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1 appreciate the opportunity te precenl this panel with
additioral materials and a further stztement of my views.
While the panel already has my memcrandum of March 8, 1900,
addressed to Bil. Kennedy, of tie Office of _he Executlive
Director for Operaiions, that memn dclibevately avcided any
mention of the role of the NRC staf! in decling with the
incident, so as not to compromise thz Inspector General's
ongoing investigation of the staff’s aciions. (Some of Lhe
evidence pcinting most strongly ir wiscenduet on the part of
the staff also indicates most cleax)y that (hes hospital
misrepresented facts in its submissions to the NRC.) In
addressing this panel, however, Lhere i3 no reascen to
present anything but the full picture of Lhe case, as it
appears +t me. Ms. Raspa of the Inspector Gararal's office
has cenfirmed in a telephone call tr2%t theore is no sbjnotien
to my furnishing the panel with paterials I have vreviously
written about the case, including memos tc ihe Ingpectol
General's office and its predecersor, the Office of
Inspector and Auditor. I have therefore included a rnumber
of documents that 1 hope may be helpful to the panei; not
all are cited to specifically in this memorandum.
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1 do not intend in this memorundum to rehash all that I have
already had to say about the case, bdut rather to make a few points
either not made, or not sufficiently emphasized, previously.

1. Ben Hayes' memo to the panel of June §, 1990, suggests that the
correctness of the report's conclusion == “no evidence" to support
the allegation -- is not a matter in contention, since Ol advised
me last year that it was misstated., It is true that one member of
the Ol headguarters staff told me early in 1989 that the report’s
conclusion should never have been framed in terms of "no evidence.”
But as Mr. Pawlik points out in his August 1989 memo, subsequent
reviews by Ol headquarters never saw fit to correct the report’s
"no evidence' conclusion, by which he continues to stand.

Moreover, in stating what the repor .'s conclusion should have
been, Mr. Hayes' memo misstates the allegation, Jjust as the OI
report did. The allegation that I made, and that the Commission
asked 0l to investigate (enclosure D),



was that the hospital did not know of the patient’s
contamination as cvarly as their submissions to the NRC
claimed (August 28 or 29, 1884), and that it was therefore
doubtful that there had ever been a "medical decision” based
on the knowledge that a seed was leaking. The allegation
that Ol Region III ultimately chose to investigate, however,
was that a physician "chenged his original prescription to
cover up the possible misadministration.” 1f one asks the
wrong qQuestion, it is not surprising that one arrives at the
Wrong answer,

2. Though 0l concluded otherwise, 1 believe that the
interviews conducted by Ol cortained enough evidence of
wrongdoing to meet the low threshold for a referral. But in
reviewing the allegation, and Ol's resoclution of it, the
issue is not merely whether the evidence that was gathered
substantiated the allegation; the question is also whether
0I, with the information in its possession, pursued the
investigation appropriately or instead stopped short
prematurely. The burden was not on me personally to prove
the allegation beyond a reasonable doubt; rather, the burden
was on Ol to deal in an appropriate way with the information
] provided to it.

3. 0l seems ve relied almost exclusively on the
testimony off as to the "medical
decision,"” and to have ignored @il the evidence that

suggested that that "medical decision” might have been a
story concocted after the fact, or at least greatly
exaggerated. Yet there was good reason not to accept that
testimony uncritically, but instead to look for more
information that would either corroborate or refute it. For
example:

a. From notes found at the hospital on May 3, 1888,

we know that on Oc er 30, 1884, hospital staff ff‘ /
(including and NRC staff (Axelson, 4
Mullauer, Srenawski) reached an understanding

by which the hospital would report its "medical
decision” in writing and the NRC would find no
misadministration. (See enclosures B and V.)

b. We therefore know thnHwas lying to the Ol
investigator when he s&8Yd that"his letter
of November 2, 1984, describing the "medical
decision,” had "nothing to do" with whether
a misadministration would be found to have
occurred. (See enclosure V.) (We also have
grounds to doubt the NRC staff’s claim, in
its handout of December 15, 1886, that the
decision to call the event a non-misadministration
was not made until early December, 1984. GSee
enclosure J.)
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There is further reason to douth
credibility, because he claims that "iodi

leakage” in his November 2 letter does not SRR
refer to leakage in the patient, when it
plainly does, because of its reference to the

ossibility of harm to the thyrecid. (Second
Sintarview, p. 3.)

d. The staff had discussed the case with bottP
nfter learning that there would b¥an O]
investigation, and before Ol had interviewed them.
We know this from Axelson’s interview with OIA and
from the EDO's memo of November 28, 1986 to the
Commission (enclosure H). Ol was well aware of
the indications that the staff and the hospital
had concocted the original story (see enclosure N);
it should have recognized the possibility that the
fallback story (of leaking seeds merely
"suspected,” and a medical decision made on the
basis of that suspicicn) might also be the product
of collusion,

e. There are discrepancies between the testimony of
the two doctors. Dr endorses the plain meaning
of the letter, saying at at the time it was
written, they had ruled out all sources of
contamination other than a leak in the patient.

But Dr! akes no such claim, and goes to pains
to say that 8t the time of the decision described
in the letter, all the evidence they had pointed
away from the tient. How much evidentiary

value does Dr.“endorsement of the letter have,
to the extent it goes beyond what the letter’s
author says that he meant?

f We also know that 3M (enclosure C) vigorously
disputed the hospital’s claim that 3M had
admitted that the incident was the fault of the
seeds, and could have happened anywhere. 3M says
that its records show that hospital personnel were
instead advised that reusable seeds should not go
on being used at U. of Cincinnati because the
hospital lacked adeguate facilities and health
physiczs support. Considering that 3M went on
marketing the seeds, it is hardly credible that it
would have blamed the incident on an inherent
flaw in its product, but that need not be resolved
here: the point is that the controversy was
another reason to be wary of taking the hospital’s
statements on faith.

Yet O] wrote its investigation report and reached its

conclusion without even asking 1o
the hospital’s records on the incident. It was only after I



raised that point that a return visit to the hospital was
scheduled, in May 1989. Though that visit turned up much
evidence casting doubt on there having been any "medical
decision” during the treatment period, Ol Region 111
insisted that there was no reason to alter the report's
conclusions.

4. One of the things learned at the May 1889 visit to the
hospital is that the patient's S-year-old daughter was
tested and found to have been irradiated. (The nurses’
notes indicate that she visited her mother on the evening of
August 31.) The hospital reported -- and the Commission
reported to the Congress, in the May 18987 Abnormal
Occurrence Report (enclosure L) ~- that the patient, her
friend, and 60 hospital staff were irradiated. Why was the
daughter left off the list? Is that not a subject of
regulatory concern, and does that not constitute a material
false statement? Are we to assume, without probing further,
that the omission of the one person whose exposure was most
embarrassing to admit was mere inadvertence?

£, Either the doctors were extraordinarily casual in
protecting the patient and others, or they were lying when
(wit)l, the advance approval of the NRC staff) they reported
their "medical decision.” Let us suppose for a moment that
they did not kpow., but merely had a strong suspicion, that
the seeds were leaking in the patient's head, and decided to
let the treatment go on anyway. We must therefore believe
that they then chose:

~- not to note this in the patient’s chart, which still
said "sources intact,” a notation made on the day of the
negative wipe test, August 29 (enclosure A, p. 3);

-« not to take an immediate urine count to check for
radicactivity,

-- not to administer a thyroid blocker;

-- not to ask the thyroid specialist, Dr.ﬁ to
examine the patient at the time that he examined the exposed
technologists;

-~ not to warn the nurses of possible exposure to the
patient’s daughter, other visitors, or themselves,

== not warn the surgeon who was to perform the
explant, Dr.ﬁ that the seeds might be leaking; and

-=- not to menti t ecision in the note on the
treatment written by Dr“on September 12.

Is that the way in which doctors at U. of Cincinnati
Hospital commonly do business? If sc, one must tremble for

patients, staff, and visitors alike. If not, there is an
inference that someone is not telling the truth.

6. 1 would like to draw special sttention to the issue of
the patient’s child. Anyone who has ever been treated with
radionctive iodine knows that patients with free radiciodine



in their systems are cautioned about close physical contact
with others, and especially with children, whose thyroids
are more radiosensitive. The major risk is from bodily
fluids -- saliva, sweat, urine -- and thus one is warned not
to kiss one's children or to handle food that others will
eat. Although 1-125 emits less energy than 1-131, from the
standpoint of ingestion the risks are similar. Thus is it
extremely difficult to credit that doctors who believed the
patient to be a potential hazard nevertheless allowed her to
have a visit from her daughter (on the evening of August 31,
according to the nurses’' notes) without so much as uttering
a warning about close physical contact. It is one thing to
let a terminally i1l patient have her thyroid exposed to
radiation, on account of the benefits of treatment; it is
quite another to let an otherwise healthy five-year-old be
exposed,

7 Even if it ie determined that the hospital did strongly
suspert a leaking seed and nevertheless make a conscious
decision to allow the treatment te continue, that is a far
cry from what they reported to the NRC in 1984, My
allegation of August 1986 was responding to the original
story, not the fallback. The fact that it pushed the
hospital and the staff into providing revised accounts of
the event is in itself grounds for considering the
allegation at least partially substantiated.

8 Though it is not directly probative of the issue before
this panel, a recent memorandum from the EDO to the
Commission shedes some light on how the Radiation Safety
Office at the University of Cincinnati Hospital has
discharged its responsibilities over the past several years.
(Enclosure X.)

9. The Director of Region 1II Ol has been candid, in one of
the memoranda provided to the panel by Hugh Thompson, in
voicing his irritation that I continue to take issue with
0l's report, and I am sure that in his position I would feel
the same. It may well appear to some as though 1 am simply
being stubborn in refusing to accept the professional
judgment of experienced investigators. Perhaps, therefore,
I should conclude by explaining why I continue to press the
matter.

First, 1 want justice for the patient’s daughter. GShe
herself was negligently exposed to radiation, and her mother
might well have had a malpractice suit against the hospital.
The patient was a single mother, living on welfare, and when
she died at 26, I can’'t imagine that she left much money for
the upbringing of her then €-year-old daughter. I cannot in
conscience let this matter drop while 1 see strong evidence
that collusion between the hospital and the NRC was
responsible for keeping this girl and her guardians ignorant
of her possible right to redress. It is a bitter Jjoke at




the expense of a motherless child that two years after the
Commission told Congress and anncunced in the Federal
Register that the event was a "therapeutic medical
misadministration, Dr. Saenger, the head of the hospital’s
Radiation Safety Committee (and a longtime consultant to the
NRC staff) could object to a question about the 1964
“‘misadministration” on the grounds that no one at the NRC
had ever advised him that the incident constituted a
misadministration. (See interview of May 3, 1889.) It is,
of course, the finding of a misadministration that triggers
the patient notification requ.rement of the regulation.

Second, I think it is extremely important for the NRC's
own integrity and health that this incident be correctly
understood and appropriate actions taken. The NRC's
business should be to protect the public from being injured
through the actions of its licensees, not to protect
licensees from having to face the consequences of
negligently injuring the public. I realize that the
Inspector General has yet to complete its investigation of
the staff's role in the case, and may arrive at conclusions
about the incident different from Ol's. Hoewever, I do not
think that fact diminishes the importance of assuring that
Ol's determinations on the matter be sound.

Third, 1 am keenly aware that between the actions of
tlhe NRC staff and those of OI, the investigation was
crippled from the start., First, the staff contacted key
witnesses in the fall of 1986, after learning that the
Commission had directed that there be an investigation.

Then the 0 regional office, to which the case had been
raferred by Ol headquarters, closed out the investigation
without corducting & single interview, for reasons 1 do not
kriow (I did not learn of this until 1889.) In mid-1887,
after I raised with Ol headquarters the unexplained delay of
the investigation, it was revived, but on the basis of an
inzorrestly framed allegation (see the Pawlik to Hayes
Request for Investigation of December 22, 1986). The
problems with the investigation itself I have already
saggested. The result of all the above is that almost four
vears have passed since the original allegation; the statute
of limitations has passed for false statements made in 1884,
and even if the case were to be prosecuted on a theory of
continuing conspiracy, it would be difficult to prove a case
on the basis of events occurring so long age. As a
practical matter, therefore, any wrongdoers in the case have
probably escaped justice. But that very fact makes me all
the more convinced that even if only for the record, the
nature of their actions should be understood correctly.

My view of the case may be wrong, and the allegation
may in fast be without substance; but if so, I would like
that determination to be made on the basis of an independent

el Tawr .



review, not by persons who are in the position of evaluating
their own prior actions, or who have anything to gain or
lose from any particular outcome. 1 am confident that this
panel will provide that independent review.
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LIST OF ENCLOSURES

Patient's chart, 8/27484 throu h 8/8/84
Handwritten notes of 10/30/84
54 letter to Heltemes,

Memo, Roberts to Hayes, 9/26/86

Memo, Hayes to Commissioners, 10/30/688

Draft memo, Stello to Zech, undated (c. 11/26/86)
Memo, Crane to Malsch, 11/26/86

Memo, Stelio to Zech, 11/28/86

Crane's notes in preparation for NRC staff briefing,
12/15/86

NRC staff briefing handout, 12/15/86

Crane memo to files, 12/19/86

Abnormal Occurrence Report, 52 Fed. Reg. 17855, 5/12/87
Memo, Crane to Connelly, 7/6/87

Memo, Crane to Walker, 7/28/87

Memo, Crane to Logan, 2/5/88

Memo, Crane to Logan, 2/18/8R

Memo, Crane to Rathbun, 11/7/88

Crane notes on Ol interviews, undated (c¢. 11/15/88)
Memo, Crane to Connelly, 11/20/88

Memo, Crane to Walker, 4/5/89

Memo, Crane to Thompson, 8/4/89

Memo, Crane to Scinto, g/28/88

Memo, Crane to Williams, 3/10/80

Hemo, Taylor to Commissioners, 6/4/90

Miscellaneous documents cbhtained from U. of Cincinnati
llzdical Center pursuant to Ol subpoena, 5/3/89
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I'ossible Questions ;,ﬂr’)bfj |
< |
%
1. The memo says that the decision not to call it a ]
o
migsadministration was based in part on discussion among i
5
A regional and headquarters staff. Did thst include any ?
o |
: lJawyers, and if so, what was their judgment? f
ﬂ ,
i
| Vhypaventiv, Tom Dorian was asked at the time and said é
{ thet i1 was & misadministyation. ] Q
| 1
|
i if The leral advice was that 1t Was & misadminlistration, E
i ?
c whv wan that advice dizresarded? Whose decision was that? |
| f
|
| :
; 5o Ths mems speaks on p. 1 of the "protecel” for cutting ]
[ open and removing cealed sources. and of the need for the i
.{ |
f liensee to be "mor: careful' in handling the sealed :
l gourcers . bBut the IE inspection report, at p. 8, indicates
1 4
' that the person who removed the sources from the catheter i
| n
; reported that he had never been told that the sources would :
l |
E he used again. Doesn’'t that indicate a problem more seriovus =
| \
E : : .
. than simply not being careful, if the person performing the <
f_ protocol has never been told that the purpose of the |
I
r 1
t protocel is to remove the seeds for future use? !
f |
e
4 If the lLicenses suspected on August 29 that the
? implanted seeds were the scurce of the 1-125 contamination,
{ why was the patient not immediately given & thyroid blocker,
-
i d
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sueli as potazsium iodide, which could have kept the thyrdoid

doss to a minimum?

& 1f the licensee suspected on August Z9 that the

implanted seeds were scurce of the 1-125 contamination, why

Were numerous licensee personnel counted as early as August

A0 and August 31, and the patient and the patient’e friend
5

not eounted until September L, according to the licensea's

Avpeendix B

(1 Tan'1 it rather misleading of the licensee to say in its
chronolegy for August 30, 1984, that "The results of thvroid

counting on moré than sixty (60) hospital personnel and the |

patient's friend ranged from (.04 to 209 nCi: there was 5HLT ?
1
m'i found in the patient. (See Appendix B).", when the ?
count «f the patient did not ocecuy until September [, laod’ :
:
7. 1%+ a urine sample was collected from the patient on :

August 31 (see IE report at 11), why did it take them until
Saptember 5 to count it? It didn’'t take five days to count :

l other people's urine.

. The IE inspectors interviewed the technicians

responsible for checking the instruments before and after
implants and explants. See p. & of the IE report. There is
notliing in there to suggest that by the time of the explant,

the licensee had identified the leaking seed as the source,

P
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or that special precautions were taken witn regard to that

seed.

R Drmthe radiation oncologist, dictated a note on
September 12, 1984, in which he says that the iodine leak
was discovered "several days after” the implantation of the
sevds (which occurred on August 27), and that "the patient
wie later checked for radiation exposure and was found to
have an estimated dose in the thyvroid of 2u87 rads.” He
says that “we (presumably., the Department of Rhadiation
Onesleogyi “feel that this dose to the thyroid may cause some
hvoothbyraidiem in this patient which can be handled with-
exOgenous thyroio rsp}a"em;nt but would not cause harm to
hey ¢verall conditicen If in fact the decision to leave

the seeds in had beern deliberate. and had occurred on August

-~

29, wouldn't yvou expect Dr .wto mention this fact? Dr.

‘acc-.um seems to point to a very different set of
facte, which the staff rejects: namely, that the
contamination was discovered several days after the implant
and was not traced to the patient until after the seeds were

removed . Dr.ﬁ]note is Appendix E of the licensee's

report.

10. If they had traced the contamination to the patient by
August 29, why were the first urinalyses of nurses treating

the patient based on urine collected September 77

L
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1] If they kunew on September 1 that the patient was &
walking source of radiation, capable of exposing other
people with whom she came in contact, why did they let her
out of the hospital? The result of doing so was that the
patient’'s friend was also exposed. What cautions were given

t¢ the patient’'s friend?

1¢ Iz tlie patient still alive? Did anyone at NRC talk to
ey back in 18684 or more recently to find cout what she was

tcid and when? Do we know whe her referring physician was?

12 Taking tcogether the time of the urine counts. the

absence of a thyroid blocker., the early release from the
hospital, and br.mAtcmtemporaneous account of the facte. :,'
don't they all point to the Jicensee's not figuring out

about the leaking seed and the unintended dose to the
patient's thvroid until September 4. and then calling her

back to the hospital for testing?



