UNITED STATES
NUCLEAR RESULATORY COMMISSION

\

In the Matter of ! Docket No. 30-01274
Yole New Haver dospitel ; License No. 06-00819-03
New Haven, Connecticut EA B9-119

ORDER [MPUSING A CIVIL MONETARY PENALTY
I
Yole hew Haven Hospital (licensee) is the holder of Byproduct Matertal Licerse
uo.'os.coaxv-os fssued by the Nuclear Regulatory Commission (Commission or
NRC) which asuthorizes the licensee to use vari,us 11censed redioactive matervals
for diagnostic and therapeutic medical purposes ¢s wel) as research, The
11cense was issued on June 27, 1560, was vost recently renewed on August 13,

1988, and 1s due to expire o August 31, 199C,
I1

An NEC safety inspection of the Ticensee's activities under the license was
conducted at the licensee's facility on March U1, 1989, The results of this
inspection indicated that the licensee had not conducted its activities in ful)
compliance with NRC requirements., A written Notice of Violation end Propused
Iﬁposition of Civi)l Penalty (Notice) was served upon the licensee by letter
dated August 2, 1589, The Notice stated the nature ¢f the violations, the
provisfons of the Nuclear Regulatory Commission's requirements that the licensee
had violated, and the amount of civi! penalty proposed for the violations., The
licensee responded to the Nutice by two letters cated Septemter 7, 1989, Im its
response, the licensee denies the violatiuns, and, in the alter.stive, requests

mitigetion uf the proposed civil penelty.
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Upon consicerstion of the licensee's respense end the statement of fects,
explanation, and argunent for mitigation conteined therein, the NRC Steff has
getermined as set forth in the Appendix to this Order that the violetions
ocourred &8 stated, Howe er, the propused penalty of $2,500 should be miti-
gated to $1,050 besed on the lcensee's past performance, Accordingly, & civi)

penelty in the amount of $1,260 should be impused.

In view of the foreguing and pursuant to Section 234 of the Atomic fnergy Act

of 1964, as amended (Act) 42 U.S.C. 2282, end 10 CFR 2,208, 1T 1S HEREQY CRDERED
THAT:

The licensee pay & civi) penalty in the emount of $1,250 within 30 cays
of the cate uf this Order, by check, ¢raft, or money order, payable to

the Treasurer of the United States end mailed to the Director, Office of
Enforcement, U.S. Nuclear Regu'story Commission, ATTN: Docunent Control

Desk, Washington, D.C, 20588,

The licensee may request ¢ hearing within 30 days of the date of this Order.
A request for a hearing shall be clearly merked as o "Request for an Enforcement

Hearing" ang shall be addressed to the Director, 04fice of Enforcement, U.S,



Nuclear Regulatory Commission, ATTN: Document Contro) Desk, Weshington, DC

CUBES. A copy of the hearing request shall also be sent to the Assistent
Geners) Counsel for Vearings end Enforcement, Office of the General Counsel,
U.S. Nuclear Regulatory Commission, Washington, DC 20585, with a copy to the
Peglone ) Adninistrator, Fegion 1, 475 Allendale Road, King of Prussie, PA 10406,

1f o hearing is requestec, the Commission wil) fssue an Order cesignating the
time and placa of the hearing, If the licenser fotls to request o hesring
within 20 cays of the dete of thrs Urder, the provisions of this Order shal)

be effective without further proceedingt, 1f payment has not been nede by that

time, the metter ruy te referred to the Attorney General for collection,

in the wvent the 'icersee requests @ hearing ¢s provideg ebove, the 1ssues to

be contidered .t such neering shall be:

‘e, whethyr the licersee wes 10 violation of the Cummisston's requirements as
set forth in the Notice of Violatiun and Proposed Impesition of Civi) Peralty

referenced in Section |1 ebove and

(b whether, on the besis of such violations, this Crder should be sustained,
FOR THE WUCLEAR REGULATORY COMMISSION

"“ L/q L"‘;‘I"H —iumaiang

ames Lieberman, Director
Office of [nforcement

Dated ot Rockville, Meryland
this )|t“ day of Decenber 1589
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APFINDIX
EVALUATION AND CONCLUSION

On August 3, 1989, a Notice of violatien end Froposed Tuposition of Civt)

| Penelty (Notice) was issued to Yale New Haven Hospits) for vivlatfons identified
| guring an KRC tnspection, The Ticensee responded 1o the Notice by two letters,
| both cated September 7, 1989, In 9ty responses, the licensee cenfes the vicla.
| tions assessed @ civi) penaty, and in the elternative, requests mitigition of
the ¢ivil penalty, The KRC's eveluation and conclusion recarding the iicersee’s
argunents are as follows:

Pestotement of the violations

b,  Condition 27 of Livense No, DE-00810-03 reguires thet licensed radicactive
pateria) be possessed ane used in accordance with the procecures, reprecenty.
tions, and statements contained in the applicetion dated December 12, 1584

| and in the letters submitted 1o support of that applicetion,

| Iten iCle) of the Jicense applicetion requires, in pert, that for
cesiums137 sesled sources, the dosimetrist account for each of the sources,
the fert working Gey efter the scurces are rengved Trom the patient ona
Foturned tu the redivn room, «né then put the sources back 1n storege.

: (ontrery to the above, on March €, 1089, the dosimetrist did rot adequately
sccount for each uf the cesives137 sources before returning the tes'ed
source essemblies to storage. Specifically, the inventory of the souries
was cunducted by ccunting the ¢istal portien of weth source gssemb!y [which
dig nut centaln the actual source), rather than to chech the source tip on

| each assembly (which ¢id contain the actusl source),

e

10 CFR 20.201(b) requires thet esch licensee rake such surveys as (1) mey
be recessary ty comply with the regulations of Part 2C and (2) are reason-
able under the circumstiances t0 eveluste the extent of radistion Pezerds
that may be present, As defirec tn 10 CFR 20.001(a), "survey" means en
evaluation of the radietion Pezeros incident to the production, use,
reledse, disposa), or presente ¢ radicective materie's or uther sources
uf reciation under a specific set of conditions,

Contrary to the above, un March €, 1589, necessary and reascrable surveys
were not made to assure complisnce with 10 CFR 20,301, which describes
authorized means of disposing of licensed material contatned 1n waste,
Specifically, surveys were not concucted of the trash receptacles in the
cesfum«137 source storege roam pricr 10 renove) of the trash from the
source room for disposal as non-radfoactive meste, Such surveys were
! iecessary end reasonable under the circumstances to evaluate the extent
of the radiation hazarcs that mey have been present, ord in this case,
would heve identifies the presence of o Heyman brachytherapy sppliceter
cuntaining ¢ 27,53 millicurie cesfumel3? source 1n the trash recepteile,
thereby preventing the source from being ¢ispused of 1o the norima! tresh,

Cs 10 CFR £0.301 requires thet to licensee dispose of licensed materval
except by certain specified procecures.
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Appendix -6 -

Contrary to the above, on March 6, 1989, & 27.53 mCY Cs<137 brachytherapy
source contained in a disposable Heyman applicator was placed into the
normd) trash and sent to & trash-to-energy plant for incireration, & method
not authorized by 10 FR 20,301,

These violations have been categorized in the eggregate 25 & Severity Leve)
111 prodlem, (fupplesont V)

Cumulative Civi) Penalty - 32,500 (assessed ecud)ly among the violations)

Summary Of Licensee's Response Denying Violations A, B, and C

Summary of Licensee's Fesponse

In 1ts enswer to the Notice of violation end Proposed 'mposition of Civi)
Penalty dated September 7, 1589, the licensee 2dmits that 1t lost contro) of a
1icensed source, ‘owever, the licensee objects to what 1t claims is the NRC's
irnaccurate assessment of this incident and the KEC's fmplication that the
Ticensee is s0lely resporsible for this event, The licensee rmaintains that

the root cause of the tucident was & manufacturing defect in the source assembly
1tse1f that was not foreseeable or reasonably preventable by the licensee utili-
cing normally accepted practices. The licensee asserts that to be held solely
sccountatle for an event, which was not foreseen either by the manufacturer or
the NRC during 1ts source review process, 18 to hold the Ticensee to an unrea-
sonable stendard of cumpliance, In addition, the licensee feels that 1t has
been wrongly accused by the NRC of inacdequate wenegement oversight, including
inventory end survey techniques, and objects to the suggestion that the licensee
intended to g1spose of the scurce in the normal trash, Further, the licensee
states thet the proposed enforcenent action will in no way enhance 1ts perfor-
mance with respect to preventing other incidents of o similar nature. Instead,
the licensee claims that on Information Notice should be fssued to the industry
describing this occurrence and the need to inprove inventory technigues to
préevent further incidents of this nature.

With respect to violation A, the licensez maintains thet its methooology for
performing the source inventory after use was acdequate and consistent with
industry practice end ALARA considerations, The licensee asserts that it had
received no indication of a potential problem with such sources and, without
prior knowledge that the braze connection on the source assembly could be
defective, it is improbable that it would have independently developed a method
of inventory specifically requiring the tips of the assenblfes to be checked,
The icensee stetes it has tuncucted over JB00 brachytherapy treatments since
1966 and this was the first incicdent of this type to occur in the program, and
that its inventory methods had always been adequate to contryl these sources so
that it hed no reason to believe that its practices prior to this incident were
indcequate.

With respect to violation B, the licensee asserts that a requirement to yerform
routine surveys of thy norne) waste containers in sealed source storage areas,
when the suurces are physically large and usually easily accountea for by
fnvertory methods, 1s un.cascnable, The licensee maintains that, in such
applications, routine surveys are unnecessarily recundent und prone to be
neglected because of the extremely low probability of a positive resuit,
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Finally, with respect to Violation C, the licensee admits that the 1icensed
moterin‘ was inadvertently ciscarded, but denfes that 1t hed any intention to
dispose of the source by this method, The license¢ asserts that the KRC
should not construe this incident as a purposeful willingness to dispuse of
licensed material in an unavthorized manner,

NRC Evaluation of License Response

Section V.A of the NRC Enforcement Policy provides thet licensees are not
ordinarily cited for vicolations resulting from matters not within their control,
such as equipment failures that were not avoidable by reasonable quality essu-
rance controls, However, the i1ssue 1s not whether 1t was reasonable for the
1icensee to furesee that the Meyman source assembly brazing wight break, but
whether the type of inventory performed to account for the source after each use
was acequate and reasorable when cons1d¢r1n3 the type of source irvolved, the
nature and mechanics of its use, ond the difficulties to be encountered in
performing such an irventory, Althouoh the malfunction of the source assembly
was nnt foreseeable from the licensee's perspective, the citation 1s not
premised on the fact thet the malfunction of the assembly occurred, but on the
licensee's failure to acequately inventory the sources,

With regard to the licersee's assertion that it has been wrongly accused of
inedequate management oversight, the NRC notes that a number of related viola-
" tigns occurred which contributed to the improper disposal of radiosctive
matertal, In the NR('S view, this indfcates that there was & bLreakdown in the
1icensee's radiation sefety program which coule have been prevented by improved
control and oversight of licensed materiel ana c?gressivo management oversight

uf the radiation safety program to ensure thet all espects of the program were
corried out in conformance with regulatory requiruments,

With regard to the licensee's argument that the proposed erforcement action will
rot enhance its performence with respect to preventing such unforeseen incidents,
6$ stated sbove, this erforcement action 1s not being taken because the licensee
did not foresee that the source assembly brazing might break, but because of the
Ticensee's failures to acdequately inventory sources, make surveys which were
necessary and reasoneble, and properly dispose of licensed material, which could
rave been prevented had management exercised more aggressive oversight of the
radistion safety program, The NRC 1s imposing this ¢ivi) penalty to emphasize
the need for lasting remedia! action and to deter future violations in these
areas,

With regard to the licensee's argument that an Information Notice should be
issued, 3M, the manufacturer, issued in October 1989 a notice of "lmportent
Safety Informatiun About 3M Heyman Applicators" addressing possible source
separations, In adaition, 3M has initiated a recall of these sources, However,
as indicated below, such actiuns do nut relieve the licensee from doing
dpprepriate surveys,

With respect to Vicletion A (failure to perform an adequate inventory of the
source after each use), the inventory methodology wes inadequate because the
licensee only inventoried the distal portion of the assembly, rather then

actuslly accounting for the source. The fundamental basis of the regulatory
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requirenents for the conduct of en edequate source inventory, rediologicel
surveys and other related criterie 15 that, regardless of the design, quality
or cnginoor1ng review applied to any system or cevice, such systems or devices
way be subject to human or wechanica) fatlures over time. Thesr forementioned
regulatory requirements serve to ensure that additicnal levels of protection
dre available to protect the public from the edverse ef fects of racdtation should
such o mechanica) or human failure occur. The fact that this was the first
incident of this type 1s frrelevant. Therefore, the NRC does not accept the
Mcensee's assertion that, because neither the manufecturer of the assently

nor the NKC warned trne Micensee of the probebility of this specific failure,
the JJicensee 18 being held to an unreascneble standard of compliance.

The #C alsc disegrees with the licensee's assertion that 1ts method of
perforning the source fnventory was consistent with ircdustry practice and
ELARA considerations, At the enforcement conference, the licensee clearly
stated that the cirect (visva)) inventery of the scurce 1tself would not
result in any wmeasureble increase in radiation exposure,

with regard to violation & (fatlure to perform adequate surveys), the hiC also
gisagrees with the 1icersee's assertion that it is unreasunsble to reguire,

nor showld the NRC expect, routire surveys of the nurmal waste containers in
sealed source ureas where the sources ore physically large and usually easily
sccounted for by inventory methods. Surveys of any waste (intended for cisposal
1n ordinery trash) genereted 1n or erea where recicactive materfals ere handleo
are not only reascvnable, but necessary to essure compliance with 10 CFR 20,301,
Furtherncre, potentially significent health and safety consequences coulc result
from the loss of a 27.583 mi1lfcurte cesium-137 brachytherapy source, including
(1) high dose retes (well above 2 o&. hr) in unrestricted areas, and (2) the
potentia) radiological consecuences of source incineretion., Therefore, it is
not urreasonab'e to require that suc® @ survey be performed at any of the
several procedural steps or ‘ucations [namely, the source handling, the trash
receptacles in the cestum room, or the facility trash cdumpster). 1n this case
performing such 8 survey wou'ld have teen necessary and reasonable to assure
complience with 10 CFR 20,301, auc cculd have prevented the disposal of the
raterial to the regional incineration facility in violation of that regulation,

with respect to viclation ¢ (uneuthorized disposal of licensed materfal), the
NRC cisagrees with the licensee's assertion thet the NRC hes characterized the
gisposal of the source as an intenticrel act, To the contrary, the NRC sgrees
that the cdisposal of the source wes inadvertent, 1f the NRC believed that the
disposal was intentiona), & more signi!1cant civil enforcement action woule
have been considered, as well <5 referral of the matter to the U.S. Cepartrent
of Justice for consideration of criminal prosecutiun, Although the viplation
was not willful, that fact aces not provide the besis for retraction of the
violatiun or mitigation of & civii penalty.

Summar% of Licensee Respounse Requesting Further Mitigation of the
vil Fenalty

Sumnery of Licensce Response

The licensee states that, in the event thet 15 above-summarizeg argunents
*ere nut successful in closing this issue,” 1t requests mitigation of the
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proposed civil per ty in sccurdance with the fectors set forth fn Section ¥
of the Enforcemert Policy., Specifically, the Ticensee refses the following
srguments:

1. With regard to prompt 1gentificetion and reperting, the licensee states
that the Enforcement Policy provides that fn weighing this factor, consie-
geration wil) be given to, among other things, the length of tine the vip-
Yation existed prior to discovery, the opportunity avatlable to discover
the violation, the ease of discovery and completeness of any required
report,

In this regard, the licensee ergues thet it did not heve a reasunadle
opportunity to discover the violation, as i1t had no prior knowledge that

an event like this could occur because of & cdefective scurce assenbly,

The licensee esserts that the source storage room 15 not an area where
radioactive wastes are normally procuced, end routine survays of the

noreal weste container in this room were not performed becaussy the 11keld.
hood of & Yost source was believed to be remote. The Micensee claims thet,
once 1t tecame awere of the incident, it acted {rmediately and effectively
to control the situation and thet its repcrt to the NRC of the incident

was complete and comprehensive,

2. The licensee claims that its currective ections were complete and

corprehensive,

3. The licensee takes issue with the NRC's essertion that 1ts past performance
has not been gooo,

The licensee asserts in the cover letter *urwarding the hotice thet!

(a) the NRC hes neither provided any basis for aistinguishing yood perfor-
mence frum pour performance nor ufferes & cempartson of 1ty perfurmance
with that of siniler licertees to pruve thet 1ts perfourmance hes been
deficient; (b) nost of the violetiuns citeC in previous inspectiuns were
due to infractions in Nuglear Meicine procedures, nut 1h Lhe use ond
nandling uf sesled sources; and (o) 1ts performence in the general orea

of concern regaroing control end inventor; ¢f sealed sources has been good,

NRC Eveluation of the Licensee's Respunse

As previously stated in the NRC ‘letter to the licensee transmitting the Notice
of Violation and Proposed Imposition of Civi) Penelty (Notice), the NRC agrees
that the licensee promptly repurted the improper disposal to the KRC once it
was identified, However, the NRC does not agree that the licensee ¢id not
have a reascnable opportunity to discover that the source had been lost prior
to the source being found by non-Ticenses perscnnel at the incineration
plant, As set forth in Violetions A and D of the NOV, ¢nd further explained
above, if the licensee had performed & pruper frventory of the source assemhly
after each use, and/or performed a survey of the normel trash prior to its
removal from the radicactive materia) handling ered, the scurce would have
been located by the licensee prior to 1t ever teing transported away from the
licensee's facility to the incinerator, Balencing these consicerations, the
NRC concludes that the decision not to edjust tre base civil penalty on this
factor is approupriate.
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With respect to the licensee's corrective actions, Section V.B of 10 CFR Part 2,
Rppendix ¢, provides for a maximum of either S0% witigation or escaletion of the
bese civi] penalty beseo on the promptness end cumprehensiveness of the
Ticensee's corrective actions, As expleined in the cover letter transnitting
the Notfce, the NRC foung thai the licensee's corrective ectiouns were prompt

end comprehensive end provided ¢ besis for nitigeting the base civil jenalty

by £0 percent,

With respect to the licensee's arguients regarding the pest perfornence factor
that resulted in o 60 percent increase in the proposed civil penelty, the NRC
has reconsidered this factor and concluded that the 50 percent escalestion
originally applied for this factor should be withdrawn, We based this on
reconsideratiovn of the size of the licensee's program, the nukber and severity
of the previous violations and the leck of previcus violations in the brachys.
therapy program, the ared of concern, Therefore, on balence ¢f the ares of
concern with the icensee's overal) past performance, neither escelation nor
m1t1zotion is appropriate for this factor, Based on the NRC's reevalvation s
to the application of this factor, reduction of the 42,500 proposed civi)
penalty to $1,250 15 erpropriate,

NRC CONCLUSION

The Yicensee has not provided a sufficient besis for retraction of any
violetions; however, the Mlcensee's argument for reconsideration of its past
performance provided a sufficient basis for a 50 percent reduction of the
amount of the proposed civil perelty, Therefure, the NEC concludes that @
civil penalty in the amount of $1,250 should be impused.



