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Enclosed is an Office of the Inspector General (0IG) Report of
Investigation concerning an allegation of NRC staff misconduct
related to a radiopharmaceutical incident at the University of
Cincinnati in August and September 1984, The O
initiated based on information ovided by
Office of the General Counsel, allege a e sta
acted improperly by accepting the hospital's representations
concerning the incident and by concluding that the incident did
not meet the requirements of the NRC misadministration rule.

The 0IG investigation did not substantiate the allegation that
the staff acted in bad faith or with malfeasance. However, the
investigation determined that the staff made an error in
accepting the hospital's representatiocns without having
sufficient information to make a determiration as to whether the
risadministration reporting requirement had been vioclated.

Th.s report is furnished for whatever action you deem
appropriate. Please contact this office if further assistance is
required.
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STATUTES

10 CFR Part 0.735-49%9a(f) = Conduct of Employees
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SYNOPSIS
This jnvestigation was in {ated based on a July 6, 1987, letter
from | office of the General Counsel,

concerning & radiop armaceutical incident at the University of
cincinnati Hosptial. On August 28, 1984, a terminally i1l
patient was {mplanted with sealed sources (seeds) containing
radiocactive icdine 125. After the seeds were removed on
September 1, 1984, the hospital determined that one of the eight
eds had leaked into the patient and had irradiated the thyroid.
alleged that the staff acted improperly by accepting the
ospital's representations concerning the incident and by
concluding that the incident d not meet the requirements of the
NRC micadministration rule, alleged that after the
commission requested a determination from the office of
Investigations (OI) concerning whether NRC rules had been
violated, staff compromised the investigation by contacting the
1icensee. _alao alleged that on Rovember 28, 1986, and
pecember 15, 1986, the staff reported the sane inaccurate
information to the commission and commissioners' Assistants/
which the licensee had previously reported to the NRC in 1984,

The investigation revealed that the staff failed to guestion the
hospital regarding the specific events and actions undertaken
during the incident. The staff assumed that the hospital made a
medical decision based on the knowledge that a sealed source was
leaking inside the patient. Yet, the hospital subsequently
maintained that they did not definitely know, but rather cnly
susnected *he seeds were leaking inside the patient.

The staff deferred to the hospital's argument that the incident
was not a misadministration because they had pade a medical
decision to continue treatment. However, the staff did not
question when the hospital made the decision and why the
determination was made. The staff maintained that whether the
decision was made on the first or last day of treatment was
irrelevant, as long as it occurred during the treatment preocess.
The staff subsequently inferred that the decision was made early
in the treatment., However, review of the incident revealed that
the decision was made just prior to the scheduled explant of the
sealed sources.

The staff did not obtain a legal opinion concerning whether the
incident was a misadministration., By not doing so, the staff
reached an erroneous conclusion that the misadministration rule

did not apply.

The investigation disclosed that shortly after the Office of
Investigations initiated its investigation, OI requested the
staff to ascertain whether the patient was alive. The staff
accordingly contacted the hespital. ©OIG concluded that OI

"
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authorized the contact and in OI's opinion this action did not
compromise the investigation.

The investigation also disclosed that the November 1986
memorandum to Chairman ZECH and the December 1986 briefing paper
to the Comnissioners' Assistants did not identify the correct
date and circumstances surrounding the hospital's medical
decision, Because the staff tailed to adeguately review the
incident, it incorporated inaccurate information which the

hospital had provided in 1984.



BADIS

Th nvestigation was initiated based on a letter tron-
s ) oftice of the General Counsel (0GC), concerning

a contamination incident at the University of Cincinnati Hospital
(UCH), an NRC licenses, which occurred in Au?ust and September
1984 (Exhibit 1). ©On August 27, 1984, a patient was implanted
with sealed sources containing radicactive iodine 125 (I~-128%5) to
treat a malignant brain tumor. After the sources were removed on
September 1, 1984, the university determined that one of the
sources (seeds) was inadvertently punctured and had irradiated
the patient's thyroid. The hospital subsequently advised NRC
that they made a medical decision to continue the patient's
treatment after it had discovered a contamination problem in the

brachytherapy source storage room.

Halleged that it was malfeasance on the part of the staff to
e misled by the licensee into believing that the university knew

of *he inadvertent I-125 exposure pefore it actually did and,
that it made a deliberate medical decision dirini the treatment

process to allow the exposure to continue. paintained the
university did not know that the seed was :.aking until after the
treatment process. Therefore, the hospital could not have made a

medical decision to allow a leaking seed to remain in the
patient. As evidence of the staff's acting in bad taith,-
on

maintained the staff concluded that the incident was n
misadministration in spite of a egal opinion trom*
W,‘\ that it was. alleged possible collus

etween the staff and the licensee because the staff accepted the
hospital's representations notwithstanding that during a

telephone conference call, the licensee told NRC that they would
have left the seeds in the patient "even if they had known the
seeds were leaking during the treatment.”

qnleged that after the Commission authoriz=l Ul Lo conduct
an investigation, the ctaff contacted Lue hospital t ss the
incident and thereby compromised the investigation. also
alleged that the staff provided inaccurate information to the
cormission in an EDO memorandum, dated November 28, 1986, and in
a Commissioners' Assistants briefing paper, dated December 15,
1986. Specifically, these documents provided an account of the
incident that repeated the same inaccurate information which the

licensee had reported in 1984,

BACKGROUND

University of Cincinnati Incident

Oon August 27, 1984, physicians at the University of Cincinnati
Medical Center temporarily implanted eight sealed iodine 125 (I-

125) sources into the brain of a terminally i11 patient. The
sources were scheduled to be removed on September 1, 1984. On



August 28, 1984, wipe testing of containers in the brachytherapy
source storage rocm revealed 1-125 contamination. The room was
subsequently sealed and decontaminated. On August 29, 1984, the
patient's lead hat and pandage was wipe tested and did not reveal
any 1-125 leakage. Tests of the technicians responsible for
loading the implanted I-125 seeds were scheduled. On August 30,
1984, thyroid counting showed that one of the technicians had
measurable uptakes of iodine. Thyroid counts wvere ordered for
all personnel at risk. Approximately 60 persons vere tested
between August 30 and September 10, 1984, Urine samples were
taken from the patient on August 31, 1984. Results of the
patient's urine sample were obtained on September 4, 1984.

After the concluaion of the prescribed therapy, the seeds were
removed on September 1, 1984, Survey of the patient's thyroid
revealed that the thyroid had been iriradiated. 1t was
subsequently determined that one of tho seeds was punctured prior
to being implanted in the patient., ©On September 4, 1984, the
patient returned to the university for further tests (Exhibit 2).

NRC Region III Inspection

NRC Region IIIl was initially notified of the contamination in the
brachytherapy rocm, the thyroid contamination in hospital

personnel and the p tient's thyroid on September 4, 1984
(Exhibit 2 at 3). NRC
Region 1II requested the hospital to provide a written summary of
the incident (Exhibit 3 at 5; 4 at 19).
on October 10-12 and October 30, 1984, —conducted a
special announced inspection to review the facts surrounding the
damaged I1-125 scurce that was removed from the patient.
*, held an exit conference on October 12, 1984, puring
this meéting, (EESNEN ard the hospital personnel discussed
whether the incident was a misadministration. The hospital told
% that a medical decision had been made to continue the
reatment as planned. After discussing the misadministration
issue with Region IIl management, NRC and hospital personnel
conducted a telephone conference call to resolve the issue on

October 30, 1984, The hospital again advised that t made a
medical decision to continue the treatment process.

W g = R

Region III, requested the hb%pitai to -ocuh;nt the medical
decision (Exhibit 2; 3 at 15, 19; 5 at 11, 12; 6 at 31).

On November 2, 1984,
ocumente e hospital's medical decision.
e letter stated at "when it was ngted that there was iodipe
leakage a conference was held betweenm
*.3 It was felt that because of the significant medica

problem, “recurrent malignant brain tumor, the patient's implant
should be continued to achieve full dose" (Exhibit 7).




on December 17, 1984, Region III released an inspection report
which summarized the inspection and findings and included a
summary of the events leading to the leaking 1-125 seed. The
inspection summary stated "on August 29th, a wipe test of the
patients lead and bandage revealed no contamination®; the
attached narrative stated "on August 29, 1984, 2 vipe test was
performed on the lead shield covering the patient's head and
bandage covorin? the implant. When the wive tests revealed no
contamination, it was decided to continue with the treatment"

(Exhibit 2).

Attachments to the NRC inspection report included the hospital's
chronology and dccumentation concerning the incident. The
hospital chrenology reflected: August 29, 1984, "Wipe testing of
patient's hat and bandage revealed no leakage, and it was
therefore decided not to remove the sources." Also, reflected
was that on August 30th the hospital conducted thyroid counting
of the technicians and that "there was 587 uCi found in the
patient (see Appendix B)." According to Appendix B, thyroid
counting of the patient occurred on September 5 (Exhibit #).

The NRC inspection report identified two violations: (1) the
unauthorized opening of a sealed source (the I-125 seed); and (2)

the failure to perform an adequate survey to datict low level

contamination. The report stated that based on letter the
NRC determined that no misadministration occurr? since a
medical decision and evaluation was achieved and the patient's
implant was continued to achieve treatment™ (Exhibit 2).

10 CFR Part 15 defines a misadministration in part as, " a
radiopharmaceutical or radiation by route of adninistration other
than that intended by the prescribing physician.® The reporting
requirements of 10 CFR 35,42, now incorporated in 38,33, requires
notification to the NRC within a prescribed period following the
discovery of a misadministration.

Investigation by the Office of Investigations, Region III

The Office of Investigations was requested to review wvhether the
licensee misrepresented facts surrounding the contamination
incident to the NRC. On October 27, 1688, OI concluded that the
evidence did not support a rinding that the hospital willfully
failed to report a misadministration to the NRC. However, oI
determined that the hospital's chronology contained inaccurate
information. Specifically, it was determined that the medical

decision did not occur on August 29 1984, O concluded that on
or about August 31, 1984, andi
ddiscussed the "possib y" that the patient m ght be the

source of the contamination prcblem and therefore a decision was
made to continue the planned treatment until September 1, 1984
(Exhibit 9 at 2, 19).
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piffering Professional opinion Panel

on May 21, 1990, a Diffe ing Professional Opinion Panel (DPOP)

was established because disagreed with Ol's conclusion. On

July 12, 1990, the DPOP conc Uded that the contamination incident
They also concluded that there was

was a misadministration.
insufficient evidence the licensee "gignificantly misstated facts

regarding the incident and misled the NRC" (ExLibit 10 at 3).

The DPOP stated that the hospital chronology included inaccurate
statements for August 29th and 30th but that the inaccuracies

were inadvertent. They furtber sta ed they could not have been
used to mislead NRC because A did not rely on the
chronology to reach the regu atory conclusion that no
misadministration had occurred. gimilarly, the DPOP stated that
the information concerning the wipe test could not have been used
to mislead NRC to believe that the hospital knew the seeds were
leaking on August 29, or that a medical decision was made on this
date knowing that the patient's thyroid would be irradiated. The
DPOP commented that it was not convinced that the hospital "ever
claimed having actual knowledge of a leaking source in the

patient"” (Exhibit 10 at 38, 36, 35, 43).

DETAILS = ALLEGATION § 1

Medical Decision lssue

Review of the NRC inspection report did not indicate when the
hospital determined that the seeds were the source of the
contamination procblem, The attached hospital chronoleogy did not
identify when the hospital knew the seeds were leaking in the
patient. Both the NRC inspection report and the hospital's
chroneology reflected that after the seeds were removed on
September 1, 1984, testing of the patient's thyroid revealed that

the thyroid was contaminated (Exhibit 2).

The NRC inspection report also did not indicate whether there had
been an inquiry as to when a medical degcision was made to
continue the treatment. Although letter did not state
when the decision was made, the NRC inspection summary stated

that the decision was made after the wipe test was conducted on
August 29, 1984, However, both L and ﬁadvised that
they never asked the hospital when the medica decision was made
(Exhibit 2; 4 at 347 § at 15, 16).

H stated that’ concern during the inspection was to
etermine the extent of the contamination event and whether
procedures were violated., The hospital chronology was accepted
without question, although it was not intended to be a final
document. Hundetstandlnq of the chronology was that
the hospita nitially suspected a leaking seed on August 25th
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and therefore a wipe vest was performed. q;:uumd that
the medical decision was made based on the results of the wipe
test (Exhibit 4 at 34, 25, 26, 27, 33).

q, tated that a misadministration was the "last thing on
my mind when I did the inspection," an id not become an
jssue until after the inspection, advised [l never
focugsd on the medical decision. oreover, never thought of
asking when the decision was made and probably never asked who
made the decision. The misadministration issue was initially
discussed at the exit conference. | P stated that during
the meeting, the hospital put on the defensive and made it
clear they did not view the incident as a misadministration. The
hospital advised Sl that regardless of whether the seed was
leaking, the patient was going to receive the full therapy

(Exhibit 4 at 34, 3 at 12, 16; 4 at 28, 29, 30).

B4 said that NRC conducted the Octcber 30, 1984, conference
to resolve the misadministration issue. During the call,
the hospital advised that after they determined there was a

leakage problem, they decided to co tinue the treatment because
of the patient's condition. “stated that the wipe test

was & useless test and was not the basis for making the decision
to leave the seeds in or to take them out of the patient.
wgid- assumed the decision was made sometime during the
eatment, "probably near the end, probably the 2%th, 30th, 28th"
(Exhibit 5 at 11; 6 at 30, 31; 5 at 30, 27 15).

(Ml statea thac NE MM voverver 2, 1984, letter convinced et |
that the hospital made a deliberate medical decision to continue
treatrment, hadvised that the doctors made the decision
recognizing that the thyroid would be irradiated. Further, in
opinion, the hospital had enough "preponderance of evidence"
to conclude that the seeds were leaking in the patient.

e g interpretation of i letter was that the hospital
knew the seeds were leaking and that the "iodine leakage"
referred to the leaking in the patient's head (Exhibit 5 at 12,
17, 45; 6 at 24, 26, 33; 5 at 34, 186).

Missdministration Issue

-

port which was evie'-'ed by

L3

Region 111 by BN 2 (Exhibit 11 at 5, 6). Vdefore
finalizing the report, Ssh consulted NRC Region III and the

Office of Nuclear Materlal Safety and Safeguards (NMSS)
headgquarters staff c ning whether the incident was a

misadministration.
» - o e :V‘ -5-‘ ".‘

g G .}

NMSS. Eae and the eforcet bsarc _advised t tl:.a incident
was not a misadministration. However, -advised that it
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process., According toF a doctor's decision after the
fact, should not be "us as a basis for determining whether this
was a misadministration reportable event®™ (Exhibit 13 at 13).

! stated d4id not vhv- conve

o!iiiill occ® opinion. However, since
expecte to seek additional OGC advice after obtaining
differing v rom the staff (Exhibit 14).

—adviud that although there was strong disagreement among
he staff concerning the hospital incident, the staff knew the

rules. According to as long as the licensee gave NRC a
reasonable explanation, the staff would "bend over" to find in
the licencee's favor. The staff would do so because they did not
vant to interfere with medical decisions and had "strenuously"
disagreed with the iule when it was originally proposed.

possible Collusion Concerning Btaff's Determination That Incident
was Not A Misadministration

Region II1I1 did not document the October 30, 1984, conference
call, however, the staff reported that the hospital advised "even
if they had known the seeds were leaking during treatment,
therapy would have continued" (Exhibit 15 at 8).

” documented the hospital's medical decision and the
etaff'® conclusion that the incident was not a misadministration
in a memorandum dated December 11, 1984, The memorandun

reflected that "the physicians stated that even had they known if
the seeds were leaking, at the time of treatment, therapy would

have continued" (Exhibit 16).

As a result of the OI investigation,-_,doc»men ed

October 12, 1984 exit conference with the licensee. 1
Octobar 9, 1987, memorandum stated that the hospital advised they
did not know the patient was the source of contamination during
treatment. However, they had not ruled out the possibility.
Further, even if they had that evidence during the treatment
process, treatment would have continued (Exhibit 17).

_andw.\were gquestioned concerning the apparent
discrepancy between NRC's conclusion that the hospital made a
medical decision based on the knowledge or suspicion that the
seeds were leaking, and their memorandums reflecting that the
hospital had advised NRC that they did not know the seeds were
leaking., In opinion, the statements were not
contradictory. nterpretation was that the hospital probably
meant if the wipe test had shown contamination or if they had
known with " degree of certainty," treatment would have
continued, %mommented that althou the hospjital nmade
this statement, it was made prior to ﬂletter.
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reiterated that the letter convinced that the hospital made a
medical decision, regardless of the leaking (Exhibit S at 33, 34,

37; 6 at 25, 32, 33).

In;*pinion, the hos did not provide contradictory
information, According to after the vipe test, the
maintained they made a conscious decision prior to olean that

fter they knew that one of the seeds
had leaked.

ona"

8, 10). According to g % never expressed this
treatment process, and in light of a medical decision that was in

hospital probably did not know with "100% certainty” where the
{odine was coming from. But the hospital had consistentl
vhether th ere leaking or not, they were rema ning in the
patient. acknowledged that the hospital's
representat ons W a

Yet, stated that thought the incident
was a misadministration from "d%“ xhibit 3 at 16, 19; 4 at

£ .

view, althou hF had ample opportunity to do_so (Exhib t
23). Ha so stated that it washand who
initially to chat pased on NMSS criteria, doctors
decide to chang prescription if they found an error during the
the best interest of the patient, it would not be a
micadministration (Exhibit 5 at 8, 9, 6 at 5).

members,

i ¥ :: participated in the October , 1984
conference call, & did not recall the conversation, but
nandwritten notes reflected in part: "treatnent of tumor was
-ontinued for the best interest of the patient; NRC requested
that the hospital put this in writing. NRC will not consider
this a misadministratign sipce the medical decision was to
continue treat " stated that vaguely recalled the
cenversation. nﬁnotes reflected in part: "provide in writing
-no difference in treatment if leakage found earlier (8-29-84) -~
nedical de-ision made" (Exhibit 18 at 36, 18a; 19 at 6; 1%a).

FINDING = ALLEGATION {1

The investigation failed to substantiate the allegation that the
staff acted in bad faith or with malfeasance. However, the
irvestigation determined that staff did not adeguately review the
incident and made an error in accepting the hospital's
representations.

The staff incorporated the hospital's chronology into NRC
documents without, in some cases, an appropriate inquiry as to
the rfacts which supported the chronolog The aff apparent

did not focus on the medical decision. advised thati‘l
wvas primarily concerned with the contamination issue and not with
whether or not the incident was a misadministration. Because the

staff did not determine when the decision occurred, they later
{nferred that it was made after the wipe test.
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—dld not view the contact as improper bocauu- had
o

quested the informatlion (Exhibit S5 at 41, 42).

PINDING = ALLEGATION # 2

The investigation concluded thatw requested
obtain information concerning the patient. TherefOre,
contact with the licensee was authorized by OI and in Ol's
opinion did not compromise the investigation.

DETAILS = ALLEGATION § 3

As a result ofFaneqationn, Chairman ZECH requested the
EDO to respond to several questions concerning the contamination

incident. The November 28, 1986, EDO memorandum concluded that
after further staff and OGC review, the incident "would be more
appropriately classified as a misadministration® (Exhibit 21).
The memorandum recounted the medical decision and stated that the

incident had been thoroughly discyssed with the licensee. It
referenced a discussion with the m
on November 24, 1984, The memorandum state at e hospital

suspected leaking seeds on August 28 or 29, 1984: and the
attached summary of the incident reflected that on August 29,
1984, a medical decision was made to continue treatment knowing
that the patient's thyroid would be irradiated. The statenent
concerning the medical decision was not included in an earlier
draft of the attachment (Exhibit 21 at 2; 22).

The briefing paper for the Commissicners' Assistants, dated
December 15, 1986, documented the chronology of events leading to
the ruptured I-125 seeds; the licensees' actions and corrective
measures: and NRC enforcement actions (Exhibit 15). With respect

to the medical decision, the doc t reflected that: on lugust
28 or 29, 1984,(ﬂ\and "met to discuss the ioline
leakage"™ ... and that "on August 29, 1984, wipe testing ~f the

patient's lead hat and bandage revealed no leakage, and it was
decided not to remove the sources."

James SNIEZEK, Deputy Executive Director, Nuclear Regulations,
Regional Operations & Research was the final approving official
before the EDO's signature. SNIEZEK stated that he did not
specifically recall discussing the memorandum with staff or
whether the summary of events was attached prior to his
concurrence. SNIEZEK did not know that the information
concerning the medical decision was inaccurate. SNIEZEK stated
the staff ultimately concluded that the incident should have been
a misadministration. Therefore, the timing of the medical
decision would not have altered or have made a difference with
respect to the regulatory conclusion (Exhibit 23).

NMSS, was responsible for coordina
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preparation of the November 28, 1986, EDO memorandum and the
December 15, 1966, briefing paper. #.vu not involved in
the initial determination of the contamination incident. NMSS
headquarters, 0GC, OE and Region III staff were principally

involved in preparing the EDO memorandum (Exhibit 24 at 4, 5,
12) . #propand the briefing paper at request
and essentially made the presentation to the Commissiochers'

Assistants (Exhibit 5 at 26).

Although the EDO memorangdum
telephone call with the s
stated that did not reca
(Exhibit 25 at 31). ESOEERE
presumed Region III made the
stated that the only conversation haa was with) :

concerning whether the patient was still alive (Exhibit 6 at 138).

referenced a Novemker 24, 1986

" having a c&l'ersa;!on“u!!! c
stated thatﬁ dia not ca

“call (Exhibit 24 at 8

and

stated that —did not discuss when the medical decision
was made with the staff, (0Nl assuned that the decision
occurred after the wipe test. ["GF gy 3statcd that the EDO
memorandum did not focus on thi ssue, nor did it specifically
state when it occurred. EEFISESEE: acknowledged that th efing
paper did state when the jecision was made. However,*
stated that the timing of the decision was immaterial to
staff's determination that the ingident should have been a
misadministration. According to the staff's
documentation of when the incident occurred did not rake any
difference because a misadmipistration was not "tied" to a
medical decision. Further, K advised that the important
{ssue was when the doctors had positive indication that the
thyroid had been irradiated and therefore the hospital should
have known that a misadministraticn had occurred (Exhibit 24 at
23, 37, 34, 20, 23, 24, 230, 37).

“advised that the staff tried to explain the circumstances
urrounding the incident and reasoning behind their decisions.
The staff relied on existing documentation a.d memory to prepare
the information provided to the Commission. The staff did not
contact the hospi because of the potential OI investigaticon.
According to % the information concerning the timing of
the medical decision was a result of the Octcber 30, 1984,
conference call with| or lll subsequent discussion with «
T acknowledged however, that may have combined |

etter with the hespital chronology d assumed that the
physicians' discussion and decision occurred on August 28th or
29th (Exhibit 6 at 40; 5 at 68, 72).

FINDING = ALLEGATION #3

The EDO memorandum and the briefing paper for the Commissioners’
Assistants did not identify the correct date or circumstances
surrounding the medical decision. However, the investigation
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foiled to substantiate that the staff knew the information was
{naccurate., The staff never determined when the hospital
initially suspected that the patient was the source of the
contamination problem or the timing of the medical decision,
Although the EDO memorandum implied that the staff verified the
information during a telephone conversation with the hospital,
the investigation did not determine who made the call and what
wvas discussed. stated that definitely called once,
however, the inves on did not determine whether there were

additional calls.

(;;hibitlﬁ




