculated dose per feaction. As noted o
the inspection report, the tnformetion writtes
on the patiemt chart cleanly indicsted that the
dose per fraction was lncorrect. It eppeas
that the suthorizad user initialed the char
and thet his review weas cursory or
inadegusie

Morsover, the viotetion focuses on the fact
that. whils the licenses's QMP requires thet
¢ physics staff member review the sccurecy
of all dosmetric calcuistione for estmments
(hat see det versd in four or maore frections,
It has no equivamal provision for trestwme nis
that sve deliverad {0 less than four frections.
Had such aa independent review bean
required by the Licensee s QMP and
performad in this case, the error could have
boen svoided

The Licensee's QMP watved review of dose
caboulations by the phywics etafl member ko
extenuating carunes ienoss sech o chall
shortages and emnmeepency Sreetmeots. Nedtese




TR e

Federal Register / Vol 59, No. 19 / Friday, January 28 94 / Notices

~ -

the OMP reguistions nor the
rEVLLslOry guade susgest that tus
‘ndevendsnt mview may be waived for stafl
‘honages or smergent treatments, such a8
those that must be parfarmed aher working
houn. A footnote to 10 CFR 33.32(a)X1)
states. “UL becwime of the emergent nuture of
the petrent's medicel condition, & delay in
Order 10 provide & written dinective would
Wopardize the petient's health. en oral
directive will be scoeptable, provided that
the information contained in the orel
directive s documen ted Unmedistsly in the
patient’s record and & writies directive is
prepared within 24 hours of the ora)
;l‘mcuu" Neither 10 CFR 35.32(a) nor the
ootnots the wai of the
mdcpmmm'd;;nsm
“alcuiitions dus 1 the emengmst aatare of «
{restmant. The independent werification e
especially tmportant during times when the

that the violation did accur as stated. and
tiat there was not an adequate basis for &
reduction of the severity lpvel

ummary of Licensee's Requess for Mitigatson
L Idenaficuton
The licenses saserts thet the NRC
mproperty takes crecit for \dentifving the
proposed violation of the QMP bacause the
UMP wes subsnitted to the NRC
approxumaiely 1.5 vears 880 o scoordances
with 10 CFR 35.32(M2); and, since that
subm iseson, the Lioenses has received oo
ndication that the QMP was deficient.
According to the licensees, the *Tess thao four
reatment”™ deficiancy was detectad
concurrently by the NRC and the licenses ey
8 resuit of this missdministretion: and
thereiorm. escalation of enforosment based on
the NRC's clamn of \dentifving the deficiency
SR ppronnate.
o Licanses Perkemance
The Licenses seserty that the NRC
moeonarly escaleted the base civil penalty
Oy 100 parcant fx “poor past performence ™
and pows that this was epparently dueto s
Tisadministration which ooourred (o May of
1990, sxne 2.5 yoars before the most roont
ne. Accarding Lo the | icensee whiue the
NRE claims that these two
nisadministrations were “gimilar™ the only
Similarities wem that they were both hrain
reanmems and the doss per action wes
ubled. The licenses notes that the
sauUnuarities include an emergency
ratment versus treatiment dunng sormal
working bours. 8 short-term versus & maore
Inventonal lang-erm treatment, and .
DRLE part treatment versus & muiliple part
'eatment. According to the ucanses, thare
Ppears to be 1o relstionship between the
suses of the two misadministrations The
Tnsee indrcates that this escalation implies
at the NRCs sole evaluation of pest
perfonmance relates to the numbesr of
Tsadminstrations which have oocurrad end
ihen reported over an undefined penod of
time. The licenses points out that the May
1990 musadomunustration was discovered
tirougt 1t OA/QCP and, unwl lemuary of
TI92 mont licensees were not maoutred to

hmmtypd%tdn.m
the licenses s perfurmunce w tht of other
licensses in not appropriate (i.a., other
Dosmmmes Wy beve bmd W eacd stetretions
which went undetected due to the iact thet
they had no QMP;.
m_-ﬁﬁ:h-u
recucs the ty -
bedps o e o
robabilities would potential
memw.ﬁ Incrense with the
oumber of patient trestments doe o bumes
ervor. La the licsuses's perticuler instancs. s
Radistion .mm-—hﬂ
epproximataly 1418 patients including some
52.000 weperets trestments with sxternal
boern therepy s

ner i trethoms.
hm.‘-@hnawdth-m
(ap, 15 000 seperate teetoien s )
were tremted with cobait-60
tedetharepy. According o the Lossese, ane
W&Mmumhammﬂ
perosatage of the oversl) number of
treatments and should nat be sufficient to
escalste 8 civi! penaity bessd upon “poar
past performmncs "

NRC Evuluation of Licensee s Request for
Mitigation

1. Identi Geatron

Licensess may not expect. or rely on, NRC
10 Identify safety probisms or violatons for
them. The Enforcmment Policy
the purposs of the ideatification éacsar is ko
encourage ioansees 1o moniar, SLparviss,
and sudit sctivities Lo order to assure safaty
and cormpliance. By the Hcensee's own
admission, & did mot detect the perathseny
noted in the violation during the 1.5 yeurs
that its QMP has been Lo existencs. nor s
there any evidence that the licenses
identified the epecific problems noted tn the
violstion before NRC did. For theme
problems are not aoted ia the oaoses §
Decamnber 17, 1002 missdministration report,
which includes s section entitied.
'Improvements and Actions Takes to
Preven! Recurrence.

Based on the above, the NRC conclades
thet 50 percent escalstion of the base civil
penaity (s warrunted for NRC identiBeation
2. Licensee Perfarmance

The NRC Enforcamnent Policy states that
prior performance refars to the licensee's
performance normaily (1) within the last two
ynars of the & iasus, or (2) the
peniod within the last two Lnspsctons,
whichever is longer. On this case the pariod
covered by the {ast two inspections s
applicable, i.e., two inspections prior to the
taspection at issus. The two previous
inspections to be considered are the

inspaction conducted an September 11, 1991

und the inspection conducted on May 21-23,
1990,

The NRC did not compare the licansee s
performance with other licensees. The
Enforcement Policy provides that the
effoctiveness of previous corrective action for
similar problems is # consideration in
assensing the Licensee performance factor
The May 1990 tnepectian wet conducted v
TTView the Circumstances servonnding u
'elethers pw misedministretion. The Dhrveicist

misadministration report

the liconses notad dat koss af
s bl i B e T A
checks not [y
indepandent review. The licenses's

the root causes of Lhe misadministretions are
sufficienty simllsr to warrent secalation for

s
performance 1o thet « very sruell percewteme
of iLs trestmwnts wees misadmintstrations. Oo
the contrary, the NRC is concmmned that the
liconses was pecformng ¢ Ligh volusse of
trawtments with o defichent QMP.

Based on the abows, 160 percent
of the base civil penalty is werranted for poor
licensee performance.

NARC Conclusioa

Based on its svmheanion of the lioenswe's
responss, the WRC staff conciudes that the -
violation did ocour as stated, end thet netther
an sdequate basis for & mduction of the
severity level nor for ton of the civil
penaity has been by the licenses
Accordingly, NRC conciudes that a ctwil
monetary penally of £3.000 should be
lmposed by orger.

[FR Doc. 94~1 870 Filed 127046 84S mn |

OFFICE OF PERSONNEL
MANAGEMENT

Federal Prevailing Rate Advisory
Committes Open Commitiee Meeting

According to the provisions of section
10 of the Federal Advisory Commuittee
Act (Pub. L. 82-463), notice is hereby
given that meetings of the Federal
Prevailing Rate Advisory Committee
will be beld on—

Thursday, Feb. 17, 1994
Thuredey, Feb 24, 1994
Thursday, Mar. 10, 1994
Thursday, Mar. 24, 1954

The meetings will start at 10:45 a.n.
and will be beld in Room SA08A, Office
of Personnel Management Building,
1900 E Street, NW., Washington, DC.

The Federal Preveling Rate Advisory
Committee is compossd of & Chairmen,



