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March 10, 1990 @' D

MEMORANDUM FOR: David Williams
Inspector General

FROM: Peter Crane h
SUBJECT: CINCINNATI AND RELATED

'' INVESTIGATIONS
~

-

/

In a memorandum to Bill Kennedy dated yesterday, I set out the
essentials of my position (which the agency has decided to treat
as a differing professional opinion / differing professional view)
on those aspects of the University of Cincinnati matter that are
under the jurisdiction of the Office of Investigations. I sent you
a copy of that memo. As I tried to make clear, I was constrained
in what I could say in that memo by the need to, avoid compromising
investigations now under way in your office.

-

The purpose of this memo'randum is not to rehash my views on
all the matters now before the IG's of fice in this area, but rather
to provide what might be called a road map to the links, as I see
them, between the matters discussed in yesterday's memorandum to
Bill Kennedy and the various investigations now pending in OIG.

1. 1984 -- The Staff Encourages or Tolerates the Submission of an
Inaccurate Factual Account by the Licensee

Briefly, I believe that in October, 1984, after Tom Dorian of
the Office of the Executive Legal Director advised the NRC staff
that a misadministration had occurred at the Univesity of;
Cincinnati Medical Center, NRC staff and licensee personnel agreed
upon a fictitious rationale for a contrary finding, that is, a
finding that no misadministration had occurred. That rationale was
to be the following scenario: the hospital implants the seed in
the patient; then discovers that the seed is leaking; recognizes
that there may be some deposition of radioactive iodine in the
patient's thyroid; decides that the need to treat the patient's
brain tumor outweighs any possible harm to the thyroid; and
therefore makes a medical decision to allow the treatment to
continue. The letter-of November 2, 1984, from Dr. Bernard Aron,
if read reasonably, makes just these assertions.

(To make my position quite clear, I believe that this " medical
decision" would not necesarily have been unreasonable, had it

/ actually occurred; as described in my memo of yesterday, my
difficulty is-that I believe that no such " medical decision" wasq'
made, because the hospital failed to recognize until after the
treatment period was concluded that the seed had been leaking in )
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the patient. My allegation regarding the hospital is directed not
at the quality of its medical decisionmaking but at the honesty of
its reporting to NRC.)

With regard to the role of the NRC staff, my. contention is N

that the NRC staff knew full well that Dr, Aron's Tetter greatly
overstated the extent to which the hospita understood the event
while it was taking place. It turns out that there is documentary
evidence of the communications between the NRC staff and hospital
personnel that led up to Dr,. Aron's'~1etter. (This evidence first
came to light on May 3, 1989, when an OI investigator, an OIA-
investigator, and I visited the hospital and requested its records
on the incident. OI had not previously sought these records.)
That evidence two sets of handwritten notes, made by two--

hospital employees, on the same telephone call with an NRC staff
member -- indicates that the staf f member advised the hospital that
it should describe its " medical decision" in a letter to NRC, and
that the NRC would find that no misadministration had. occurred.

As a subsidiary matter, all of these factual representations
were essentially irrelevant, because the incident was a
misadministration under the NRC's rules regardless of whether the
licensee discovered it and allowed it to continue.

It may be relevant that Dr. Eugene Saenger, then Chairman of
the Radiation Safety Committee at the University of Cincinnati
Medical Center, was at that time a consultant to the NRC staff,
used in cases where expert advice was needed as to whether a
reportable misadministration had occurred within the meaning of the
NRC's rules. For the NRC staff, it was apparently no bar to using
Dr. Saenger in this capacity that he had ---as he told the OI
investigator written editorials denouncing the NRC's--

misadministration reporting rule as an improper interference in the
practice of medicine.

*

2. 1986 -- The Staff Potentially Compromises the OI Investigation
and Provides Misinformation to the Commission

Af ter my memorandum of August 27, 1986 challenged the accuracy
of the licensee's account, the Commission referred the matter to
OI, which reported back to the Commission that an investigation was-
warranted. On November 28, 1984, the EDO sent the Commission a
memo which purported to provide the real facts.of the incident,_
based upon the licensee's submission and a November 24. 1986
telechone call with the licenses. I believe that .it was
inappropriate for the staff, knowing of the upcoming OI
investigation, to make such a telephone call. In addition, I
believe the f acts presented in the November 28, 1986 memorandum
were not an accurate statement of what occurred at the hospital in

. k~' 1984. (The staff did not now assert that the hospital knew of the
leaking seed while the incident was in progress, but rather that
it susoected it. This is true up to a point; the hospital-
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suspected the seed was leaking, but then performed a wipe test and
decided, as it wrote in the patient's chart, that the sources were
" intact.") The EDO's memorandum also quoted from Dr, Aron'G
November 2, 1984 letter.

I do not claim that the EDO personally knew the memorandum to
be inaccurate, but I believe that it was incumbent on all connected
with the preparation of that memo to have made sure of its
accuracy, especially since the memorandum's conclusion was that
there was no basis for any investigation of the licensee. (This
memorandum, incidentally, agreed that the incident should have been
called a misadministration. However, if the May 3, 1989 testimony
of Dr. Saenger is accurate, no one from the staff ever advised the
licensee that the incident had been reclassified as a
misadministration.)

The Staf f Causes the Commission to Send Congress an3, 1987 --

Abnormal Occurrence Report of Borderline Accuracy

In mid-1987, the staff sent the Commission c quarterly
abnormal occurrence report, for submission to the Congress, that
included an update on the University of Cincinnati incident.
This report did not claim that the licensee knew of the leak during
treatment or even suspected it. However, it said that when the

y seed was removed, radioactivity was found in the patient's neck,
v and that this " confirmed" that the seed had been leaking. The use

$ of the word " confirmed" implies, to oe, confirmation of an ex ' tin
h suspicion. In fact, accordino t.o OI's interview with Dr.

what evidence the licensee Md at the time of removal of the se
indicated that the seed was np_t leaking. " Revealed" would
theref ore have been e enore accurate word than " confirmed." To make
nyself clear, I am not claiming that the staff caused the
Commission to Nceive the Congress, but I believe that the use of
the word " confirmed" had the potential to mislead and therefore
should have been avoided.

4. 1980 -- The Surreptitious Rule Change Comes to Light

In the spring of 1989, in the course of discussing a draft
staff paper on Part 35 (medical licensees) with Harjorie
Rothschild. I became aware that there was a difference between the
misadministration rule as printed in the 1986 copy of 10 CFR that
I was using and the 1989 copy tnat she was using. This seemed odd,
since to my knowledge the Commission had not changed the
misadministration rule in a number of years. Thus the two texts
should have been the same. On checking further, I discovered that
late in 1984 (November, I believe), the staff sent the Commission

'

a paper which purported to be a rewrite and consolidation of Part
35. The paper represented that no change whatsoever had been made
in the misadministration rule. The Commission issued the rule for'-

public comment, adding a paragraph that said that although the
Commission was not changing the misadministration rule, it would

_ _ - _ _ _
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| appreciate public comment on the subject of it. In fact, the
proposed and final rules altered the provisions dealing with
notification of patients after a misadministration. The effect of |
the change is, in my view, to make it harder ever to take '

enforcement action against a licensee for failing to notify a
patient of a misadministration. It thus appears that the
Commission was induced to relax its misadministration reporting
rules without either the Commissioners or the public knowing that
such a rule change had occurred. ]

It may be relevant that in the summer of 1989, when the staff f
sent a Part 35 package to the Commission for action, the |
Commissioners responded with a staf f requirements memorandum to the
staff directing that those events which were currently
misadministrations should continue to be treated as
misadministrations. The staff thereupon prepared a rulemaking
package that purportedly followed the directives of the SRM. A
review of the fine print revealed that in one respect, however,
events previously treated as misadministrations would become non-
misadministrations if the staff's package were adopted: events
involving seeds that leak or become lost during treatment. Thus
five years after the Cincinnati incident, the staff appare'ntly saw
the need to reclassify leaking seed events as non-'

misadministrations, and this need apparently took precedence over i

Iobedience to the Commission's directive.

5. 1990 -- The Staff Collaborates with the Regulated Industry on
a Petition to the NRC )

1
|

Early in 1990, I believe, I received a call from Dr. Carol
Marcus, a nuclear physician practicing in California. Dr. Marcus
planned to file comments with EPA regarding a rule on radionuclide
emiscions which the nuclear medicine community believed -- quite
rightly, in my view -- could seriously interfere with the treatment
of patients without providing any countervailing benefit to the
public. Hugh Thompson had asked her to call me, suggesting that
my f amiliarity with administrative processes might make me a source
of advice as to how such comments should be framed (i.e., should
she be writing to an audience of scientists, doctors, lawyers, or
lay persons?) Our discussion turned f rom the EPA rule to the NRC's
regulation of nuclear medicine, a subject on which Dr. Marcus has

I
strong views. She mentioned the petition that she had filed with

! the NRC, and volunteered -- four times. I believe -- that Richard
Cunningham of the NRC had asked her to file the ' petition. She
further mentioned that Norm McElroy of the NRC had helped draf t the
petition. Dr. Marcus did not seem aware in the slightest that
there might be any impropriety or appearance of impropriety in the
staff's suggesting that a petition be filed and then purporting to

[ act on that petition impartially. It was my impression that Dr.
' Marcus felt that she was giving credit where credit was due by

commending the role of the two NRC staff members. I passed this

information on to the IG's office. (It is my understanding that

_ _ _ _ _ _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _
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Dr. Marcus subsequently made similar assertions regarding the role
of the two staff members to other NRC personnel, again in the
context of praising them -- but this is purely hearsay.)

SUMMARY

I suggested at the outset that I would try to offer a road map
the various matters now before the IG. Inas to the links among

a nutshell, I believe that the common thread is a deepseated
hostility on the part of the NRC staff (or portions of it) toward
the regulation of nuclear medicine in general and the

misadministration reporting requirement in particular. The
misadministration rule was imposed over the objections of the NRC
staff; retained over the objections of the NRC staff; and kept
stringent despite repeated staff attempts to water it down.

In 1984, the staff did two things, in my view. First, it

collaborated with a licensee to paper over a particular

misadministration, in the face of advice from its own lawyer that
a misadministration had occurred. Second, it set.in motion a rule

change -- unbeknownst to the Commissioners or the public -- that
would make it more difficult for the NRC ever to take enforcement
action against a licensee f or f ailing to report a misadministration
to a patient. In 1986, when the 1984 coverup of the Cincinnati
misadministration began to unravel, the staff misrepresented the
facts to the Commission and compromised Ol's investigation by
contacting the licensee. In 1987, it caused the Commission to make
representations to the Congress about the Cincinnati incident that
walked a fine line between accuracy and misrepresentation. In

1989, when repeated staff efforts to weaken the regulation of
nuclear medicine had proved unavailing (because of Commission
resistence), the staff mobilized the regulated community to file
a petition.that could be used to persuade the Commission that it
was xcassary to back off from regulating the nuclear medicine
community. In my view, therefore, all these areas of investigation

to a greater or a lesser degree, connected.are,

I should add,that I am writing from memory, not with the documents
in question before me. I regret any minor f actual errors that may
inadvertently have crept into the above account. I feel confident,

however, that in all significant respects, the foregoing is

accurate in its f actual representations. .Whether there is validity
to the hypotheses and opinions I draw from those facte is for
others to judge.

cc: Chairman Carr
Commissioner Roberts-

. (. . -
Commissioner Rogers
Commissioner Curtiss
Commissioner Remick
The General Counsel

,
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TO: O t- 84 qr
'

FROM: .

RI: I seeds
.

4 r .

I v uld like to make the followi~ng suggestions concerning the use of allM5 I seeds:

1. I believe it is universally agreed that all loading, unloading and
cleaning of seeds be done in a fuse bood;

2. The high speed " flash autoclave" in surgery operates at 30-35 psi
steam pressure (270-280'F)-which is the u.aximum pressure licit for

- loose seeds. As noted, seeds in plastic tubing shculd not be
autoclaved at all. I would think that until it can be sbovn that
this procedure can be done safely, that seeds be autoclared using-

ethylene oxide only;

3. I ac not terribly convinced that air sampling is going to show
anything other than a catastrophic leaker. I would suggest that the
following procedure be used vbec seeds are renoved from a catheter
after use:

a. vork in bood;

b. as seeds are removed, they are placed in a small bottle of
disinfectant (1:750 dilution of Zephiran, for instance) and
tightly capped;

approximately 24 hours later, s'' sample of the Zephiran vill bec.
counted in a well counter;

d. seeds will not be re-used unless the Zephiran is shown to be
free of activity.

This should be a more rigorous test for leakers with if quid in contact
with the excised seeds rather than just air. Also, if a lesker is discovered,

the achtvity will be-localized in the bottle rather than through a large volume
of air.

y, Q fe & Y* b A~
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Chronology of 125I Incident

8/10/84 Ten 125-I' seeds ase ceived in Radiation # #
Safety. Mean activity of the seeds k"'40 mci
per seed. Routine wipe testing indicates little
contamination (46: net cpm) . Seeds M aken -

to brachytherapy room in. Radiation ~ Onco ogy.
Manipulation and autoclaving trials . carried 1,

out using dummy seeds.

A % sIe M 1..

8/13/84 Seeds as.e loaded into two n coaxial
catheter (4 per catheter). The two remaining
seeds -

stored in.a sealed. g in the.
a brachytherapy room. Seeds taken to the

,

operating. room in a pig for flash sterilization
and implantation into patient RW Thin - window
monitoring of instruments used gative
(Equal to background in brachytherapy room).

pL
8/17/84 Catheters ace unloaded in the patients room and

placed in a transport' pig..
window ounter at-
Survey'of the. tools-

and envir with thinthis time W,onsnegative. The seeds . returned ;

to Radiation Oncology where they stored .,

on the. bench in a sealed pig,
v.t tt

8/20/84 Preparations ase made for insertion of seeds
into patient GE The catheters from the
previous ~ case b Y. opened using a sejspors, ;

razor blade, and needle. All seeds Asa copbined.
in the original shipping pig. . Five b then
withdrawn and laced in a new catheter. 'The.

'

loaded catheter stored on.the bench in the
brachytherapy room.in a close transport pig.
The balance of the seeds stored in the

_

'

sealed, original shipping pig. No activity .4e u' *
found on.the tools'using the thin-window
counter (in the brachytherapy room).

p% .

8/27/84 The sources see once again removed from the*

catheter in preparation fo plantation into. '

patlent JJ The same' tools - used. The
sources M loaded and sent'to the OR for ~

(Tp
.

autoclaving and insertioA A postoperative .

survey of.too Q and pig'Le~ negative. The '

.ipatient returd$'to.her room.
t

8/28/84 Routine wipe-te ing of iridium-192 buckets'for ,

shipment reveal t:ontamination of tQ surf aces ,

_
*b with iodine-125. The contamina on% traced to

'

the brachytherapy room, which sealed off.

Ele .- s
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.

.

,. , ,, ., - , . .



.

. .

.La
.

tec +
Oncology and Radiation Safety we notified.
Decontamination @ begun. Wip

reveal m,e testing of thebrachytherapy room _ ::tivel M wlevels of contamination Whole b d
t ici n f= 1 1+ _.;, % kwunarA

8/29/8( k old
Wipe testing of patient's M,ad bat and bandagecounts a+e scheduled for following day.u a t.

reveaVno leakage, and it% therefory. decided
not to' remove the sources.

8/30/84 Thyroid counting revealjd 209 nCi of 125I ing o. gland of technician PB. Decon ation(.6'J-suspended and thyroid counts> all personnel at risk. '3.1 ad %ft w *-
orcenced for

' " ~ ~ +V %r
V. %8/31/ 4 gyy' Thyroid counting f.e continued and investigation6bN \.# .W , - 6.pf ventilatory patterns in Radiation Oncologyd begun. It~1L zinie rW ^d 1.ha t t he

3

g.W4
*'*4. W .'"' br achyt herap rpods under posJtive pressure.

!

W y*gp % *gd Maintenance ' called 1 4Jt cortsct gproblem.6
Urineandbloodsamplesareobtainedonjpg"~"E #g.\g

-
g%

Y- patient and technicians FB and PJp-

examined by Dr . Maxon. T.sJL. utd, vho VI.aWM d6.*. u *%**

-
% f-

m me'1/84 ,

, The sources we removed from patient JB. u w.x -

' %, ' t ,
Altbough no contamination is detected outside gye

C.* , 39 0' the pati nt 's body, t hin vindow counting
'

indicat
substantial amount of RadioactiveIodine present in the thyroid gland ofthe pati nt. Monitoring by Radiation Safetyindicat a level of 1.5 rR/br at 2'. The lpatient' OK'ed for discharge with instructions

to return for whole-body counting.
9/4/84gRt:. %N Repeat thyroid scanning shoIp declining levels

of radioipdine in PB and PJ. Wipe testingg"p mQ confitrJrfabsence of contamination in R and inpatient's room. x4 ;

3 r= s A p ,. J. !

'N' g wk g s ubb %.

Muhs 6 % 66:-wsJt #A4 ~*Q"*' b .~ w s W d A ..5 %
% % m% <wd.

-
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Chronology of 125I Incident
.

8/10/84 Ten 125-I seeds are received in Radiation~
*

Safety. Mean activity of the seeds is 40 mci
,, per seed. Routine wipe testing indicates littler-

contamination (46 net cpm) . Seeds are taken
to brachytherapy room in Radiation Oncology.
Manipulation and autoclaving tr'ials are carried f
out using dummy seeds. %gtA b @

8/13/84 Seeds are loaded into two E yran coaxial
catheters (4 per catheter). The two remaining
seeds are stored in a sealed pig in the
a brachytherapy room. Seeds are taken to the
operating room in a pig for flash sterilization
and implantation into patient RW. Thin - window
monitoring of instruments used is negative
(Equal to background in brachytherapy room).

8/17/84 Catheters are unloaded in the patients room and
placed in a transport pig. Survey of the tools

and environs with thin vindow counter at

this time is negative. The seeds are returned
to Radiation Oncology where they are stored
on the bench in a sealed pig.

'db
8/20/84 Preparations are m4de for insertion of seeds

into patient 6,f'. The catheters fror. the

previous case are opened using a scissors,
razor blade, and needle. All seeds are combined
in the original shipping pig. Five are then
withdrawn and placed in a.new catheter. The
loaded catheter is stored on the bench in the
brachytherapy room in a closed transport pig.
The balance of the seeds are stored in the
sealed, original shipping pig. No activity is
found on the tools using the thin-window
counter (in the brachytherapy room).

8/27/84 The sources are once again removed from the
catheter in preparation for implantation into
patient JH. The same tools are used. The
sources are loaded and sent to the OR for
autoclaving and insertion. A postoperative
survey of tools and pig is negative. The
patient returns to her room.

8/28/84 Routine wipe-testing of Iridium-192 buckets for .

shipment reveals contamination of the surfaces 6

with iodine-125. The contamination is traced to cd's
., c' ' '

the brachytherapy room, which is sealed off. [7
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$$ gOncology,.and Radiation Safety are notified,
Dtcontamination is begun. Wipe testing of the
br,a.chytherapy room reveals relatively low f
levels of contamination. Whole 50dy c m.ter '

pa__ ,_ r

8/29/8( ' Thyroid counts are scheduled for following day,
o.*t. Wipetestingofpatient'sleadhatangbandage

reveal no leakage, and it is therefor decided^
not to remove the sources*

Y
8/30/84 Thyroid counting revealar-209 nCi of 125I in

y , -W aj gland of technician FB. Decontamination is.

suspended and thyroid counts Age commenced for
p g p g ,I Mall personnel at risk.

8/31/84 Thyro N un gisIontinue'dandinvestigation~

of ventilatory patterns in Radiation Oncology
m ,L ig ;jewr.4nc d that the pis be I

h r a eF[g un,4 4 a.b.,MS InTh%4-MNtSMF-@.
Maintenance is called in to ectreet tx problem. $<u u'4 A
Urine and blood samples are_obtained on the -g
patient and techniciAp % ,g

,/,
s FH and PJ, who are ',.u'" ,M'

examined by Dr tLy d., ~
.a.

9/1/84 The sources are re 6 ed from patient JH. 7'

.

Although no contamination is detected'outside
the patient's body, thin window counting
indicates a substantial amount of Radioactive
Iodine to be present in the thyroid gland of
the patient. Monitoring by Radiation Safety
indicates a level of 1.5 mR/hr at 2". The
patient is OK'ed for discharge with instructions
to return for whole-body counting.

9/4/84 Repeat thyroid scanning shows declining levels
of radiofodine in FH and PJ. Wipe testing

patient's room. %of contamination in OR and inconfirms absence
e. L ~ ~

.

g8 .# / '$* ,g j*f ,,l
l''{ m y My * y.t '. tJ l' (

) ') '/O' * (
'

p
'

,
,

I

i



.

'

e

.-

:
,

t Chronology of 125I Incident

8/10/84 Ten 125-I seeds are received in Radiation
Safety. Mean activity of the seeds is 40 sci
per seed. Routine wipe' testing. indicates.little
contamination (46 net cpm). Seeds are taken
to brachytherapy room in Radiation Oncology. .,

Manipulation and autoclaving trials are carried
out using dummy seeds.

8/13/84 Seeds are loaded into two Beyman coaxial'
catheters- (4 per catheter) . The two remaining
seeds are stored in a sealed pig in the
a brachytherapy room. Seeds are taken to the ;

operating room in a pig for flash sterilization
and implantation into patient RW. Thin window
monitoring of instruments used is negative
(Equal to background in brachytherapy room).

8/17/84 Catheters are unloaded in the patients room and
placed in a transport pig. . Survey of the tools
and environs 'with thin window counter' at-
this time is negative. The seeds are: returned
to Radiation Oncology where they are stored
on the bench in a sealed pig.

,20/84 Preparations are made for insertion of . seeds
into patient J.F. The catheters from the
previous. case are opened.using a scissors,
razor blade, and needle. All seeds tre combined
in the original shipping pig. Five are then
withdrawn and placed in a new catheter. The.
Ioaded catheter is stored on the bench in the
brachytherapy room in a closed transport pig.
The balance of the seeds are stored' in the
sealed, original shipping pig. No activity is
found on the tools using the thin-window

:
counter (in the brachytherapy room).

8/27/84 The sources are once again removed from the
catheter in preparation for implantation into
patient JB. The same tools are va 1, The !

sources are loaded and sent to t ,R-for
autoclaving and insertion. A pos.,yerative !
survey of. tools and pig is negative. The '

patient returns to her. room.

8/28/84 Routine wipe-testing of iridium-192 buckets.for
shipment reveals contamination of the surfaces
with iodine-125. The contamination is traced to
the brachytherapy room, which is sealed. off.

|

|
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Oncology and Radiation Safety are. notified.
Decontamination is begun. Wipe testing of the
bra chyt he rapy room reveals relatively low
levels of contamination. Whole body counter
technician is'ill.

.

8/29/84 Thyroid counts are scheduled for following day.
Wipe testing of patient's lead hat and bandage
reveal no leakage, and it is therefor decided t

not to remove the sources.

8/30/84 Thyroid counting reveals 209 nci of 125I in
gland -of technician PB. Decontamination is
suspended and thyroid counts are commenced for
all personnel at risk.

8/31/84 Thyroid counting is continued and investigation
of ventilatory patterns in Radiation Oncology
is begun. It is deternined that the
brachytherapy room is under positiva< pressure..
Maintenance is called in to correct the problem. ,

Urine and blood: samples are obtained'on the'
patient and tec icians PH and PJ, who are ( ';'

exanined by Dr
~7 .I'

9/1/84 The sources are remo d'from patient JB.
Although no contamination is.-detected outside
the patient's body, thin vindow counting
indicates a substantial amount of Radioactive .

avdine to be present in the thyroid gland of
the pa' lent. Monitoring by Radiation Safety
indicates a level of 1.5 mR/br at 2". The '4

patient is OK'ed for discharge with instructiont
to return for whole-body counting.

9/4/84 Repeat thyroid scanning shows declining levels
of radiolodine in PB and PJ, Wipe testing
confirns absence of contamination in OR and in
patient's room.
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Mail Loc 41.on e???tied *4 Ceet:r
234 Goodman Street TELEPHONE (513) 872 482
Cincinnati ONo 45M7 0577'i

)]
' /( d

September 17, 1984
1

i-

TO: 7 b.D. . |
M.D. 1

-

FROM: Eugene L. Sa .D. ;*
,

ed:: Attached correspondence re Radiation Therapy Division, Holmes

Please review Dr. hetter of 9/17/84 and my draft reply. I

would appreciate your _ c nr.en s, suggestions, etc. regarding these
ssues by Friday, Septenber 21 so that I may finalize and mail my

*response.

Thank you for your assistance in this matter.

LS/s# h5
enclosures

_.

.

3
'

J
^ac& d

Patient Care * Education * Research e Community Service

meremaawaastwamaramrasmswemceartre
_ _ - _ - _ _ _ _ -
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RADIATION SAFETY OFFICE
Ik - UNIVERSITY OF CINCINNATI *

M L $69
Teiepnone tsih e77-4115 J Pavihon

Cincinnati. Ohio 45267 0569

September 18, 1984

*

f[M.D.
Assistant Professor .

Division of Radiation Oncology ,

#
ML i757

-y

Dear Dri $,__
-

Thank you for your letter of September 17. I will try to

respond to the specific points you raised.

1. At the moment, I have no immediate suggestion for the layout of
the brachytherapy room. At the time of the last remodeling of the
Radiation Therapy Division - namely the addition of the room for the
10 HeV therapy unit - it would have been an excellent time for such a
proposal to have been entertained. It would be somewhat difficult to
rake a change now but perhaps the Radiation Therapy Division could
consider its existing space and the remodeling of the Radiation
Safety Department an interim solution and one might then be able to
review such proposals for improvement. -

Also within the budget of the Radiation Therapy Division a
continuous air flow hood should be estimated along with appropriate
gas monitoring devices if you find it necessary to use radium and
125-I sealed sources. It is unclear from this letter as to'the
volume of the work and the scheduling procedures utilized in
Radiation Therapy. If the average use is not in excess of two cases
per day, perhaps some compromise in scheduling might improve this
:ituation.

2. As you may recall we have discussed at some length the use of !

personnel from the Radiation Safety Office to load and unloadIt continues to be my expressed feeling thatradioactive sources. Isuch loading should be carried out by Radiation Therapy technologists
|who have career training in this function rather than by Radiation

Safety personnel. The monitoring which 19 undertaken within the j
/ Radiation Therapy f acility should also be done both by the Radiation j

Therapy technologists and physics personnel as well as the |

physicians. If the persons from the Radiation Safety of fice require i''

additional training in regard to monitoring and handling of sources, |
.

d t is my feeling that such training should be supplied by personnel- ,

f rom the Radiation Therapy Division since' persons working there are
|more f amiliar with the specific conditions pertaining to the use of

these sources than are others in the Radiation Safety laboratory.

[* . Along this line, the Radiation Safety Of fice is to provide onlyThe record of themonitoring and clean-up in the event of a spill.

aan.

.
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Radiation Therapy Division over the last year indicates that tharo
has been one mishandling of Iridium, probably not due to an error on

(' the part of the University, and the one I-125 incident.

3. In regard to loading and unloading radioactive sources, it
would again seem to me that this is a function of the Division of
Radiation Therapy. This subject has been raised at several meetings
of the Radiation Safety Committee and I believe that I have written
you in this regard on several previous occasions.

I trust that these matters will continue to receive the full
attention of the Radiation Therapy service. We shall plan to discuss
your letter, my reply and the subsequent handling of these incidents
at the succeeding meetings of the Radiation Safety Committee.

Thank you for your interest.

Sincerely,

'!

Eugene L. Saenger, M.D., Chairman
Radiation Safety Committee

ELS/sek

-

m

|
|

*
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*' Unive fty cf Cincinnall Ccft:-ge cf Medicine
Medlest Center Christian R. Holmes Olvleton

i
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Division of Radiation Oncologyg

Eden and Bethesda Avenues
Cincinnati. Ohio 45219
Phone (513) 872 7706

h
SepterbtA 17, 1984

Eugene L. Saenger, M.D.
Chairoan
Radiation Safety Comittee
M.L. 577

*

Ceu Dr. Saenger:

1251 contamination & ourIn view of the recent heident regadhg
railation therava ftputrent, pobabla as a rualt of damage to a high12 1 sted, we have identified several deficiencia hactivity sealed
our depu t.etnt.

1. QM brachytherapy room ud handling area is situated h the mid of
our trt11.rcnt atta khere there is a lot of traf fic. We have. LM gt
arounts of brachytht. racy sourcu including radiun, which may
pruent a potential ha.zoAd if these is a radon leak. Dat
bra:hutheury room is also of ettrert seall size to work k safely.
We de'lhitely need a continuous airflac hood with radioactive gas
tronitorkg devices, if at are to conthut using the radium and
radioattivt 1251 sealed scarcu safely.

2. Although we have two patttime helptu te aMist us & loading and
unloadhg of radioactivt sourcu and renitoring patient.s which is
more du adcqua.it as far as nan pcwcA is concerned, we feel that
thue two httpus need mort training as far as monitoring ~.,-
radioactivt contarination and handth9 of soveu that .rnay i

Ipotentially be damaged and leak radioactive substancu.

3. We need to closely trarbe cM procedaru for loading and unloadhg j
thut radioactive soMcu and comput then with othn centers to |

set what is the salut ung of handths thest sourcu. \

it is the hope of the Radiation ThtAapy Department that eventually we can 1

f hd an isolated room with the proposed improvements aucy from a high volume
tAaf fic area to stort oM radioactive sources and to lead and unload
af tHloadhg dtviCl somlwhtrl Within the hospital. Ut hopt that the
Radiation Safety Committle and Otpartment h conjunction With the hospitals'
Soace Utilization Committee and Dr.gcan http us to achieve our goals, l\

'

,

! mm
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We are cusrently tryhg to set up a pegram in dich the personntl handths
of radioactivt sourcu art to be betteA infowuf and trahed to handle then

g saftly.^

We will b|Ig1 soMcts over mny years time, to shast car experiencuentacting U.C., San Francisco, do have handled thue high
'

activity
and father learn of their handths techniquu.

4. We have conta$ted the 3M Company do manufacturu thue sealed
high active. l'51 sourcu, and they will be se.ndhg us a
contakeA to ship baak these high activity radioactive 1t51
set 4s for investigation to see if there is a poduction deftet 'in
the titanium shell and uhat can be father done to pteve.nt future
leakage of 125 1

1 believe we can worit closely together & achievhg car futuse gcals k
safety handling all radioactive substance in ou partment. We witt be
using Tridime seeds instead of the high activity 1 31 seeds e ouA
future brah hplants until some of the above problems can be solved.

Sincerety,'

Division of R <at<on Oncology
University Hospital

-

-

PVCH/ pas

*
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.g E/E q;p , s . p ,

Thant you for your letter of September 17, 1984 which ioentifies
,' several. deficiencies in-your department. Although not indicated

on the letters' I trust that this information was.also copied'

.to your Department Director.

$fdiffildiff

Your specific concerns.have been discussed with several members
of t h e R a d i a t i on S a f e t y Committee and the following comments
are offered that adhere to stipulations of our." Procedures-and
Codes of The University of Cincinnati - Radiation Safety'Panual"

~

1. Pages, E. "All ' radiation areas shall be properly labeled and
~

shall be restricted to authorized personnel only."

Page 6, IV. " Storage sites for large amounts of radioactive
materials should be as remote from occupied areUs as' practical."

Page 6, IV. " Radioactive solutions that emit gases should be-
labeled and kept in approved hoods which are provided with-
filters and have adequate ventilation".

2. Page 3, E. Principal Investigators Responsibility:
-

" # 2, Insuring that personnel under their_ control have
received sufficient training, as determined'by the Cadiat .) n

fafety Officer, to use radioactive materials safely."
f

I Page 3, F. #11 It is the resoonsibility of'the I n d i v i d u a'l >

users to " Conduct significant decontamination; procedures
as supervised by the Radiation Safety C ommit t e e".

3. Page 3, E. f4 . It is the responsibility of the Principal
Investigator to " Ade(ately plan a r, eaperiment orLprocedure
to assure tbat safety precautions are taken".

In view of your determination that your department has in some
instances not completey. complied with the-afore mentioned Pro-
cedures and Codes, it is advised that use of the Orachytherapy
Room and i ts sur roundings a re not be used unt il this matter has;
been resolved within your department.

.
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