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2:00 p.m
CHAI RMAN SELIN:  Good af t ernoon, | adi es and
gentl emen. The Conmmi ssion is pleased to be here to

receive a briefing fromthe NRC staff concerning the

regul ati on of the nmedical use of byproduct materials.

Inconnectionwiththis briefing, the staff
has provi ded t he Conm ssi on an i nfornati on paper, quite
a | ong and t hor ough paper cal |l ed "Aspects of the Nati onal
Medi cal Use Program Related to Prevention of
M sadm ni strations.” Copies of this paper are avail abl e
at this time in the conference room

Today' s briefingw Il include a di scussion
of current regulatory practices of the NRC and the
agreenent states directed to prevent nmedical
m sadm ni strations. The briefing will al so address
issues raised inthis area by the series of articles
publ i shed i n t he week of Decenber 13th inthe C evel and

Pl ai n Deal er.

It goes wi t hout sayi ng t hat the Commi ssi on
isintenselyinterestedinthis mtter and we're greatly
concerned that our regul atory programneet both the t est
of public scrutiny and the need for health and safety
protection. As amatter of fact, our concern about the

programl ead to Comm ssion-initiated reviewstarting | ast
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Sept enber which I'msure M. Bernerow || discuss at sone
 ength this norning.

G ven the past events, the recent over
exposur e and subsequent pati ent death fol | owi ng a recent
adm ni strationinlndiana, Pennsyl vani a and a nunber of
ot her events, there can be no doubt as to the i nportance
of our roleinthisarea. 1'dliketo enphasize that our
roleinthis area is not one of decidi ng nedicine of
effi cacy of doses of di agnosis or prescriptions, itisto
reviewthe processes of our |icensees to nake sure that
t hose nedi cal processes ordered by physicians which
i nvol ve nucl ear byproducts are, infact, carried out the
way they are ordered with due attention paid to the
heal t h bot h of the pati ents and of the heal t h workers.
W have alimted but very inportant function, charter in
this areaand we'll concentrate on boththelimtations
and the depth of our programw thin this charter.

We rmust assure that our regul atory program
for medical use activitiesis upgraded, its effectiveness
conti nues to be i nproved, even as t echnol ogy evol ves and
conpl et el y new procedur es and equi pnent cone i nt o use.
It's especially inportant that we assess our current
activities at thistinme to see what nore nay need to be
done.

| assunme, M. Taylor, that one of your
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topics wll bethe overall plans at different | evel s and
different tine periods for continuing and sharpeningthis
eval uati on.

Comm ssi oners, do you care to make any
poi nt ?

M. Taylor?

MR. TAYLOR: Good afternoon.

M. Chairman and Conmi ssioners, I['dliketo
i ntroduce those at the table. JimLieberman fromthe
Office of Enforcenent, Vandy M| | er and Carl Kammerer
fromthe O fice of State Prograns, ny deputy for this
ar ea Hugh Thonpson, fromthe O fice of NVSS, Bob Ber nero,
Di ck Cunni nghamand John G enn. We're all involvedin
this program and | thought we'd get the w dest
representation we could specifically for questions.

M. Chairman, you not ed t he ext ensi ve paper
whi ch i s avail abl e at the entrance to the neeti ng room
Thi s paper was a cul m nati on of weeks of effort. But I
woul d |'i ke t o enphasi ze t hat sone of the material was put
toget her over a period of just several weeks and
particularly with the agreenent states and sone of the
nunmber s wer e obt ai ned t el ephoni cal | y and t hr ough f ax.
So, | think these have to be | ooked at in the view of
further verification by the agreenent states as this

paper gets distributed.
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CHAl RMAN SELIN: That's reasonabl e, but it

was very useful eveninaprelimnary stage to have t hose
nunmbers avai |l abl e.

MR. TAYLOR: That's right. | would
appreciate if the Conm ssi on woul d | ook at those in a
more prelimnary sense. It was a great effort
particularly tothe agreenent states, which are 29, and
to try to put a sensible paper together.

Wt h that openi ng t hought, we'll gointothe
detail ed portion of the briefing and Bob Bernero can
begi n.

MR. BERNERO: Thank you, Jim

Menmbers of the Comm ssion, today we're
di scussi ng t he nedi cal use program but particularly

related to m sadmnistrations in the practice of

medi ci ne.
(Slide) My | havethe first slide, pl ease?
We have an outlineinthe slides that covers
two pages. For starters, | hope to cover the key

m | estones inthe current nedi cal use regul at ory program
because | think they set an i nportant context for the
Conmmi ssi on and t he menber s of t he audi ence t o under stand
t he pur pose of the programand t he gui di ng policy of it.

| will alsocover our effortstoidentify, eval uate and

to prevent m sadm nistrations. Then Carl Kammerer wil |



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

7
cover the state prograns. Recall that with evol uti on
over the years we now have approxi mately twi ce as many
medi cal |icensees inthe agreenent state prograns as we
have in our own program

(Slide) Then we will return -- | wll
returnto discuss the msadmnistrationissues raised by

t he Pl ai n Deal er and t hen on t hat second outli ne sli de

you can see | will then speak to the reeval uation
initiative, some of whichyoureferredto, M. Chairnman,
and t he observations for further consideration. OQur
Comm ssi on paper, whichis avail abl e at t he door, ends
with observations, not really conclusions but
observati ons of things that are goi ng on, eval uati ons and
there are sone very i nportant points to be nade i nt hat
portion of the briefing.

CHAI RMAN SELI N: Bef ore you go on, M.
Bernero, | failedtonote, I'msorry, that there are a
coupl e of ot her public neetings to be heldinthe next
two weeks inthis series. Next week we wi || be receiving
a report fromthe investigation of the incident in
| ndi ana, Pennsyl vani a and sone rel ated i nvesti gati ons and
the week after that we'll be briefed by our Advisory
Comm ttee on t he Medi cal Use of Radi oi sotopes. So, we'll
have t hese ot her two neeti ngs schedul ed and eventual |y

we'll have a --
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MR TAYLOR There's alsoaneetingwththe

agreenent states.

MR. BERNERO: Yes, a week fromtoday.

MR. TAYLOR: Right. That's the 29th.

MR. BERNERO. The 29t h.

CHAI RMAN SELIN: So, this one neeting,
al though very inportant initself, is even nore inportant
as one of a number of building blocks inthis overall
program

MR. BERNERO: Part of the set, yes.

(Slide) If I could have slide 3, the key
m | estones, there arethree m| estones over the | ast 14
years that | think reflect the NRC s policy and
requi renments for the identification and reduction of
errors resulting in m sadm nistration.

The first of these is the 1979 nedi cal
policy statenment. That policy statenment was quite al ot
of work i n devel opnent and it basically set out three
principles, that the NRCwoul d regul ate to provi de for
the radi ati on saf ety of workers and t he general public as
di stinct frompatients. Secondly, that the NRC woul d
regul ate to provide radi ation safety of the pati ent where
risk warranted it and where extant practices were
i nadequat e. You know, practices for control of

procedures with patients. Lastly, thethird principle
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was that t he NRC woul d recogni ze but m ni m ze i ntrusion.
The NRC was consciously trying to avoid excessive
intrusion into the practice of nmedicine. Obviously
regulating the field is going to constitute sone
i ntrusi on nonet hel ess.

Now, a second mi | estone actually took a
| onger tinme to develop. In 1980, the first
m sadm nistrationreportingrule. It actually startedin
the 1970s, inthe early 1970s under t he AEC and t hr ough
the transition fromAEC to NRC and then through the
i nci dence, particularly the R versi de Hospital incident
in 1976, a great deal of attention was put onthis and
finally by 1980, inconcert withthe devel opnent of t he
pol icy statenent of 1979, the first m sadm nistration
rul e was put out. It basically set down a standard for
when a m sadm ni strati on shoul d be reported, whet her
di agnosti c or therapeutic msadmnistration, andit al so
i ncl uded perhaps the nost controversial part, was a
requi rement tonotify the attendi ng physi ci an and t he
patient unl ess the attendi ng physi ci an nade a nedi cal
judgnent that the patient should not be notified for
medi cal reasons.

The third m | estoneis the nost recent one
andit islisted hereonthis slideas the 1992 quality

managenent program It actual |y becamne ef fective January
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27t h, 1992. That rule, which we call the shorthand QM

rul e, represented the cul m nati on of an extensi ve debat e
about how NRC shoul d regul ate nedi cal practice and |
thinkit's best todefineit inaverysinpleway. Itis
the NRCrequiring arigorous formal programon the part
of thelicenseetomnimzeerrors and that we woul d, by
requiring that program then have the ability to i nspect
andto holdthe licensees to conpliance wi th or adherence
to the program they set. We don't set down a
prescription of howto practice nedicine, thelicensee
does. But theinportant thingisthat thereis a program
that has rigor, procedures, requirenents andthat we t hen
have a basi s to say, "Say what you intend to do and do
what you intend to do."

Anot her point that was i nportant inthe'92
m | estone was that there was a sharper focus on the
hi gher ri sk procedures, the definition of
m sadmni ni stration and reportabl e m sadm ni strations was
focused on the t herapy and | arge di agnosi s doses where
you have significant consequences possi bl e.

(Slide) My | have slide nunber 4, pl ease?

Now!l'd |liketodiscussthe NRCefforts for
identification, evaluation and prevention of
m sadm ni strations, startingw th the way we identify

t hem
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As | just said a fewnonments ago, back in
t he 1970s we debat ed | ong and hard about howto identify
or hear of msadmnistrations and we set up a
m sadmni stration reporting requirenents rul e and we have
been trying to nmake that framework for reporting cl earer
and cl earer, nore sharply focused for these years since
1980 and that, in fact, is why we changed the definition
of msadmnistrationinthe 1992 QMrule to focus on
hi gh-ri sk or high-inpact procedures.

We al so have a variety of techniques,
i ncluding the reviewof records at the facilities and
interviews of |icensee staff. W inspect and often check
records and can di scover the records of procedures that
per haps shoul d have been identified and asinall of the
things that we regul ate, there is a process by which
allegations areraised. Inall of our |icensedactivity,
al l egations will coneupfromtinetotineand we foll ow
these allegations. We follow up by inspection or
investigationif need be and that can i nvol ve records
checks, that caninvolveinterviews withlicensee staff.
| n ot her words, there are a nunber of pat hways by whi ch
we can di scover m sadm ni strations that shoul d have been
reported.

Nevert hel ess, | woul d be conpel |l ed to say,

we have no qualms in saying there are probably
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m sadm ni strations that aren't reported. Qur yield of
reportsis certainly not 100 percent. One of the things
| woul d just regi ster here as an asi de, under t he new QM
rule we're gettingreports of nore m sadm ni strations
already. Therigor of the QMrul e is nownarrow ngthe
focus to atreatnent by treatnent basis rather thanthe
entire canpai gn of treatnent for a patient. 1In other
words, if a patient is supposedto get 2,000radto a
tunmor and the first applicationof 500 radis m stakenly
made 800 rad, it's still wthin the ultimte
prescription. But under the newregul ati ons, under the
new procedur es, there has been an exceedence and t hat
woul d be reported and we' re begi nning to seereports |ike
t hat .

So, we're |ooking deeper and we're
identifying nore m sadm nistrations in that fashion.

COW SSI ONER REM CK: Bob, to help ne
under st and some of the things youjust said, | assume
when you were tal king about | ooking at records and
reports and i nspections, youwerereferringtothe NRC
i censees, not agreenment state, or are you --

MR. BERNERO. ©Ch, yes, yes. Actually --

COWM SSIONER REM CK: It woul d be hel pful in
maki ng your statenents if you --

MR. BERNERO: OCkay. 1'Ill try to do that.
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Much of what | say applies to both NRC and agr eenent
states. But as a matter of practice, what |' msayi ng
about the particulars of inspection or enforcenent
applies to NRCIlicensees and Carl will be giving the
corollary informati on on the agreenent state |licensees.
COWM SSI ONER CURTI SS:  Bob, before you go
on, would it befair to say that in paraphrasi ng what
you' ve just told us, that under the recently adopted QMU
rul e that you have a greater confidence than we had in
the past that when an admnistration occurs,
m sadm ni strati on occurs, as we nowdefine that under the
Mrul e, that that will actually be reported and hence
t he database that we have is one of high credibility?
MR. BERNERO | would say that in ny
personal opinionthat is the case. The greater rigor
that comes with that rul e and the greater specificity by
going tothelicensee' s own procedures and treat nent by
treat nent rather than whol e canpaign. | think that will
gi ve us a greater rigor of reporting and then, of course,
the treatnment by treatnment sinply adds to the nunber
because in the previous regine alicensee m ght have
defined an initial treatment of 800 rad as sinply a
correctabl e thing. Change the prescriptionto be 800 and
t hen di vi de up the remai ni ng 1200 rad and t he pati ent

ultimately receives still 2000 rad.
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COW SSI ONER CURTI SS:  Second question. Is

t here any evi dence t o suggest here, at | east under the

new QMrul e, that m sadm nistrationreportingis|ess

t han we woul d | i ke t o see because of the term nol ogy t hat

we have used, the use of the term "m sadm ni stration"?

MR. BERNERO |' mnot sure -- there has been

alot of adversereactionto m sadm ni stration rather

t han what we use el sewhere, areportabl e event. W've

had a debat e on whet her we shoul d call themreportable

events or m sadm nistrations. But | don't knowof any

evi dence that they are not reported because of the nane,

of the pejorative inplication of the nane.

COW SSI ONER CURTI SS: Ckay.

MR. BERNERO. (Slide) If wegotoslideb,

we have the efforts to eval uate m sadm ni strations. |

woul d just recall for the Conm ssion that when we | ook at

a m sadm ni stration our primary objective, accordingto

our own policies, istodiscover the root causes so t hat

whenever i nformati on my be gl eaned fromthis event is

used to prevent the occurrence of other sim |l ar events,

generi c i ssues, weaknesses i n practi ce, whet her |icensing

practice or regulatory practice.

Now, we have a scal ed response to the

eval uation of m sadm nistrations. VWhen they are

reported, we set

up inspections and those speci al
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i nspections can range from oh, sinmply having the
regi onal inspector go out there ahead of the usually
schedul ed i nspection to check on things or soneti nes
t hese are for nore serious events, they are escal ated to
i ncl ude ei t her an augnent ed i nspecti on team soneti nes
happens, or nowt he one t hat was nenti oned earlier, the
i nci dent investigationteamfor the lndiana, Pennsyl vani a
event. There, of course, a death was i nvol ved. It was
a very grave occurrence and we establ i shed an i nci dent

investigation team and that's consistent with the

managenent practices for event followup that we have.

Now, we generally | ook to t he engagenent of
medi cal consul tants. W have used nedi cal consul tants
for many years and especi ally on a nore conpli cated or
seri ous m sadmni ni strati on we engage one of our nedi cal
consultants to assist and they assist in the
i nvestigation, they identify any speci al expertise we
m ght need t o under st and t he si gni fi cance of the event or
t he conplications of the event and t hey are a val uabl e
adj unct for consultation with the other physicians
i nvol ved. You know, the |icensee and other rel ated
medi cal authorities. They are not and have never been
used by us as an eval uati on t o second guess or reeval uate
whet her t he prescri bed dose was the ri ght prescri bed dose

or tosay wouldthey followthis reginme of treatnment or
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not. They're not for that purpose. Their nedical
expertiseis appliedto our understandingthe event and
its causes.

Now, we have in the past also, by just
custom often used themto comunicate with affected
people. Now, our rulesrequirethat thelicensee notify
the referring physician and t he pati ent subject tothe
conditions inthe regul ati ons and we often comuni cat e
usi ng our nedi cal consultants. When ot her peopl e are
exposed, that's avery difficult issue. That isthe case
i n I ndi ana, Pennsylvania. You'll hear nore about this
| ater.

Ot her people, not the patient, not the
doct or, but peopl e nearby, attendants i n the nursing honme
or truck drivers or other people, are inadvertently
exposed to radi ati on and you get i nto a systemwhere you
need to notify those people. We use our nedical
consul tation service to assi st those peopl e who nay have
been exposed to determ ne the significance of the
exposure they suffered. You know, if soneone recei ved
100 or 150 remwhol e body dose i nadvertently, there are
bl ood tests that can be run to determ ne nedi cal needs
t hat woul d ensue fromthat kind of a dose. So, the
medi cal consultants often have that role.

| woul d nake t he observati on here, |'ll cone
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back to it |later, that although we have used nedi cal
consul tants for many, many years, | don't thi nk we have
all that clear adiscipline or statenent of requirenents,
what i s your job, what do we expect fromyou, what is
your role, what arethelimts onyour role and so forth.
That' s one of the things that's com ng out of all these
i nvestigations, that we are not too sure what we're
asking for and certainly the nedi cal consultants are
often not too sure what we're asking themto do.

COWMM SSI ONER de PLANQUE: Bob?

MR. BERNERO. Yes.

COW SSI ONER de PLANQUE: Bef or e you go on,
is there always a process or is there a procedure for
followuponthe fate of the pati ent or ot hers exposed in
terms of harm or death?

MR. BERNERO. No, | would say it's not a
clear procedure or followup on the fate of anyone
exposed, either in nmedicine or in other activities.
There is a general process of discovering the
consequences. In the previous nmenorandum to the
Conmi ssi on where we di scussed the Ri versi de Hospi tal
events, our nedi cal consultants followed up for | believe
two of the deaths and then it was goi ng on and on and
there was an exchange of debate.

This was a very grave event. No one ever
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questi oned that. It was a whole series of
m sadm ni strations and it was cl early capabl e of goi ng as
far as causi ng death. The nmedical foll owup by NRC
st opped after about two or three of those fatalities.
O her fatalities ensued and | think theultimate foll ow
up, it's anunber closeto 16 or 18 deaths i n that one
set. But NRC --

CHAI RMAN SELI N: | m ght just correct you
for therecord. Accordingto Doctor Pol ycove's report,
t here were ten deat hs where the radi ati on was cl early at
| east a conplicationandthen 18 nore where there were
signs of radi ati on damage but not necessarily contri buted
to the death. Very |arge nunbers.

MR. BERNERO. Yes. Yes. |t depends on how
one woul d bin them O course, these are all cancer
patients, and sothere are deaths that are cl early not
attributable, deaths that mght have had sone
contributionfromradiati on and deaths that are clearly
related to the radiation.

CHAI RMAN SELIN: | realizethis event was a
| ong ti nme ago, but |I was struck by t he i ndependence with
whi ch t he nedi cal consul t ant nade naj or deci si ons about
whet her to fol l owup and howto fol |l owup, apparently not
under supervision fromthe NRC. | nean beyond the

medi cal questi on about what happened versus howlongto
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keep up and who to tal k to about this. | assune that
woul dn't happen agai n.

MR. BERNERO. Well, again, | think we're
troubl ed by the anmbiguity of what do we expect the
medi cal consul tant to do and what do t hey expect us to
obtainfromthem Thisis quiteabit different from
medi cal m sadm ni stration, but there's avery good case
inpoint. Thelast incident at Sequoyah Fuel s rel eased
oxi des of nitrogento the atnosphere. You were briefed
on that not | ong ago. Inthe enmergency response fol | ow
up, I was i nvol ved with the regi on and AEQD on how do we
do t he enmer gency response and we tal ked t o EPA and t he
state authorities and everybody. W ended up getting
medi cal consultants out tothe fieldto provide technical
assi stance on t he physical or clinical effects of oxides
of nitrogen. Frankly, I don't think any of us had a
cl ear i dea of what we were doing. Wejust felt |ike we
ought to hel p and we were provi di ng assi stance to the
state and | ocal authorities.

I thi nk what you see there as well asinthe
medi cal fieldis alack of aclear role, | ack of acl ear
definition.

MR. THOWPSON: That's true. M. Chairnman,
| can assure you that the oversi ght that we gi ve today to

t hese types of incidents arequiteabit nore-- we're
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sensitivetothesetypeissues withrespect to follow up
and we woul d cl early beinconsultationwththe region
and with the teamif, infact, it had to be anIIT or
Al T. Wth respect to gui dances, howfar they went upin
particular with the casein |Indiana, we were there giving
sone directions and concurringwth the rol e t hat Doct or
Fl ynn pl ayed inthat role. So, we would have al ot nore
di al ogue than occurred | think inthe Doctor Sanger case.

MR. BERNERO. Yes. That's --

MR TAYLOR And, of course, the regul ations
nowrequi re goi ng through the referring physici an and
assuring these patients are informed too.

MR. BERNERO. Yes.

MR. TAYLOR: That di d not exist at thetine
of Riverside.

CHAI RMAN SELI N:  Conmi ssi oner Curtiss?

COW SSI ONER CURTI SS: Just two observati ons
on t hi s question of using nmedi cal consultants, and | do
think there are two separabl e i ssues here.

As | understand t he Agency's practice, we
turn to the use of nmedical consultants to give us a
perspective on a particul ar event that we m ght not be
able to obtain given the expertise of the staff here
within the agency. Inny view, that's a comendabl e

thing to do. Some of these events invol veissues that |
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t hi nk necessitate goingto a nenber of thefraternity or
sorority, the nedical communityif youw Il, to ensure
that we fully understand the events and deal with the
sensitivities that we have tal ked about and t hat your
paper addresses in sonme detail.

The first issue | guess | see is that
t here's a careful bal ance to be struck between ensuri ng
t hat we have sonebody who i s abl e to bring that expertise
to aparticular event and gi ve us an evaluationthat is
reflective of a contenporaneous expertise that the
i ndi vi dual has in the nmedical community. |'mnot OGak
Ri dge i s capabl e of doing that in every case and the
medi cal consultants provide us with that expertise.

But the bal ance, it seens to ne, to be
struck here and t he purpose that we retain a nedical
consultant for, at |east we have used themin this
context inthe past, is for themto gi ve us an obj ective
assessnent of what occurredin aparticul ar event so t hat
i ncarryingout our regul atory responsibilities we can
t hen take t hat obj ective assessnent and act accordi ngly.
| guess ny sense has been that there are i nstances where
it'sdifficult to separate one's role in the nedical
conmuni ty and per haps an unwi | | i ngness to be obj ectively
critical inthe context of evaluating the particul ar

event fromour desire to have that kind of objective
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eval uati on.

So, it's ajudgnental questionthat it seens
to me needs to be addressed in the context of each
specific case where we retai n a consul tant to ensure t hat
we have sonebody who has the sufficient expertise, but at
thesanetinmeis ableto step out of therolethat he or
she plays inthe nmedi cal community, a practicing doctor
in many cases, and give us an objective and, if
necessary, critical evaluation of the event. |'mnot
sure that's been done in every case i nthe context of
sone of the reports that | have read.

Secondly, it seens to me, and Bob | think
you touched on this point squarely, that the issue of
defi ning the procedures, of definingthe groundrul es that
govern or gui de the conduct of the nmedi cal consultantsis
a matter that probably deserves further attention. |
have read the recent letter, infact | just receivedit
t oday, fromDoctor Sanger that details | ayi ng out i n somne
detail -- actually, it's aletter to the Chairman, |
shoul d say, that |ays out in sone detail areas where he's
concerned that the procedures haven't been fully
explicated. It seens to nmethat questionas well, and |

hear you sayi ng, deserves sone further attentionif we

can define in greater detail what the groundrules are.

Here, in the case of one who we have used
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over several years, there's sone evident |ack of
under st andi ng as to what those rul es are and per haps
that's sonething we can address.

MR. BERNERO: Yes. | might just add,
there's a job of work in our shop that is suspended
because t he project nmanager isonthellTfor Indiana,
Pennsyl vania and it arose fromthe previous Il Tand it
does i nvol ve the rol e of the nedi cal consultants and this
is notifying peopl e other than the patient. The Arersham
1 Twas aradiation source that was | oose i n shi pnent.
There was no licenseedirectlyinvolvedinit. W ended
up backtracki ng and reconstructi ng doses to peopl e all
over the country and we used our nedi cal consultants to
comruni cate with those people, toinformthemof their
radi ati on exposure and f or what ever nmedi cal attention
t hey needed, bl ood tests and so forth, through their
conpanies, like the truck drivers.

CHAI RMAN SELIN: If you'd just stop for a
second, |'d add anot her category to Conm ssi oner Curtiss'
analysis. It'ssort of includedinthe first point. But
traditionally, as far as | can see, we've used the
medi cal consultants to help usinour regulatory effort,
but nowwe seemto be noving and | thinkit's probably
theright directionto use the nedical consultants nore

or | ess the way you di scussed, M. Bernero, whichisto
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reconstruct not only enough casesto figure out that a
failure was made and either alicensee has fail ed to do
hi s j ob or our regul ati on needs i nprovenent, but togoto
t he poi nt of | ooki ng at each i ndi vi dual that was exposed
and at | east get sonme assessnment of howmnuch radi ati on
and per haps hownuch danage at that point toturn over to
t he physician and his or her -- | mean t he pati ent and
hi s or her physician.

MR. BERNERO Yes. Vell, we use the
consul tant there, but we al so have expertiseinstaff to
reconstruct the doses, the health physicists who dothat.
But again | woul d go back and be the first toadmt that
we need to definetherole, theresponsibilities nuch
nore clearly than we have now. There's too nuch ad hoc
deci si on maki ng.

COW SSI ONER REM CK:  Bob, before you | eave
t hat, goi ng back to my earlier question, has there ever
been a case where we have an NRC-initiated speci al
i nspection use of nedi cal consultants or reviewlicensing
reports in agreenment states, NRCinitiated, or do we
| eave that totheresponsibility of the agreenent states?
| assune it's that.

MR. BERNERO To ny know edge, we' ve never
done an |1 T or unique thing. W provide technical

assi st ance. "1l let Carl answer it.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

25
MR. THOMPSON: Just to nention, we do have

sone federal |icensees in agreenent states.

COW SSI ONER REM CK:  That | wunder st and.

MR. THOWPSON: You're tal king about the
agreenent state |icensees.

COWM SSI ONER REM CK: Ri ght.

MR. KAMMVERER: W don't know of any.

MR. BERNERC Yes. We will provide
techni cal assistance fromtineto tinme which includes
speci al i nspection or technical support in hearings or
sonething |like that, but I know of no --

CHAI RMAN SELI N:  We shoul d poi nt out that
t hi s I ndi ana, Pennsyl vania was the first tine we' ve ever
done an 11T for a nedical |icensee agreenent state or
direct |icensee period.

MR. TAYLOR: That's correct.

MR. BERNERO: (Slide) May | have slide 6
pl ease, JinP

In our efforts to prevent
m sadm ni strations, we of course have regulatory
requi renents that would set the discipline for the
medi cal practice. Herel wouldjust |iketo enphasize
once agai nthe quality managenent rule. | really think
that a quality managenent rule, after all of the

controversy we had with it, inthe long run will be
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| ooked upon by both sides, by us and by t he regul at ed
comuni ty as a sound process, a sound procedur e because
it chall enges the medi cal community to set the standards,
to set the procedures or requirenents and then to adhere
to them to inplenent them fairly and rigorously.
That's, in nmy view, the primary way to prevent
m sadm nistrations within human frailty limts.

We, of course, have i nspection and we wi ||
continue tousethat. Training, part of our inspection,
it's aninportant part of our i nspection, isto nake sure
that the |licensees not only specify the trainingrequired
but that it's there, that personnel turnover doesn't
undermneit, that they have people currently trainedin
t he procedures with the equi pnent that they have. |
think you will hear a dramati c denonstration of the
di fference of training when you hear that 11T report
because there are actually two events in it.

On the enforcenent --

COW SSI ONER REM CK: Excuse ne, Bob. How
do we determ ne t he adequacy of the training? Is it
sonet hi ng t hat they speci fy and then we i nspect to see if
t hey are carryi ng out what they specify or do we have
regul at ory nmandated --

MR. BERNERO It's sone of both.

COW SSI ONER REM CK:  -- ours?
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MR. BERNERO Yes, it's sone of both. W

have trai ning and qualification requirements in the
regul ations and, infact, that initself is an area of
sone debat e about how far shoul d we go, what sort of
trai ning. W& have chronic argunents w th sonme nmenbers of
t he community t hat we demand t oo nmuch, cardi ol ogi sts are
t 0o busy to do certain kinds of trai ni ng or sonet hi ng.
So, we have certain specifiedtrainingrequirenents and
t hey need to be establ i shed and val i dated. But al so,
there's very inportant traininginspecific equipnent,
especi al | y nowadays. Medi cal devi ces, sone of themare
very conplex. It's not a sinpleteletherapy machine with
ashutter andit opens and closeswithatiner. They're
much nore conpl ex.

Now, if | could turn to slide 7 --

CHAI RMAN SELI N: Before you go --

COWM SSI ONER ROGERS: You didn't say
anyt hi ng about the enforcenment program

MR. BERNERO Yes. |'magoing totalk about
t he enforcenment program on slide 7.

CHAI RMAN SELI N: Bef ore you go on, one way
of rephrasi ng what you j ust sai d about the QVapproachis
that we rely on the |icensee to establish a program
presumabl y some programwe can revi ewfor adequacy and

t hen we audit hi s performance agai nst that program Do
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we go astep further? Do we have an i ndependent way to
check on a sanpl e basi s the m sadm ni strati on reporting?
Do we depend entirely on the |icensee's reporting of
m sadm ni stration and rates or do we have sone type of
audit on that?

MR. BERNERO. Well, as | saidearlier, we
have an i nspecti on process that m ght di scover -- if they
record t he procedure, we have an i nspecti on process t hat
coul d di scover an unreported m sadm ni stration, but
that'sonlyif they recordedit. Thenthereis alsothe
al |l egati on process, which is not uncommon t o have an

al | egati on t hat sonet hi ng happened and t hey di dn't record

it either. We have a nmechanismto follow up on that.

(Slide) Now, the enforcenent program I
want to nove to slide 7 because | think it warrants a
particular attention. There are two underlying
princi pl es of our enforcenment programand this is not
uni que to nmedicine, but if | would say it in a manner
specific to nedi ci ne, we want to encourage | i censees to
prompt identificationand|astingcorrective acti on.
That' s princi pl e nunber one. Thisistheidentification
of m sadm nistrations, of coursereportingthem Then we
want to deter themby using sanctions. Thisis theidea
of setting up the | esson for others, the |l esson for

others to see.
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We do have escal ated enforcenent in the
nmedi cal arena and nedi cal activities usingthe nedical
ci rcunst ances, over exposures of patients or significant
potential over exposures of patients, | oss of control of
sources in particular. You know, you get these high
radi ati on sources i f for sonme reason or ot her the proper
safe control of the source is |ost.

M sadmi nistrationfor failuretofollowa
procedure. W had an unfortunate m sadm nistration at
Tripler Arnmy Hospital in Hawaii where a procedure call ed
for the technicianto verify that a wonman pati ent was
nei t her pregnant nor nursing. Duetodistractionand --
they had a procedure. There was no question. The
hospi tal had a procedure, the technician was foll ow ng
it. There was a distraction and the investigation
reveal ed that he went back to t he wong step or never got
back toit. He failed to ask the question, "Are you
nursing a child?" A large dose of iodine was
adm ni stered and si nce t he not her was nursing a child,
the child s thyroid was severely damaged, in fact
destroyed, in that m sadm ni stration.

So, we have escal at ed enf orcenent and had it
therefor failuretofollowprocedures. It's aforecast
of the QMrule, willful violations or what i s sonetines

di scovered, breakdown of <control, breakdown of
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managenent. Many tines a single event may betray this,
but sonmeti nes our i nspections will betray it. You go
intoafacility and you find that the radiation safety
officer isn't really doing the job or the radiation
safety conmtteeisn't doingthe job andthere' s a host
of small events, each one not avery big event but inthe
aggregate what it betrays i s a breakdown of managenent
control. So, we get into escal ated enforcenent there too
in medical |icensees.

Now, we are reconsidering the civil penalty
assessnent process. We'retryingto focus onthe root
cause and we t hi nk t hat t he enforcenent process we have
is reasonably effective, but we are consulting with
others, in particular the Advisory Conmttee on the
Medi cal Use of | sotopes. W' re hearing views fromthem
that, "Well, the dollar value of civil penaltiesreally
isn"t that bigadollar val ue when you're a biglicensee.
It's nore the press coverage or the bad i nage, the press
rel ease that hurts nore thanthedollar."”™ O course, in
ot her licensing cases, that's often the case.

We' re reconsi deri ng t he whol e enf or cenent
process, what we should do, how we shoul d put these
sanctions out. It's not clear tone at thistinme. Jim
Li eberman i s here and coul d speak wit h greater expertise

about what the prognosis m ght be. But | would just
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|l eave it nyself asit's under reconsiderationandit is
a very significant and a knotty problem

MR. THOMWPSON. | woul d just say the ultimte
enf orcenent actionis obviously to suspend the license
for those facilities for which we really have not --

CHAI RVAN SELIN: But | don't wi sh to ask any
body to try to guess what the changes will be, but I
think it would be useful, M. Lieberman, if you' d just
take a mnute to tal k about the two or three pointsin
t he current enforcenent process that you think -- not the
concl usi ons but where you think there are potenti al
weaknesses that are to be reexam ned. What are the
synptons that |ead you to do this reexan nation?

MR. LI EBERMAN: Currently we use civil
penal ties as the basis for our escal at ed enf or cenent
actions. Most of our civil penalties, as M. Bernero
said, are not very large for sone relatively |arge
institutions. Civil penalties have been effective for
many cases to get | asting corrective action, primrily
because of the negative publicity. The question that
we' re | ooking at i s whet her there shoul d be a greater
financial inpact oncivil penalties w ththe hope that
that m ght provide a greater deterrence for other
i censees to i nprove their performance and t herefore

maybe expend the resources and the effect to | ook at
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their prograns, to i nprove their performance before
i nci dents occur or before we have i nspections. So, for
the l arger |icensees, we are | ooki ng at t he questi on of
whet her we should have larger civil penalties.

Now, t he nmedi cal community has suggest ed
that instead of civil penalties we use sonme form of
probationto get the attention of |icensees who needto
i nprove their performance. W'll al sol ook at that as we
| ook at the m x of ways we can i nprove sancti ons to get
the attenti on of the poor perforners in advance of an

actual incident.

CHAI RMAN SELIN:  Comm ssi oner de Pl anque?

COW SSI ONER ROGERS: |'d just Iike to say
sonethingonthis. | hopeyou'll | ook very hard at what
ways t hat you can escal at e enf orcenent and be very t ough
inadditiontodollar anounts. It seenstonethere's a
very serious question of whether it isn't
count er producti ve on these |l arge -- to consi der | arge
civil penalties when the cost of nedical treatnent
al ready i s very, very high, and whether that, infact, is
really serving the publicinterest. There's no question
innmy mndthat when enforcenment nust be escal ated it
really should take place.

| have a seri ous question personal |l y about

| arge dol |l ar penalties in terns of the i npact on the
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ability of that hospital, if it's usually a hospital, to
deliver health careinother areas. It seens to nethat
it's very easy totake ashortcut hereand hit themw th
avery largecivil penalty, but I think that indollar
terms that infact nmay seriously negatively inpact the
ability of that facility to deliver health carein other
areas. It seens to nme we ought to be aware of that
because t he whol e questi on of the cost of health careis
avery, very bigissue today, as you know, and thisis
sonething | think we ought to be alert to.

MR LIEBERVAN | think that's a good point.
Currently thecivil penalties for anedical institution
isrelatively lowand in part because we' re consi der ed
t he non-profit nature of the hospitals. W wouldn't be
considering increasing the civil penalties for the
smal ler institutions, it would be for the |l arger broad-
scope | i censees. But | think your point is a good one
that we'll definitely have to consider.

COW SSI ONER REM CK: I share in
Comm ssi oner Rogers' reservations about | arge dol | ar
penal ties. The |l ogic of what the staff just presented
| ed me t o concl ude t hat you woul d probably say a | arger
press rel ease was a-- but if that's the greatest inpact,
and | believeit probablyis, the publicity, certainlyit

seens to me | ogic | eads us to consi der are t here ot her
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penal ties besides dollars that m ght be a better

deterrent. Dollarsis the easiest thingfor usto think

about, but there m ght be innovative ways of doing i

CHAI RMAN SELIN: Well, we're not goingto
prejudge what your answers are, but we are very
interestedinwhat you see the problemwas. Infact, |
sort of heard you say t hat you have the feelingthat the
i mpact on the organi zati on whi ch i s singl ed out, whet her
it'sthe publicity or thedollars, is pretty strong, that
you don't get a lot of recidivismfromindividual
or gani zati ons.

MR. LI EBERVAN: That's correct.

CHAI RMAN SELI N: So, you seem to be
suggesting that you' re concerned about the deterrent
ef fect on other organi zations rather thanthereturnto
t he gi ven -- poor behavior by the givenlicensee. Did|I
m sunder st and that?

MR. LI EBERVAN: No, you'reentirelyright.
It'srelatively rarethat once we have acivil penalty
that that same | icensee within a fewyears woul d have
anot her significant issue. W do regularly inspect
i censees once they' ve had acivil penalty to nake sure
t hat corrective action has been effective. So, at | east
for a fewyears anyway, the performance al nost al ways

i nproves, which is the purpose.
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MR BERNERO |I'dliketoturnit over to

Car| Kanmerer nowto cover the agreenent state aspects of
t he program

CHAI RMAN SELI N: Ckay. Hold on.

COWM SSI ONER CURTI SS: | have a questi on.
| apol ogi ze f or goi ng back to the previous issue. It's
not on t he enforcenent question, but onthis issue of the
ext ent to which we have confidence that
m sadm ni strations, if they are occurring, are reported
tothe agency. It's the questionthe Chairnman raised on
the earlier graph.

Bob, | understood you to say that if a
m sadm ni stration occurs that is not reported, we
woul dn't know about t hat and we probabl y woul dn't have
any way of getting at that i ssue today. Wul d you expand
on that?

MR. BERNERO. No, no. | woul dn't guarantee
it, but there'sanalternative. If it's not reported and
it's an event that shoul d bereported, it is possiblyin
the hospital records and subject to discovery by
i nspection, that, "Why didn't you report this?" In
addition, even if it's not recorded and subject to
di scovery that way, it is not uncommon to have an
al l egation that a concerned person, a staff nmenber or

soneone who is aware of it raises an allegationw ththe
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NRC and we pursue the al |l egation and i f need be conduct
an investigation --

COWM SSI ONER CURTI SS:  Okay.

MR. BERNERO -- and di scover it that way.
| don't know how many ar e undi scovered. | don't know how
| can knowthat. It'sjust that, as | said, |I thinkthe
process is already sufficiently sensitive to start
pi cki ng up the newki nds of reports that we're getting
with the QMrule --

COWM SSI ONER CURTI SS:  Yes, | was goingto
enphasi ze on that point because | think the QMrule
establishes apretty airtight process that will enabl e us
if we have the i nspection resources and focus on the
question, first, and secondif the RSOi s carryi ng out
his or her responsibilities that we've got a pretty
airtight processinPart 35toidentify instances where
m sadm ni strations are occurring if they're not getting
reported. It's worth enphasi zi ng because t he i npressi on
has been created, and maybe it was true several years
ago, that these activities are going on and we' re not
aware of the events.

As | read Part 35, every -- Part 35.32 in
particul ar, every adm nistration of a dose, not a
m sadm ni stration but every adm ni strati on of adosein

five specified categories has to be recorded by the
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party, the licensee adm nistering the dose. Those
records then have to be retai ned under (d) (1) of that
provi sion for three years, second. And third, there has
to be a nechanismin place for the |licensee to audit
conpliance where the RSO, | think, will play a
significant role to ensure that there aren't any
m sadm ni strations and if there are they're getting
report ed.

Unl ess we' ve got a problemwith |icensees
failingtopreparewittendirectives, whichis sort of
the entry into this set of provisions, unless the
| i censees are not preparingwittendirectives, it seens
to me that that nechanismin 35.32is pretty airtight,
and on that threshol d questi on of preparing a directive.
Now, frankly, it seems to ne that our roleisto audit
the work of the RSO in ensuring that those witten
directives are actual | y prepared for every adm ni stration
as defined in 35.32.

MR. BERNERO. Well, | think the QMruleis
a very strong process because if the licensee i s not
preparingwitten directives asrequired, that is, of
cour se, discoverabl e by inspection. Then, of course, if
t hey prepare them then m sadm nistrations are quite
readily discoverable by inspection.

CHAI RMAN SELI N: Qur figures seemto show
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t hat for every 10, 000 t herapeuti c adm ni strations t here,
on average, are three m sadm nistrations. It's avery
smal | nunber andit's also avery snall sanple. So, it
woul d be very hard to find m sadm nistrations not
reported, except through procedural techni ques such as
you' re tal ki ng about as opposed to statistical sanpling.
The cost would be astronomical to try to sanple
adm ni strations to seeif it would be four or fiveto
10, 000 i nstead of 3.

MR. BERNERO. Carl ?

CHAI RMAN SELIN: M. Kamerer, you seemto
have the fl oor.

MR. KAMMERER: Thank you, sir.

M. Chai rman, Comm ssioners, the first thing
| want to do is to i nprove upon the answer | gave to
Conmm ssi oner Rem ck. | was just handed a note from
Kat hl een Snyder who says that techni cal assistanceinthe
m sadm ni stration case in Arizona, which you'll hear
about a week from today, was given, that nedical
consul tant for t he NRCwas asked t o cone out and do sone
wor k there.

COW SSI ONER REM CK:  No, ny questi on was
NRC-initiated. | assunme that if sonmebody asked us, we'd
be morethanwillingto help. | was just curious and I

was trying to di stinguishfromwhat Bob was sayi ng, are
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we t al ki ng about just NRCI|icensees or al so agreenent
states. | assuned he was tal king agai n about NRC.

MR. KAMMERER: All right. Thank you.

Bef ore we begin, | wanted to do just a bri ef
overvi ew of the agreenent state program "1l be
covering the foll owi ng topi cs: the scope of the agreenent
st at e program adequacy and conpati bility; agreenent
state reviews; reporting and exchange of i nformati on;
regi onal results of our reviews; and observati ons and
recomendations for futurereview. |I'll be discussing
the information that we've col |l ected fromt he agr eenent
states and as the EDOsai d at t he begi nning here, thisis
thefirst time we've collectedthisinformationin one
pl ace in a sunmary fashi on concerning inspections,
enf orcenent, investigations and events reporting for the
agreenent states.

In the area of m sadm nistrations, the
agreenent states, for thefirst tinme, wereto havethis
reporting requirenent inplace by April of 1990. So, the
1991 datais the first such conpilation. W've gathered
thisinformationinavery short period of tine, since
m d- Decenber, and | want to stress that it's unanal yzed
and rawdata. |f the data, however, says anythingto us
in our current review, it is that we have to

institutionalizethisreporting sothat we canidentify
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trends in the agreenent state and eventual | y conpare t hem
with NRCdatatoidentify generic situations. W al so
intend to make this kind of informati on avail abletothe
agreenment states.

(Slide) The slidetwo shows the national
licenses. This is the scope of the national nedical
i cense program You can see it inthe col or up above
but not so much in your slides that thelicense category
for this programincl ude t he broad nedi cal, community
hospital, private practice and clinics and t el et her apy.
About 6,500 nedical licenses in these categories
nati onwi de and the agreenment states regulate 4,500
approxi mately.

As you can see fromt he red and brown, dark
col ors, four of the states have the | argest nunber of
medi cal |icenses. They are agreenent states in
California, Texas, Florida and New York.

Adequacy and conpatibility. The Atom c
Energy Act requires the states to be adequate and
conpati ble before the agreenment is signed for
di sconti nuance of the NRC authority. The agreenent
states al so agreeto usetheir best efforts to maintain
a programthat i s adequate to protect public health and
safety and conpatible with NRC program

I n t he SECY paper 92-243, the conpatibility
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paper, the staff suggests that the issues of enforcenent
and i nvesti gati ons be exam ned duri ng t he devel opnent of
this conpatibility policy. So, states are eval uated
based upon gui delines or corecriteria. The guidelines
were first publishedin 1981. They were updated againin
1987 and t he nost recent versi on of that was publishedin
May of 1992.

So, here are sone of the core indicators
fromwhi ch the 30 guidelines flow. As you can see up
there, the statutes and regul ati ons, budget, nanagenent,
staff and training and so on. The gui delines i nclude 30
i ndi cators for eval uati ng agreenent state programareas.
The indicators are separated into two categories.
Category 1 indi cators address programfuncti ons whi ch
directlyrelatetothe state's ability to protect public
heal th and safety. Category 2 indi cators are those areas
whi ch have programfunctions that provide essenti al
techni cal and adm nistrative support to the primary
functions.

Inreporting findings, the Ofice of State
Prograns i ndi cat es t he cat egory of each comment nmade. |If
no significant category 1s are provided, this wll
i ndi cat e that the programi s adequate to protect public
heal t h and safety. If one or nore category 1 comments

are noted as significant, the statew || be notified of



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

42

t hose deficiencies andthat it may seriously affect the
state's ability to protect the public health and safety.
If astate fails to have conpati bl e regulations within
the three year tinme frame, they will not be found
conpati bl e.

NRC wor ks wi t h t he Conf erence of Radi ation
Control Programdirectors to put newregul ations into
what is called suggested state regul ati ons for nore
adapt abl e use by the states.

(Slide) Slide 4 is the agreenent state
reviews. Sone of the itens covered in the agreenent
state reviews are the i nspection findi ngs, enforcenent,
i nvestigation and events reporting. W have revi ews
every approximtely two year cycle with a visit in
bet ween t hose two. Office of State Prograns provides
oversi ght and has i nternal procedures which are used for
eval uating the states for adequacy and conpatibility.
The procedures set forth, the general objectives for
conducting the revi ew, the procedures contain questions
asked of and i nformati on obtained fromthe states in
certainareas duringthereviews. This information and
t he adoption of regulations is used to determn ne the

adequacy and conpatibility of the prograns and their

conpatibility with the Nucl ear Regul atory Conm ssi on.

Revi ew teans are always headed by the
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regi onal state agreenents officer and rangein size from
one to ei ght nenbers, dependi ng on t he conpl exity of the
i ssues and t he si ze of the programto be revi ewed. Teans
may i ncl ude addi ti onal support fromNucl ear Materi al

Saf ety and Saf eguards, the regions, the O fice of General

Counsel and al so other state prograns.

The fol l owi ng areas that we' || be | ooki ng at
are not matters of conpatibility. However, they are
reviewed i n ternms of adequacy as we do our revi ews of
each of the state radiation control prograns.

| nspectionis a category 1 indicator and
according to our revi ewprocedures an assessnent i s nade
of the ability of the state to nmai ntain an inspection
programadequate to assess the | i censee conpliance with
state regulations and |icense conditions. Thi s
assessnent i s made by acconpanyi ng newi nspectors on
t heir inspections, review ng conpliance fil es and noting
overdue i nspecti ons, anong ot her itenms. Wen overdue
i nspections areidentified, the State Prograns O fice
requests that a state developaplantoelimnatethe
problem This planis reviewed and nonitored and lowa i s
a recent good exanple of that procedure. They had a
nunber of overdue i nspections and a |l ack of staff and t he
state was required to fornul ate an action plan and to

make a monthly report to the NRC, to us. We in turn
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reported that information to the EDO and progress i s
bei ng made on that.

COW SSI ONER  REM CK: Carl, for
clarification, you' re tal ki ng about going alongw ththe
new i nspector on sonme of their first i nspectionvisits.
Qur staff does that or we see that the state regul atory
body does that for newinspectors? That wasn't quite
cl ear.

MR. KAMVERER: It's both.

COW SSI ONER REM CK:  Bot h. But we do
sonetinmes go out and observe their inspections?

MR. KAMMERER: Yes. |In the case of |owa,
we' re doing that. It's more or less an OJT type
arrangenent where our technical staff is going alongwth
their nore junior staff and handl i ng conpl ex |i censi ng
and i nspection actions.

COWM SSI ONER REM CK: Now, i s this because
we' ve identified sonme deficienciesandwe'retryingto
hel p themget up to speed or i s that sonmet hi ng we woul d
routinely do as part of our oversight?

MR. KAMMVERER: |t's sonething we routinely
doandit's apart of our (d)(2) procedures that require
t he state personnel to acconpany t heir brand new peopl e
and traintheir people and bring themadequately upto

speed as a conpetent inspector. But the other part
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applies as well.

Additionally, inorder to neet the review
criteria in this area of inspection frequency, the
agreenent states i nspection frequenci es can be no | ess
than that of the Nuclear Regulatory Conm ssion.
Agreenent states make pre-licensingvisits, dependi ng on
t he conpl exity of thelicense, potential hazard fromthe
licensee's facility or for anewlicense. For nedical
|'i censees, over 2,000 i nspections were perforned over the
| ast reporting period. There was a smal | percentage in
overdue i nspections and we cal cul ated t hose t o be about
two percent.

Anot her area that's covered in our
procedures is the enforcenent area. It also is a
category 1 indicator. In evaluatingthe enforcenent
programfor the agreenent states, thereviewcriteria
indicate that the enforcement program should be
sufficient to provide substantial deterrent tolicensee
non- conpliance with regul atory requirenents. The staff
reviews the state's enforcenent letter filedto see, for
exanple, if enforcenment |letters are i ssued within 30
days. They have appropriate regul atory | anguage and
clearly specify the areas of non-conpliance. Specific
gquestions in the area address escal at ed enf or cenent

actions, civil penalties issued and the nunber of
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enf orcenent conferences.

You'll note that 22 of the 29 agreenent
states have civil penalty authority. Twenty-seven have
escal at ed enforcenent, whil e 25 have severity | evel s.
The st at es have i ssued 103 civil penaltiesinthel ast
reporting period.

The i nvestigation program al so a category
1 indicator coveredinour internal procedures, all of
t he agreenent states have i nvestigative functions as part
of their regulatory program O fice of State Program
procedures alsoinclude criteriafor evaluating astate's
ability to handleincidents or allegedincidents. These
criteriainclude pronpt eval uati onto determ ne t he need
for on-siteinvestigation and cl ear docunentati on of the
i nci dent and/ or the all egation. Qher questionsinthis
area address procedures for eval uating wongdoi ng.

In 1989-'91 review cycle, the states
conducted 123 i nvesti gations, 32 of whichresultedin
enf orcenent actions. Again, we will include both
enforcenent and i nvestigations inthe conpatibility study
com ng up soon.

Events reporting is the next category. It
toois acategory 1indicator onour internal procedures.
St at es have adopted requirenents for their licensees to

report certaineventstothe NRC, as shown on t he next
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slide.

(Slide) Reporting and exchange of
information. Internally herethe NRCstaff neets nonthly
t o di scuss the events that occurred in NRC and agr eenent
state license progranms. The |icensees nmust report
significant events to the agreenent states in accordance
with Part 20. Intheir agreenent, signed by the Chairmnman
and by t he Governor, states conmit to share informtion
wi th the Nucl ear Regul atory Comm ssion. |n addition, our
written comruni cati ons with states encourage themto
report events tous. The states annually summari ze al |
events and transmt themto the Nucl ear Regul atory
Conmi ssi on.

Agai n, states have adopted NRC-rel ated rul es
and policies and t hrough t he routi ne revi ews and ot her
communi cati ons throughout the year, states and NRC
routi nely exchange i nformation.

As you can see onthis slide, weroutinely
transmt PNs, information notices, bulletins out tothe
states. W hol d conferences on vari ous subj ects as the
need ari ses and i nvol ve the states in early rul emaki ngs.
That is to say we involve the states early in the
rul emaki ngs.

I nthe area of m sadm ni strations, atotal

of 480 were reportedin 1991. Four hundred and si xty-



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

48

t hree were diagnostic, 17 were therapeutic. Qut of
t hese, two therapeutic m sadm nistrations were cl assified
as abnormal occurrences.

(Slide) Recent agreenent state reviews,
| ooki ng at the chart there that shows howwe revi ened t he
states by region. On January 1st, 1993, 24 of the 29
states, approximtely 83 percent, were found to be
adequate as of their latest review. In five or 17
percent, the finding was w t hhel d.

COW SSI ONER REM CK: Carl, inthat area,
how | ong do we al | owour sel ves to wi t hhol d t he fi ndi ngs
of adequacy or conpatibility before we wouldinstitute
proceedings toretainor restore our authority inthese
areas?

MR. KAMMERER: | n that case, we do not have
any writteninternal procedures, but inajudgnent of
tal king with the Chief Executive Oficer, the governor of
the state and al | of the people belowhim if it'stheir
determnationthat they wwll -- that they desire to have
a programand make t he choi ces t o have an adequat e and
conpati bl e program whether it's staff that needs to be
added or regul ati ons gotten up to speed or whatever, if
they' re maki ng progress onthat we'rewillingto help
t hemal ong. When you say how |l ong, we have two cases

over the years that have gone on for what seens to ne
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|'i ke about three review cycles. That's Kkind of
stretchingit. W' dIlike to see action taken by the
states far earlier thanthat and that's one of the areas
we're going torecomend that we try to find away in
whi ch both our office and the states can be stronger
about getting their act together much nore quickly.

Inthelowacase, | thinkI'll touchonit
alittlebit later, it is somethingthat was over two
revi ewcycl es and our | ater di scussions with themhave
t hemturning their programaround and certainly maki ng
every effort to do so. So, we don't have a witten
standard on that.

COWM SSI ONER REM CK:  Ckay.

COW SSI ONER CURTI SS: Carl, in your
di scussi on of the two i ssues that we | ook at, adequacy
and conpatibility, it's obvious to ne howa state, once
we approve an agreenent, mght finditself inaless than
adequat e position. Resources are strained, qualified
peopl e are not avail abl e, budget cutsleadto |l ess than
adequat e staffing, a whol e host of circunstances t hat
m ght have astatefinditself onthe other side of the
line insofar as adequacy is concerned.

On the conpatibility side, what | hear you
sayingisthat prior togranting astate agreenent state

status, we reviewthe basic | egal framework, if youw I,
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the statute and the regul ations that the stateinturn
proposes touseincarrying out its authority for the
pur pose, as you've laid out insone detail, of satisfying
oursel f that the programis conpati bl e as we eval uate
t hat process. Recogni zi ng t hat t hat deci si on gets nade
as aprerequisitetogranting agreenent state status, is
it possible, have we confronted situati ons where once a
programi s decl ared to be conpati bl e and t hey' re of f and
runni ng and assumng it's adequate at the front end, that
astate after that couldlapseintoinconpatibility, and
if so how?

MR. KAMMVERER: By regul ations, by | ack of
passi ng regul ati ons. The point you' re makingis that up
front we have the | argest stick. Before sonebody wants
an agreenent state, anabilitytocarry onthe functions
as an agreenent state, clearly they haveto fill inall
the ri ght squares. They have to have all of the proper
regul ati ons, they have to have eventhe staff. All of

those are put in the Federal Reqgister. Everybody is

notifiedastothe quality of the state before we enter
into the agreenent.

Inboththe |l egislation, Atom c Energy Act,
and i n our agreenments that we sign with those vari ous
states, thereis the best efforts cl ause where you have

achi eved bot h adequacy and conpati bility before becom ng
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an agreenent state and then we use our best efforts, it's
in those two docunents, to maintain adequacy and
conpatibility.

COWM SSI ONER CURTI SS:  Yes, but on the
conpatibility front, it soundstonelikeit requires
sonme sort of affirmative action by the state --

MR. KAMMERER: Yes.

COW SSI ONER CURTI SS:  -- rat her than j ust
not passi ng a budget or letting things develop tothe
poi nt where they're inadequate. It requires sone
affirmative actionto change aregulationor tonodify a
statute that we have previously eval uated i n t he cont ext
of our conpatibility review?

MR. KAMMERER: No, as we conme up with new
regul ati ons.

MR. THOWPSON: W will change our
regul ati ons. |neach one of those regul ati ons that we
change, we eval uat e whet her we require t he state t o adopt
exactly the sane regul ati ons or they can have one nore
stringent or we woul d j ust encourage themto do it but
not make it a requirenent.

COWM SSI ONER  CURTI SS: Then the
inconpatibility rises potentially when a state does not
adopt regulations after the programis originally

approved?
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MR. THOWPSON: Correct. And sone states

have a nmuch nor e cunber sone process t o adopt regul ati ons
t han we do.

COWM SSI ONER CURTI SS: Ckay.

MR. KAMVERER: That's why we all owthree
years for adopti on of newregul ati ons that are required
for conpatibility. Whenthere are problensinastate
program in the states progranms, the O fice of State
Progranms docunents the finding with a letter to the
appropriate state officials and then neets wi th seni or
officialsinthe Executive Branch and i n sone casesto
t he governor of the state to expedite the changes.

| brought up the recent | owa exanple as a
good one to feature. The regi onal adm ni strator and |
participatedin an excellent briefing conducted by the
regi onal state agreenents officer inthe State of | owa.
The state radi ation control program mnager and two
seni or | evel s above hi mwere present at that neeting. |
spoke to the governor and to his staff and Ji mTayl or
signed our detailed findingsletter tothe governor. So,
we put a lot of attention on naking sure that to the
extent that we can that changes are nmade.

(Slide) Slide 7 are observations and
recommendations for further review

COW SSI ONER ROGERS:  Before you goto that,
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Carl, just on the slide with your data on it, two

guestions. Oneis thelabelingof the colums. I'ma

little confused here on the columm | abel ed A. | s t hat

nunber that are found adequate or isit what it saysit

is, conpatibility, that are conpati bl e?

MR. KAMMERER: It is adequacy. The first

one are t he adequacy and conpati bility. The second one -

COW SSI ONER ROGERS:

adequat e.

MR KAMMERER: And t he |

wi t hhel d.

The next one is

ast one i s findings

COWM SSI ONER ROGERS: Al'l right. So, the

expl anation at the bottomis alitt

leinerror there,

that A doesn't nean conpatibility.

MR. KAMMERER: Very wel | .

COW SSI ONER ROGERS:

clarify the neani ng of those col ums.

But that's just to

But have you f ound

t hat any of the prograns t hat have not -- are there any

prograns t hat have been found not t o be conpati bl e t hat

the inconpatibility residesinthe nedical area? You're

tal ki ng here about general everyt

MR. KAMVERER: | woul

hing, all of our

d think that that

answer i s no because t he agreenent states have not had to

be conpati bl e with that regul ati on.

The dat e was 1990
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and then t he newqual i ty managenent rul e is not goingto
be until 1995.

COW SSIONER ROGERS: That's right. But are
there any ot her areas where there's aninconpatibilityin
t he nmedical --

MR. KAMMERER: The State of Washi ngton?
There may be a state that doesn't have the rule, the
State of Washington. |1'mnot quite sure.

COW SSI ONER ROGERS: Wl I, it would be
interestingto knowwhether the | ack of conpatibility,
wherever it is, includes the nedi cal area and how nany of
t hose states?

MR. KAMMERER: 1'Il1l have to get that.

COW SSI ONER ROGERS: On whether it's
basically inthe material s area rat her than t he nedi cal
area?

MR. TAYLOR: We'|l get that.

COWM SSI ONER ROCERS:  Yes, |1'dliketo see
t hat nunber.

COWM SSI ONER CURTI SS: At the briefingon
t he 29th, when we get intothisinnoredetail, and goi ng
back tothe questionthat | raisedearlier, it mght be
hel pful , maybe even off Iine, to explainto ne howwe end
upinasituationthat I think we have in Ut ah where the

programin one respect has not been declared to be
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conpati bl e, but they have their authority and it wasn't
aresult of anythingthat we adopt ed subsequent to the
approval of the Utah agreenent. | don't want to pursue
it indetail here, but | raised the earlier question
because it does seemto ne that inthat particul ar case
we have a situation where with respect to the | and
ownership issue this is not nedical, it's | ow1evel
waste, we've got a programthat concerns us froma
conpati bility standpoi nt but not as aresult of sonething
t hat we subsequent |y adopted after the W ah agreenent was
approved. W can pursue that innore detail, but | don't
know why that is.

MR. KAMVERER: So, in the observations and
recomendati ons, we offer the followi ng. Conpatibility
i ssue cl early needs to be addressed. W need to | ook at
t he wongdoer rule. W alsoneedtolook at alternative
regul atory neasures whichwill shortenthetineit takes
for states to inplenment significant regulatory
i mprovenent s pendi ng t he codi fication of the rules. Wat
" mt hi nki ng about hereis we'verecently | earned about
the alarmrate neter and the great i nprovenents that are
made t here, and perhaps one of the ways we can get a
qui cker turnaround here is to have agreenent states
encour age agreenent states to use |license conditions or

sonething li ke that while they still go on the business
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of getting their rules in shape.

It would be useful to have a national
dat abase to track i nci dents and m sadm ni strati ons and we
will reviewour policies for the w thhol di ng of findings,
sone of the points that you' ve nade, Comm ssi oner, of the
adequacy and conpatibility. Then alsowe' |l conpletely
reviewal |l of our procedures and, of course, there are a
ot nmore lessons to learn from this information
gat heri ng.

CHAI RMAN SELI N: Before we get off this, I
woul d just |ike to make a coupl e of general comments.
There have been a nunmber of reviews, GAO review, et
cetera, both our own material s programand t he nedi cal
program W thout getting too deeplyintoit, thetwo
findi ngs that seemto have happened wi t h t he agr eenent
programthat resonate quite strongly, thefirst is that,
as you' veindicatedindirectly, M. Kammerer, inthe past
we' ve concentrated nostly on the process and not onthe
results. We' ve kept good track of whet her peopl e do
their inspections intine and whet her they have trai ni ng,
but not what the results are and haven't really done
compari sons state to state or agreement versus non-
agreenent on, say, msadm nistration rates or other
things |ike that.

MR. KAMMVERER: Exactly.
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CHAI RMAN SELI N: | think it's to be

comended t hat you start using these data on a regul ar
basis, et cetera.

MR. KAMMVERER: | concur.

CHAI RVAN SELI N The second i s that | guess
people I'i ke deterrents to be used every now and t hen
because it's been noted t hat we' ve never disqualifieda
programone way or another. | don't think your objective
shoul d be to disqualify progranms, but there is sone
guesti on.

On the other hand, some of the outside
criticism have been that we do nore of a job of
revi ewi ng the agreenent state prograns t han we do of
revi ewi ng our own prograns i n a systemati c way about how
| ate are i nspecti ons, howwel | do peopl e carry out the
processes and this all suggests the desirability of, on
t he one hand, doi ng sone nore performance ori ent ed work
inthe state prograns, onthe ot her hand havi ng sonewhat
nore equi val ent rules unless there's really a clear
di ff erence about why t he state shoul d be expected to do
sonet hi ng t hat we don't expect oursel ves to do. But the
end resul ts do have to be prograns which at | east at a
certainlevel areless different fromagreenent statesto
our own states.

The last thing |l'djust liketo say is of
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all the things that shoul d have a hi gh | evel of regi onal
vari ati on and where we shoul d probably gowithafairly
i ght foot, | think enforcenment i s one of thembecause if
the role of enforcenent is to deter, presumably the
agreenent states have a much cl oser ideathanwe doin
Washi ngton or inthe regional offices about what deters
and what doesn't deter thelicensees. So, a high degree
of conpatibility m ght not be called for in the
enforcement program The key thingis theresults, not
saying if you do sonet hing youw || pay the sanme penalty
whet her you're in Al abama or in New York.

But that was very interesting.

MR. KAWERER Wl |, thank you. You touched
on one point therethat I1'dliketojust expand upon a
littlebit andit says that we' ve never taken a program
back. While that is true, the |Idaho exanple is, |
bel i eve, an excel |l ent exanpl e, absent witten procedures
for sure, of just what todoto assurethat the citizens
of the State of Idaho are well protected.

I n readi ng that docunented fil e of a couple
of inches thick, there are a great nunber of | etters back
and forth between nysel f and various officialsinthe
governnment there, intalkingwththe governor hinself
and the clear thing we weretrying to establish over a

|l ong period of tine to be sure is for that chief
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executive to nake t he deci sion, do | want t he programor
don't I? Theninthe caseif | do, what are t he t hi ngs
that | needtodoinorder toget aquality programback
on track? Andif | don't, we |let themknow what that
alternativeis and | think thelast piecethat encouraged
t he deci si on to be made r at her qui ckly was sendi ng our
| etter over that said, "In 48 hours we want t o hear what

your planis."” W gave theman extension for a coupl e of
weeks, but the decision cane back t he ot her way and were
prepared with a Conm ssion paper to conme to the
Comm ssion. We didn't start actionright then. We'd
been doingit all along and it was before the Comm ssi on
inamtter of afewdays and t he deci si on was agreed to.
So, thecitizens were protected by havi ng t he NRC pi ck up
that responsibility and do the job.

MR THOWPSON: |'dliketorespond. | agree
with you, M. Chairman, and |I'I| be working with both
St ate Prograns and NMSSto evaluate andtry to take t he
best part of both of the programrevi ews and make sure
t hat we apply those to eval uati ng bot h prograns and wher e
there are di fferences we under stand and can justify why
don't we take a different approach to those. That's part
of the process we |l earned fromthis, as well as fromthe

GAO effort.

COW SSI ONER REM CK:  Bef or e proceedi ng, |



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

60

have a question that |I' mhopi ng t he General Counsel can
hel p me out on and i f not today, perhaps subsequently.
As | read Section 274, and | see words t hat when we agr ee
to an agreenment state status, that that's a
di sconti nuance of the Comm ssion's regul atory authority
and those to ne are very strong words, but at the sane
tinme | realize we have sone oversight responsibility. Is
there any easily definedlineof what i s our authority
once we agree to agreenent state status?

MR. PARLER: Qur authority is, as you
poi nted out, discontinued. The maxi muml| everage is
before the agreenent is executed to di scontinue the
authority. After the agreenent is enteredintoandif
t hereafter for whatever reason the programdeteriorates
to such an extent that in this Agency's judgnent the
responsi bilities are not being carriedout to protect the
citizensinthe state and the public health and safety,
thereis aprocedurethat is set forthin Section 274 of
t he Atom ¢ Energy Act to reacquire the authority which
has been di scontinued to the state.

That is a part of the background, | think,
t hat M. Kamrerer was tal ki ng about for the state, but
t he t hi ng was wor ked out wi t hout havi ng to go t hrough t he
process that is called for by 274.

However, since t he authority i's
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di scontinued, it cannot easily be taken back just
because, say, the Conm ssion m ght think on a particul ar
day t hat t he programi s not adequat e and as of that day
t he programshoul d be reacquired. Thereis adiscipline
process that has to be gone through.

MR KAMMVERER Conm ssi oner Rem ck, there's
one nore thing to add to Bill's point.

COWM SSI ONER REM CK:  Yes.

MR KAMMERER The | egi sl ati on requires that
we periodically reviewthe agreenent states. So, we
still have a responsibility in that.

COM SSI ONER REM CK: | agree. No, | agree
withthat. The point | was really trying to get at, |
asked the question have we ever initiated a speci al
i nvestigation on our own in an agreenent state or have we
ever hired a consultant to gol ook at anincident ina
state wi t hout bei ng requested. | assume we woul d not
have the authority to do that.

MR. PARLER: Thereis-- 1 thinkthat if we
bel i eve that there i s sonet hing that needs to be exam ned
to see whet her the overal |l authority that we have, which
includes the authority to discontinue authority in
speci fi c areas, whet her the stewardshi p over that which
has been di sconti nued i s adequate, that we coul d do that.

Ther e have been -- there was a situati on sonme years ago,
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the details of which |l amnot famliar with, but within
the State of New Mexi co about a mne or amll. The
situation there was such that | think that that was
exam ned i n cooperationwith the states and an agreed to
resolution of the problem was reached.

| think yes, we could do that, but not
frequently.

MR. TAYLOR | can recount one event which
was at an irradiator in Georgia a fewyears back, an
agreenment state. Lateinthe day, inthe evening-- this
was the cesi umcapsul e i ssue. W were indiscussionwth
the state, but we becanme concerned that appropriate
surveys had not been taken at the exit of theirradiator
and there were not state personnel availableto dothe
surveys. | nade the deci sion and i nfornmed t he state that
we had peopl e and we sent peopl e out that night totake
surveys, contam nation surveys out si de because t hi s was
inan industrial park and we were concerned that any
contam nation, cesium mght be tracked further. So, we
acted. Inthat case, the state did not have, for sone
reason or the other | can't recall, but we noved t hat
ni ght wi th our own equi pnent, did a survey, of course
advi sed the state pronptly and wor ked t oget her with the
state for the remai nder of our involvenmnent there.

COW SSIONER REM CK: |' mgl ad t o hear that.
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MR. TAYLOR: |t woul d be rare, but | think

in that case we did act in the public interest.

MR. PARLER: | would think that in any
exanpl e such as this where the event that is being
exam ned coul d have i nt er st at e consequences as far as t he
protection of the public health and safety i s concer ned,

that this Agency woul d have authority and an role to

pl ay.

COWM SSI ONER REM CK:  Thank you.

MR. BERNERO. (Slide) I'dliketoresune,
if I could have slide 14.

The d evel and Pl ai n Deal er seri es addr essed

t hese issues extensively in the nonth of Decenber.
COW SSI ONER REM CK:  Comment to staff.
Numbers on the pages woul d be hel pful.
MR BERNERO Yes, nyregretsthat | didn't.
They're handwitten nunbers I'musing. It's the one

Cl evel and Plain Dealer series title.

Much of what we' ve al ready sai d speaks to
t he principal issuesraisedinthat series, but I'djust
i ke tosumrarize the i ssues here and hit sone highlights
on t hembef ore we get to our concl usi ons or observati ons.
Basi cal | y, we see the series as focusi ng on
us and t he agreenent states inthree general categories

or three general issues, the first being oversight. The
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oversi ght i ssue being characteri zed as snmall resources
are dedi cated to t he nedi cal program not enough peopl e,
not enough experti se presunmably, that fines are smal |,
that the ampunt is too small to be significant, that
there' s no fol | ow up on wongdoers, peopl e who have done
sonet hi ng wong. Thereis inadequate reporting, that
informationisn't sharedwith the states, that general
oversi ght chall enge.

The second i ssue concerned fol |l ow up of
patients subject to m sadm nistration and the argunent
bei ng that we didn't know about the consequences, that it
rai sed t he questi on of our responsibility to focus not
only on the circunstances of m sadm ni stration but the
consequences, especially following the patient to
determine did the patient ultimately die of the
radi ation. That in particular onthe R versi de Hospital
events, and thirdly the expansi on of the NRCregul atory
purview, the article series had a good nunber of
incidents that werew thlinear accel erators, which are
used for tel et herapy purposes, andas | recall it even

saidthat we repeatedl y refused to regul at e such devi ces.

(Slide) So, if I couldjust take the next

slide and touch on the three i ssues, just highlight sone

of the concerns, the NRC and agr eenent state oversi ght,
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Car| has just explainedto youthe agreenent states so ny
remarks are going to focus on NRC as a pattern.

First of all, as far as the resources we
dedicatetothis, we toldyouinthe Conm ssi on paper we
just sent up that we have 74 individuals in staff
directly involved. Thisislicensingandinspection and,
you know, support individuals, dedicatedtothe extent
that 41 full tinme equival ents per year are dedicatedto
the regulation of nuclear medicine. That s
approxi mately one-third of our materials regul ati on
programand t hey constitute approxi mately one-third of
our materials |icenses.

We al so have about a mllion dollars in
programsupport to assi st i nnmedical regulation. Now,
these arefairly well-qualifiedpeople. W have, as you
know, a nedi cal doctor onstaff asavisitingfellow, but
our own staff are non-nedi cal doctors, but many of them
have advanced degrees including doctorate degrees.
They' re general | y heal t h physici sts or physicists. And
we retain nmedical consultants, of course, as we were
di scussing earlier.

Qur inspection activities are --

COWMM SSI ONER de PLANQUE: Bob?

MR. BERNERO: Yes?

COWM SSI ONER de PLANQUE: Before you go of f
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t he FTEs, does that 41 include the FTEs required to

oversee t he agreenent states nedi cal programor is that
an additional --

MR. BERNERO No, no. Thisis our program

Now, our inspection activities --

CHAI RVAN SELIN:  That' s one FTE for every 50
licensees is basically what it works out to.

MR. BERNERO. Yes.

CHAI RMAN SELI N:  And how many t her apeuti c
adm ni strations are you tal king about?

MR CUNNI NGHAM | n round nunbers, 200, 000.

MR. BERNERO: Yes, sonething like that.

MR. CUNNI NGHAM  Roughl y.

COW SSI ONER de PLANQUE: That's nati on-
wi de?

MR. BERNERO. Yes, nation-w de esti mates,
and you'd say athird of themare in-- that's a very
crude estinmate, because, as Carl Kamerer showed you, the
four big popul ati on states are agreenent states, so that
| would tend to |lean toward nore |ike a quarter

CHAI RMAN SELIN: Well, it'sathirdof the
license -- we have athird of thelicensees. Maybe we
have a third of them

MR. BERNERO Yes. It depends on whi ch one

you woul d use.
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CHAI RVAN SELI N:  Okay.

MR BERNERO But we do scal e our i nspection
priority anywhere from a nom nal annual basis of
i nspectionto every four years dependi ng on t he si ze of
the activity, abroadlicense, abigfacility versus a
smal |l community hospital or an individual |icensee.
Frequently we have to use specific judgnent to scale
that, because it is possibleto have individual |icensees
who are goi ng bankrupt or aging, you know, elderly
doct or s who have sources, tel et herapy nmachi nes wher e you
have to give alot of extra attention. But, as a general
rule, we scal e theinspectionfrequency tothe size or
scope of their licensed activity.

And t hen, of course, we do have extensive
enf orcenent and i nvestigation activities, soin general
| woul d respond to the chall enge that thereis inadequate
oversi ght as sayi ng we do have extensi ve oversight. It
isn't dozens and dozens of i nspectors for any one state.
We reviewthis every year through the process. It's an
al | ocati on of resources process and we have t o nmake t hat
j udgnent every year and fromtinme toti ne we do shift and
increase the enphasis or increase the inspection
frequency or sonething like that.

(Slide) If I couldturnto slide 16 and

just touch on the followup with patients, we tal ked
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about this quite abit before. | wouldrecall for you
t hat m sadm ni stration reporting has been a requi renent
for NRCI|icensees nowfor 13 years and t he agreenent
states have coneintoit norerecently. The datathat
are avail able, youw || see, for agreenent states cover
only oneyear. They'rereallyinthe m sadm nistration
reporting start-up node, whereas NRC has a | onger peri od
of reporting.

M. Chairman, you referred to the
notification data, you know, their reporting data as
being fairly sparse, 1023 or 10* annual frequency i s our
best estimate, somewhere in there, and they're not nmany.
And when you start | ooki ng at i ndivi dual states, | woul d

just say with a caution that it's very hard to get

meani ngful data at these | ow nunbers or sparse figures.

VW do requireinmsadmnistrationreporting
t hat the m sadm nistration bereportedtothe patient or
to the referring physician and giving the referring
physi ci an the optiontow thholdthe information fromthe
patient if it's deemed nedically justifiable. W do
followuponthat. Wetrytofollowupto make sure that
t hose notifications are nade and, simlarly, we have t he
procedure that | referred to earlier of reporting
exposures to peopl e.

You know, we have cl ear regul ations for
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reporting exposures of workers within a |icensed
operation, but where inadvertent exposure victins,
victins of i nadvertent exposure froma source traveling
across thecountryinatruck that fell out of its shield
or, inthe case of this nore recent incident in Indiana,
Pennsyl vani a, ot her residents of the nursing hone t hat
wer e i nadvertently exposed, we have a | ess rigorous
process, for sure, for notifyingthose people. W often
use the nedical consultants to do that and --

CHAI RMAN SELI N: Can you just stop for a
second?

M. Kamerer, is it a requirenent of
agreenent states that they alsorequire that patientsin
the agreenment states be notified if there's been a
m sadm ni stration, what the anount is and the likely
medi cal effect?

MR. KAMVERER: | don't know that fine
detail, but the answer is yes for notification.

CHAI RMAN SELIN: See, | was struck. It's
truly anecdotal and the Riversi de event was alongtine
ago, but basically the governnent stopped investigating
what happened to the patients when we had enough
information to say that there was a serious problem
rat her than sayi ng we shoul d | ook at each patient to see

i f anything should be --
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MR PARLER. M. Chairman, a prior chairmn

of this agency toldthe Congress that they were goingto
| ook at each patient. 1 just thought | woul d bringthat
out to you, sir.

CHAI RMAN SELI N: Well, that's alongtinme
ago.

MR. PARLER: Ri ght .

CHAI RMAN SELIN: So the questionis, dowe
do t hat now? There was al so a case t hat was brought up
i n an agreenent state where an agreenent was nade bet ween
t he hospi tal and sonebody el se and one of the conditions
was that theinformation effectively not be giventothe
patients. Now, things happen. | understandthat they
can happen, but one of the things |' mconcerned about is
how systematically we follow up on the foll ow up
provisionbothinNRCIlicensees. The policyis clear,
but the practice is not so clear to ne.

MR. BERNERO Wel |, | woul d questi on whet her
we have a cl ear statenent of the purpose and t he ext ent
of our foll owup for patients. Are we stopping at the
poi nt of ensuring that they are notified or are we
continuing to observe the patient or to nonitor the
patient's progress toward ensuring appropri ate nedi cal
care? We are not doing the |ater.

CHAI RMAN SELIN: Wt hout gettingintothe
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|ater, it's just clear that we do have an obligationto
do the former.

MR. BERNERO. Yes.

CHAI RMAN SELI N:  And one of t he question |
hope you revi ewanswers us whet her we can be assured t hat
we are systematically doing the fornmer. The |l ater one,
when you nmake a r econmendat i on what you t hi nk we ought to
do, then the Commi ssion wi || probably speak on what it
bel i eves ought to be done.

MR. BERNERO Yes, i ndeed. The way | woul d
put it is we have to have a sharp definition of what our
scope of follow up and t he extent and purpose of that
followupis and that the procedures are bei ng rigorously
fol | owed.

| was usi ng the exanple a fewm nutes ago
about reporting extraneous, that is non-patient
exposures. That isinareal state of confusion for us
ri ght now, because we don't have a ri gorous systemof who
does what, who reports it. But the follow up of the
patients as we saw at Ri versi de and as we see even in
cases today, we don't have a |l ong-termnedi cal foll ow up.
We have an arrangenent whereby on a voluntary basis a
patient nay be nonitored i n an epi dem ol ogi cal program
but the NRC does not have a cl ear procedure for long-term

fol | ow up.
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COW SSI ONER CURTI SS:  Bob, coul d | pursue

that? There are two di screte questions here that | think
we' re tal king about and there's some confusion.

We have a policy that provides for initial
notification of the patient andthat policy |l thinkis
one that's well -established and | think reaffirnmedinthe
QM rul e. There's a separate, maybe related, but
neverthel ess a separate issue, and | think M. Parler's
comment touched on this question, and that i s what is our
obligationw threspect tofollow ng up on a pati ent who
has been t he subject of a msadmnistration fromthe
st andpoi nt of beyond initial notification?

The policy, as | understandit, andit's a
relatively old policy but it is a policy that in the
exchange of communi cations back inthelate'70s seemto
suggest clearly what the policy was, isthat we foll owup
on the patients to the extent necessary to carry out our
regul atory responsibilities. Nowthat may not require
us, the argunent goes, tofollowup withrespect to each
patient to ensure that they get adequat e nmedi cal care.
That m ght be t he doctor's responsibility, some woul d
argue. Nor does it require, and the Cl evel and Pl ain
Deal er series focusedin particular onthis point ina
critical way, nor does it require, the argunent goes, for

us to foll owup on each patient to determ ne whether, in
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t he event of death, as everybody will at sonme point
encount er, that deat h was caused by t he m sadm ni strati on
t hat occurred and that the patient under the current
policy would be infornmed of.

| guess ny question here at this point is
really twofold. | readthe discussioninthe SECY paper
and it goes on for sone | engt h begi nni ng on page 14. |
read t hat di scussi on as | ayi ng out several pros and cons
of what you call Iong-termpatient foll ow up w th perhaps
a heavi er enphasis on the cons, but neverthel ess a
di scussi on of the pros and cons of | ong-termpatient
fol | ow up.

Now, ny questions are really two-fold.

One, this is a paper which the Ofice of
General Counsel has concurred in.

MR. PARLER: Well, there's no |egal
objection to it.

COWM SSI ONER CURTI SS: | guess the first
guestion -- I'msorry, no objection to the paper

MR. PARLER: That position was arrived at
after nmuch internal effort and discussion and
qualifications in the words.

COWM SSI ONER CURTI SS: Us | awyers need t o be
careful about the ternms we use.

MR. PARLER: That neans that all of the
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facts and stuff in here about what is going on for
current practices, these nunbers fromagreenent states,
et cetera, | cannot vouch for those.

COW SSI ONER CURTI SS:  Okay.

MR PARLER @ venthe input that we had and
what t hese fol ks say that t hey are enbar ked on doi ng, |
have no | egal objection to that.

COW SSI ONER CURTI SS: Okay. | had a
specific question. Mybe it picks uponthat point. In
| ayi ng out t he pros and cons of | ong-termpatient foll ow
up i nthe devel opnment of the policyinthisareaandin
suggesting, as | think you're going to, that this be
somet hi ng t hat woul d be eval uat ed by an ext ernal group,
do | infer fromwhat we have before us that the question
i s basically apolicy question andthat we have a range
of |l egal options rangi ng fromwhat |'ve just described as
the policy in the late '70s to something nmuch nore
aggressive? Essentially, it cones down to a policy
guestion?

MR. PARLER: Certainly the near-term
actions, as distinct fromthe |l onger-termacti ons where
your characterization was the sanme as ny under st andi ng
t hat perhaps for the | onger-termthe cons were presented
with greater wei ght than the advant ages, what governs ne

i s that the Comm ssi on has deci ded unequi vocal |y t hat t he
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patients have a right to know when they have been
invol ved in a serious m sadm nistration, unless this
i nformati on woul d be harnful tothem There's nothing
anbi guous about that. That has been the policy that this
Conmi ssi on has adopt ed si nce 1980. And even before that
pol i cy was adopt ed, the Conm ssion prior tothat tine
advi sed the Congress inaparticular situationthat it
woul d i ndeed fol l owup on patients that were invol ved in
a serious m sadm nistration.

COWM SSI ONER CURTI SS: I nformt he pati ent
that they had -- or the referring physician?

MR. PARLER: Yes.

COW SSI ONER CURTI SS: But t he questi on t hat
| " mraising and t he reason | nmake t he di stinction between
the two is because there is a difference in ny view
betweentheinitial notification, whichl think you' ve
summari zed as | understand it, and the question of
whet her we have an obligation, I egal, or whether it's a
policy choice for what you refer to in this paper as
long-term after theinitial notification, |ong-term
patient followup to the point even of determ ning
t hrough, let's say, an autopsy what that patient died of.

MR. PARLER Well, whatever it is that the
Comm ssi on bel i eves, at | east inny judgnment, that they

have to do t o make sure that the pati ents who have been
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i nvol ved i n a serious m sadm ni strati on have been gi ven
adequat e knowl edge t hat t he Conm ssi on has gotten about
the situation. When you go beyond that, then | don't
t hink there are any | egal requirenents that are i nvol ved
over thelong-term That's why inthis paper there's a
sent ence added that, for the short-termthings, that the
General Counsel, the OGC, believes that these argunents
for the notification and the advice and so forth are
per suasi ve.

CHAI RMAN SELIN: Do you want to hear M.
Bernero's answer?

MR. BERNERO: | woul d just |i ke to add, by
the way, thecitationthat Bill Parler just made i s | ow
on page 16, if you wanted to refer to it, about that
bei ng persuasive for the short-term

Inorder torespondto the question, | would
like to put it in a framework and go back to the
Ri versi de Hospital incident and t he confused hi story t hat
followed it and endi ng wi t h Doct or Pol ycove' s nenor andum
about what was the final count, you know, the three
categories of deaths attributable to that series of
m sadm ni strations.

Inthe original foll owup, the short-term
fol |l ow-up, our nedical consultants were | ooking at

pat hol ogy and fol | ow ng t he cases and got to two deat hs
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which clearly established the gravity of the
m sadm ni stration. This was a very serious
m sadm ni stration or series of m sadm ni strations and
they got totwo deaths and that, innmy mnd, is away for
t he Conmi ssionto say, "Yes, we knowthis is serious.
The consequences are grave of this sort of m stake or
m sadm ni stration.”

Then, if you go t hrough t hat correspondence,
you can see t he confusion. "Were are we goi ng to get
t he people and who's going to do it and do we do
aut opsi es and what - have-you?" The fol | ow up whi ch cane
and was sunmari zed i n Doct or Pol ycove's report -- not
that we did the followup, but the way it was done - -
said, "Utimtely one can categorize all of the victins
of m sadm ni stration as ones who di ed of the ori gi nal
cancer, ones who di ed of the cancer but quite probably
with asignificant contribution or del eterious effect of
the over-irradi ation, and | astly those who di ed of over-
exposure."

And you may recal |l that even in one of those
cases -- | think you questioned it sone tine ago, M.
Chairman -- we're tal ki ng about sonething|like 25to 50
percent over-exposure, not areal bigleap. You know,
you' re dealing wi th highradiationright onthe threshold

of very serious damage to the person because you're
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trying to damage the tunor. Nowi n that context | woul d
say that, fromwhat we | earned fromGeneral Counsel, the

short-termargunents are persuasive. Yes, that'sclearly

a |l egal obligation and we don't question that at all.

But the | ong-termfoll ow up is sonething
that | think the Conm ssion would want to make as a
policy choi ce, | ook at the alternatives and then turn and
ask General Counsel inthat context, "lIs this agoodidea
or isthis aviablealternative? Do we have either the
| egal authority or the legal conmpulsion to do it?"

COW SSI ONER CURTI SS:  The reason | rai sed
the question, and | think it's clear that after we
originally notify the patient, whichislegally required
and there's no di sagreenent about the question that
ari ses as to what extent do we undertake a |l ong-term
foll ow-up of individual patients, if we have a | egal
obl i gati on to do sonet hi ng nore t han what we' re doi ng
ri ght now, I personally woul dn't support referringthis
to an outside group to exam ne the pros and cons, if
we' ve got sonet hi ng t hat we need to be doing that we're
not currently doingright now | don't understand M.
Parler to be saying that.

And so the remmi ning question, then, is
whet her i n exam ning t he pros and cons and defining the

extent to whi ch we woul d pursue | ong-termpatient foll ow
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up whet her there's a questi on about our | egal authority,
not our | egal conpul sion but our |egal authority to
ext end beyond what we have defi ned to dat e as t he purpose
of our role.

MR. PARLER: May | say sonething or not?

CHAI RVAN SELI N:  You certainly nay and, if
Conmi ssi oner de Pl anque agrees, you nmay do so ri ght now.
Pl ease do.

MR. PARLER: These | onger-termthings are
good questions. One of my problens is that | have not
been abl e to cl early under st and what our practice has
been for the short-term whether in this event where
t her e wer e 400 peopl e t hat presumably suffered serious
m sadm ni strationwere they notified. Wat were they
noti fi ed about, et cetera? That's what bothers ne, sir.

COWMM SSI ONER de PLANQUE: 1t's still not
even clear tonmeif we can answer the question. Were
t here has been a m sadm ni stration, is there aradiation-
related harmor death as a result?

CHAI RMAN SELIN: 1'dlike to followup on
t hat observation, if | mght. There are two things that
| " mconcerned about inadditiontothe questions that
Conmmi ssioner Curtissraised. Oneisthisdistinction
bet ween short and I ong-termisn't as clear as it sounds.

For i nst ance, i f t here was a
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m sadmnistrationand we tell the patient what it was and
how much it was, et cetera, that m ght let us off the
hook i n general. But if you knowthat a coupl e of peopl e
have been kil | ed, you m ght have a very different vi ew of
when you have enough i nformationinthe short-run, in
ot her wor ds whet her just know ng t he radi ati on at t hat
poi nt i s enough or whet her you need to nonitor for a
whil e even to neet the "short-term™

When you do your review, |'dlike youto do
two t hi ngs we haven't di scussed. The first is off the
topic sofar, andthat i s we have t he sentence t hat says,
particularly in the case of a therapeutic
m sadm ni stration, that the pati ent nust be appri sed of
the m sadm nistrationnolater than 24 hours after its
di scovery unl ess, A thereferring physician says he'll
do sonething or other or, B, based on the nedical
judgment, telling the patient would be harnful.

' ve heard fromanecdot al i nformati on t hat
we' ve t aken t oo generous a viewas to when t he pati ent
need not be told, i nother words sonebody sayi ng, "Oh,
don't worry about it. It wasn't such a big deal," et
cetera. | nean, the statenment is very clear that
sonebody has to say it would be harnful to tell the
patient. The patient isinsuchadelicate franme of mnd

that tellingthat patient at this point m ght i npede his
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or her recovery.

Woul d you ook i n practiceto seeif we've
appl i ed t hat tough a standard or we' ve been put off by a
much nore casual standard?

COWM SSI ONER REM CK: I n what tine franme
woul d you | ook at that?

CHAI RMAN SELI N:  What ever reviews --

MR. BERNERO Intherequirednotification.

CHAI RMAN SELIN:  No, no. Conmmi ssioner
Rem ck -- there's no sense in going back tothe R verside
event, but when you | ook at the recent events have we
been pretty rigorous at telling the patients or do we
accept a much |i ghter excuse for not tellingthe patient
than would be called for by the rules?

MR. TAYLOR: Go ahead, Hugh. 1 think you
shoul d --

MR. THOMPSON: Yes. M. Chairman, | just
want ed t o make sure the record refl ected that there was
no fol l owup reporting requirenent for the patients at
Ri verside. W clearly have that responsibility today and
we would clearly do that foll ow up

CHAI RMAN SELIN: No, |I'msorry. Nothingl
was t al ki ng about was suggesting R verside. 1 just want
t o make sure when you | ook at these cases that you do a

reasonabl e post-audit about, if we didn't tell the
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patient, that we had what you woul d today feel was
sufficient --

MR.  BERNERO Yes. In our current
activities, the way the reporting requirenment is
structured, we arereally deferringtothe judgnent of
the referring physicianto nmake t hat concl usi on and we
don't override it.

MR. TAYLOR W can get that information for
you.

MR BERNERO W canreviewthat, andthat's
a significant factor.

CHAI RMVAN SELI N:  The second i s sort of an
anal yti cal suggestion. Wen you | ook at what you bel i eve
are the pros and t he cons of | onger-termfoll ow up, |
woul d I'i ke youto apply that as if there were a Ri versi de
today. Inother words, inareally serious event where
a coupl e of peopl e have been known t o have been ki |l | ed,
don't just take the dry | egal anal ysi s and say what are
our obligations, short-termversus | ong-term but say, if
we foll owed t his policy, what woul d that tell us about a
new Ri ver si de? You know, woul d we stop after two peopl e?
Woul d we continueto foll owpeopl e? Sothat you have a
sort of a meta experinent to say, if we applied this
policy, if this case happened today and i f we applied

thispolicy, isit intuitive account or intuitive that
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we'd be comng up with the right answer?

I mean, | go on the general view, to
par aphrase t he General Counsel, that we are obli gat ed due
tothe short-terminvol venent. W have vast authority
and t heref ore, shoul d we choose on a policy basis to do
t he l ong-termfol | ow up, that nobody woul d say we' re not
allowed todoit, but that we have fl exi bility about why
woul d we do it and how does it support the regul atory
function. At least, that's ny going in view and
therefore l'mvery interested, as |' msure t he ot her
Conmi ssi oners are, inthe policy pros and cons as well as
| egal .

MR. BERNERO: In fact, | was answering
Comm ssi oner Curtiss' questionciting R versi de because
itis-- not torediscover or redo Riverside, but to use
it as a hypothetical experinment.

CHAI RMAN SELI N: Ri ght .

MR. BERNERO |If we hadit to do over again,
what makes sense? What woul d be sound policy as wel | as
what woul d be legally required?

MR. THOWMPSON: | would like to add one

comment in the discussion with respect -- excuse ne.

CHAI RMAN SELIN:  Comm ssi oner de Pl anque?

COWM SSI ONER de PLANQUE: | woul d al so ask

for sone clarification of what thesituationisinthe
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agreenent states, because, if youl ook onthe followup
of patient section and on page 15, it says, "Aspeci al
not e: some agreenent states do foll owup i nspecti ons
after serious admnistrations,” andit's not clear to ne
what the situationthereisinterns of patient follow
up, what's the policy.

MR. KAMMERER: 1t's basically the sane as
the NRC and there's only, I'mbelieving, two or three
t hat have gone beyond.

CHAI RMAN SELIN: M. Thonpson?

MR. THOWPSON: | think there was a question
on how far do we go to evaluate. One of our
responsi bilities to eval uate the significance of an over-
exposure to the individuals goes to the potenti al
enforcenment actions. Obviously, the death or | oss of an
organ el evat es t he enforcenent actions that we take, so
it isincunbent upon us to eval uate the significance of
the over-exposures in order for us to take the
appropriate enforcenent action where appropriate.

COWM SSI ONER CURTI SS: Just an observati on
onthat. | nean, if your point hereis -- take Riverside
and you' ve got 400 people, andI'l| defer tothe |l awers
here on this, or these |lawers, if the nmagnitude or
nat ur e of the enforcenent acti on that we t ake requires us

to understand in along-termcont ext beyondthe short-
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termnotificationandrelatively limted periodof tine
what the ul ti mate di sposition of each individual was in
terms of whether there was a fatality directly
attributable to the radi ati on over-exposure over an
ext ended period of time, that deserves sone caref ul
anal ysi s by t he enf orcenent ar mbecause it suggests t hat
enf orcenment acti on woul d need to be deferred until you' ve
got that informati on. That al nost inplies that we've got
a legal obligationtodolong-termfollow up sothat we
know what the magnitude is.

CHAI RVAN SELI N:  Let's not get too far out.
There are al ot of interesting questions. They're very
i mportant policy questions we woul d | i ke your advi ce on,
et cetera, taking into account one of the regul atory
functions is the enforcement. Don't try to nmake a
j udgnent whether two fatalities would |ead to one
enforcement action or four woul d | ead t o anot her one,
but, just as you go through this, take a |l ook at some
real things that have happened and see what woul d t he
results have been had we had these policies at thetine
and do t hey match or go agai nst your intuition as to what
good regul ati on woul d be.

It's clear there's alot of stuff tol ook
at. | nean, that's the one clear conclusion of this

di scussi on.
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Maybe you'd want to continue with your

anal ysis of the Plain Dealer --

MR. BERNERO. Yes.
(Slide) I'dliketogotoslide 17 and j ust
touch on the third major i ssue, the expansi on of our

purview. The Plain Deal er suggested that NRC shoul d

regul ate al | medi cal uses of radiation, especially |inear
accel erators, because of the history of m shap with them

Nowthe develandPlain Dealer, as | recall,

said we refused repeated requeststoregulatethat. W
know of no formal request that anyone ever nade for us to
regulatethat. | do note here that the issue of natural
and accel erat or- produced radi oacti ve materi al was before
t he Conm ssion a fewyears back. W produced a report on
t hat subject to discuss the pros and cons. It was
focused on discrete sources.

The Conf erence of Radi ati on Control Program
di rectors suggested t hat we ought to seek regul atory
authority over discrete sources, things |ike radi um
needl es, quite different fromlinear accel erators, and we
went t hrough a process of self-review, discussionwth
t he Comm ssion. Wereferred that i ssuetothe Cl RRPC,
the Committee on I nteragency Radi ati on Research and
Pol i cy Coordi nation, and we have decli ned to pursue t hat

regul atory authority.
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CHAlI RMAN SELI N:  Conmi ssi oner Curtiss has

poi nted out that either I m ght be |l ess than clear or |
m ght, God forbid, actually be suggesting sonething
that's a bad idea in ny remarks.

|"dliketo nmake clear I' mnot sayi ng t hat
part of this review about how far we go beyond the
i mredi at e notification has to be part of your internal
review. Just, you know, you'll come back to us and
you'l | say, "Here are t he questi ons we want to do onthe
internal reviewand the external review, et cetera.” And
when you do that question, I'dIlikeyouto foll owsone of
the logic that I put out, but I"mnot suggesting that
it's necessarily animedi ate short-termneed to address
this question of followup tracking. W' re opento
suggestion fromthe staff.

MR. BERNERO. |1'mjust goingtoturntothe
reevaluations. | think it's a good idea.

(Slide) Slide 18. I make a sonmewhat
artificial distinction here between technical or narrow
eval uati ons and managenent evaluations of broad
progranmati c character.

As an exanpl e of the techni cal eval uati ons
that | think are inportant the Comm ssi on shoul d be awar e
of , we have a fewcontracts and technical activity within

the staff to |l ook at risk anal ysis and human factors
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associ ated wi th nedi cal adm ni stration. The technol ogy
changes year by year. The devi ces becone nore powerful,
hi gher ener gy density you m ght say, where nore radi ati on
can be deposited on asolidtunor inashorter period of
time by the use of advanced technology. And we're
| ooki ng at the human factors of usi ng such equi pnent and
| ooking at risk analysisto seeif there are insights
t here that woul d hel p us a great deal i n howwe regul at e.

Aword of warning. W' relooking at devices
and, under the | aw, t he Food and Drug Admi ni stration has
authority over devices. W have authority over how
devi ces are used, and the states have certain authority
al so, andsoit getstobeabit nurky there. But we're
doi ng techni cal eval uations that can be useful to all of
us, all the regulatory parties.

COW SSI ONER REM CK: Al ong t hat | i ne, not
i nthe sane vein that you re usingrisk anal ysis here, |
under st and what you' re sayi ng, but has any t hought been
given to whether it's practical or not to have sone ki nd
of overal | guidance in the nedi cal area about the concept
of a safety goal |ike we nowuse in the reactor area
where it hel ps us at | east put things in perspective?
Has any thought been given on the practicality? |
realizeit mght bedifficult, but inthe reactor areait

was difficult tooto cone up with sonethingthat m ght be
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a goal by whi ch we judge success or | ack of success in
t hese areas? |' mjust aski ng has t hought been given.
"' m not asking you for a solution.

MR. BERNERG: Just for background, inthe
debate onthe QArul e which ultimately becane the QMrul e
and t he suppression of msadm nistrationrate, inthat
debate t here was a great deal of di scussion of what is
the real rate of m shap or m sadm ni strati on and why
can't it be pushed further toward zero and t he Conm ssi on

itself was i nvol ved i nthat debate. The data are sparse.

It's very difficult to make a broad judgnent |ike that.

We al so have been | ooki ng and our nedi cal
visiting fellows are pul | i ng together the context m shap
rates or error rates or fatality rates associatedw th
medi cal procedures ingeneral. | thinkyouall realize
that sinply going under a general anesthetic is a
relatively hazardous operation.

| was advised in ny own case. | took a
thalliumstress test alittle over a year ago and t he
cardi ol ogi st advised ne that | had one chance in a
t housand of very serious result tothat test, in other
wor ds keel i ng over onthe treadm || and dying fromthe
stress. Sowe'relookingtothat as a context for are we
trying toget asafety goal that isunrealisticor that's

not achi evabl e.
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COW SSIONERREM CK: Is that zero? |s zero

a safety goal? Is it arisk that is no greater than
ot her medi cal procedures? |'mjust questioning. Has
anybody gi ven t hought if thereis away of approaching
this --

MR. BERNERO Yes, we are giving that
t hought .

COW SSI ONER REM CK: -- to give us sone
perspective on judging on whether we are doing an
adequate job or not?

MR. BERNERO And as you sai d, when | spoke
of risk analysis here, | was tal king about --

COW SSI ONER REM CK: | under st and.

MR. BERNERO -- sensitive engineeringrisk
anal ysi s of devices.

COWM SSI ONER REM CK: That | under st and.
You just rem nded ne of the question.

COW SSI ONER de PLANQUE: May | just add?

COW SSI ONER REM CK:  Yes.

COW SSI ONER de PLANQUE: 1 nthat context,
if youlook at the rate of m sadm ni strati on which, if ny
nunbers are correct, are about one in 10,000 for both
di agnostic and therapeutic, that's the rate of
m sadm nistration. If you' re |l ooking at a conparison

with sonethingliketherisk of death fromanest hesi a,
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it's the death rate or the harmwhich is, again, a
significantly | ower nunber --

MR. BERNERO: Exactly.

COW SSI ONER de PLANQUE: -- that you need
to conpare.

MR. BERNERO. Yes. You have to conpare
m shap with m shap, death with death or whatever
consequence.

CHAl RMAN SELIN: But at the sanetine, it's
just the m shaps. W' re not | ooking at the pl aces where
the prescriptionisintrinsicallyrisky. | nean, we're
not tal ki ng about the right dose was applied but the
patient becaneill because of that. | nmean, it's just a

very small part that we're | ooking at.

MR. BERNERO: It's a very narrow context.

One of the Cl evel and Pl ai n Deal er events

that was reportedinthere was not a m sadm ni strati on.
It was an argunent that the doctor prescribedtoo severe
aradiationdosetotreat the cancer and that that | ed
the patient to despair and sui ci de. Qur systemis unabl e
to discern that.

We al so have, intechnical eval uati ons of
the narrowtype, incident investigationreports. The
brachyt herapy i ncident in Pennsylvania is a salient

exanple. You'll hear about that shortly.
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(Slide) If I couldturntoslide 19, 1'd

i ke to tal k about the nore generic programmati c thi ngs.

The Chai rman menti oned at t he out set an NRC
initiated eval uation. Last summer in managenment
consi deration the staff deci ded that a nucl ear nedi cal
activities managenent pl an was an appropriatethingto
do. Inorder toclarify our role, try to focus onthe
safety issues and pick up many of the things, we
devel oped an i ssues paper. The pl an we were fol |l ow ng,
we i nforned t he Conm ssi on | ast Sept enber, | think, about
what we were doing.

We devel oped a nedi cal i ssues paper and have
al ready had ext ensi ve di scussi on of that paper with the
Advi sory Committee on Medical Use of |sotopes |ast
Cct ober, with the agreenent states al so | ast Oct ober,
wi th our regional staff managenent i n Novenber, | ast
Novenber, and we' re proceedi ng t o devel op what we t hought
was t he ri ght eval uati on and concl usi ons to cone forward
to the Comm ssion.

| must admt that we did not have all of the
right i ssues with today's perspective, that events have
overtaken that plan to a substantial event, and the
Comm ssion itself has directed us to do further

eval uati ons cat ching that one in m dstreamand you' ve
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adnoni shed us to coordi nate the further eval uati ons with
this, sowe nowhave what amount to three eval uations in
process. This onel wouldcall aline managenent program
managenent pl an.

(Slide) Andthen, if youturnto slide 20,
on Decenber 21st the Conmmi ssioninstructed us to dotwo
oversight reviews, the first review by NRC senior
managenent on t he ef fecti veness of t he exi sting program
and that oneto be particularly coordi nated wi t h our own
I i ne managenent one and we're trying to work out just how
to do that right now.

And t hen secondly, areviewby an ext ernal
group, the Comm ssion calling for a review of the
adequacy and appropri at eness of the current framework of
regul ation and, as we said in the paper, we have
initiated contact with the Nati onal Acadeny of Sci ences
and t heir broad spectrumof capability. W're | ooking
into that and we believe that we can come up with an
appropriate planinthe near future and of course we'l|
be comi ng to t he Conmmi ssi on as you requested for howto
do that and whether it will serve the purpose you seek.

So we have t hree i ndependent audits or three
oversight reviews going on all in some sense of
coordi nation, | hope, in the com ng nonths. | would

expect the i nternal one and the i nternal NRC nanager
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oversight tohave atine scal e of nonths to conpl eti on,
wher eas t he external revi ewwoul d be nuch, nuch | onger,
nore | i ke one or two years to review, so we shoul d be
prepared for that.

(Slide) Nowif I couldturnto slide 21 and
just summari ze, i nthe Conm ssion paper itself we had a
concl udi ng section that we entitl ed "Observati ons and
Furt her Considerations.” | wouldjust |iketo highlight
t hat we enunerated i nthe paper a nunber of aspects --
Carl Kammerer spoke to sone of them-- where anal yses of
programeffectiveness or needs stand unsati sfied for
i mprovenments in programeffectiveness. Those we i ntend
togoforward with, but I want to single out thetwo as
per haps t he nore knotty probl ens that we need t o deal
with,

One is the evaluation of regulation of
devices. Thisis goingto cone out especially clear. |
think the needwill be showninthe llITreviewwhen Carl
Papparell o reports onthat, because that's right at the
heart of the affair, the regul ati on, howt he devi ce was
regulated. That's goingto be avery difficult problem
institutionally. What are the various agency
responsibilities, authorities? Isthistheright way to
doit and howis the public safety interest best served.

And the other is of course what we've
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di scussed extensively al ready, the policy for patient
followup. Wiat arewe really tryingto do? Wat isthe
scope? What istheextent of it? AndIl want totry and
wor k that -- both of these issues, but especially that
one on patient followup-- intotheinternal reviews and
not sinply sit back and wait for a one to two year
external review

CHAI RMAN SELIN: The first reviewor the
second revi ew?

MR. BERNERC Into both, if 1 can,

but we have a tough rowto hoe there. | don't
think it woul d be proper for the Conm ssionto sit back
and say, "Let an external body take a year or two to
reviewit before we pursue the matter."” | thinkit's
timely that we doit ourselves. At |east, wecertainly
want the independent view --

CHAI RMAN SELI N:  Let me just say one t hing
tothis, Bob. However you deci de to do the policy thing,
| think your first |evel review has got to at | east
ascertain what we do today, what we really do today.

MR. BERNERO: Exactly.

CHAI RMAN SELI N:  As opposed to what the
papers do today, with sonme critique there. Wether you'd
want to raisethe policyissues there or do your mddle

| evel internal review, | think, is open.
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Comm ssi oner Rogers?

I"msorry, did you have anything further?

MR. BERNERO No, no. That concludes it.

CHAI RMAN SELI N: M. Tayl or, did you have

any other --
MR. TAYLOR: We have nothing further.
CHAI RMAN SELIN:  Conm ssi oner Rogers?
COWM SSI ONER ROGERS: Wl |, it's been avery
hel pful, 1 think, and detail ed discussion.
| don't really have very much. | wonder if
i n any way you have consi dered the possibility -- | think

t he i ssue has been rai sed maybe i n t he Cl evel andPl ai n
Dealer, |I don't know -- of the question of tracking
chronically bad practitionersinthis area andin any way
we can or should play arolethereinidentifyingthose
peopl e, at |l east calling the attention to the proper
authorities in these matters.

MR. BERNERO Yes, we have, and we have a
wrongdoer rule and I think JimLieberman is better
qual i fied to expl ai n what we have done. That's afairly
recent change.

MR. LI EBERMAN: We do have t he wrongdoer
rule. That provides for taking action agai nst and
t racki ng peopl e who nake a del i berate decisionto violate

requi renments. Many of the probl ens that we seeinthe
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medi cal area as well as other areas is not so nmuch
del i berate nonconpliance but sl oppy work.

COW SSI ONER ROGERS: Sl oppi ness, yes.

MR. LI EBERMAN: Lack of caring, |ack of
attention to detail.

We're considering, andthisistruly at a
very early stage of consideration, what can we do t o get
a better idea about radiation safety officers or
aut hori zed users who tend to have repetitive probl ens.
There are Privacy Act consi derations that we'll have to
consi der. There nmay be sone ot her | egal type i ssues, but
we are planning to look into that matter.

COWM SSI ONER ROGERS: Vel |, 1' mgl ad t o hear
t hat .

The question of the National Acadeny of
Sciences study, it seens to nme that that's a very
i nportant activitytocarry out, but it's alsogoingto
take sone tinme. You'vesaidthat. | don't thinkwe can
wait for that. | think it will be a very val uable
addition once it has taken place, but these things
usual |y take several years. It's very hardto see howit
could be done in less than two years, the way they
normal |y operate at any rate. And by the ti ne we woul d
be abletoincorporate any of theresults of that, it's

twotothreeyears and |l don't think we can wait for that
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bef ore we t ake seri ous account and stock of where we are
and what we ought to be doing right now So I think
that's an excellent initiative, but | don't see any way
in which we can wait for it.

| don't think | have any ot her questi ons or
conment s.

CHAI RMAN SELI N:  Conmi ssioner Curtiss?

COW SSI ONER CURTI SS: | just have three
specific questions.

First, picking up on Conm ssi oner Rogers'
question about wongdoers, the situation that we
typically encounter -- and |'ve seenthis come up norein
t he cont ext of reactor enforcenment proceedings -- is a
case where we get into a particular situation and
sonebody' s engaged i n conduct that troubl es us and t hat
al sotroubles thelicensee andthelicenseetypically
will release theindividual. And when the enforcenent
package cones before us or cones before the Agency, that
consi deration, theindividual is nolonger enpl oyed by
the licensee, is takeninto account general |y when the
enf orcement action is under consideration.

It mght be worth taking a | ook at a case
where we haven't proceeded all the way to a fornmal
fi ndi ng of wongdoi ng but where the actionis taken at an

earlier stage, anindividual isreleased. W recognize
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that that's aninportant step that the licensee has taken
and i n fact our enforcenent acti on takes account of that,
but the individual has the potential for show ng up at
sone other |licensed facility, not aforml w ongdoer but
nevert hel ess sonebody t hat perhaps t here ought to be a
mechani smfor us to at | east i nformthose who are hiring
t hese i ndividual s and | et t hemnake t hei r own j udgnent of
the situation as we understand it. It mght be
worthwhile, as | say, in the context of what you're
taking a look at, Jim if you'd focus on that.

Second, the one area that you did not
mention here that I'd just like to enphasize, ny
i mpressioninlookingat the University of G ncinnati and
Ri versi de events is that in both of those cases it was
ast oundi ng to see t he degree of tension that had ari sen
bet ween t he RSO and t hose who wer e engaged i n t he conduct
of authorized activities.

| guess what | woul d encour age you to do,
based upon that and in view of | think our nutual
experience that the RSOplays acritical rol e and where
t he RSO has est abl i shed an effecti ve worki ng rel ati onship
withinthelicensed operation, that can go al ong ways
t owar ds addr essi ng sone of the concerns that inthe case
of those two events we found were traceabl e at [ east in

part to somet hing t hat had ari sen t hat creat ed a great
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deal of attention, tension, and | ack of conmuni cati on
bet ween the RSO and t hose engaged in the conduct of
aut hori zed activities.

| don't know whether that needs to be
addressed i n t he cont ext of our inspectionactivities or
as a matter that you could or should take up in the
internal review, but I'dliketo see your thoughts on how
we mght inmprove or focus on that very crucial
rel ationshi p.

MR. BERNERO. Well, fromtine totine in
cases ot her than the two you nenti on we have situations
of RSOeither fallinginto neglect and not doing the job
or the RSO bei ng bypassed by the practitioners or users,
especially in a large scope license. | can recall
i nstances where we' ve gone after that as a characteristic
of managenent breakdown.

COW SSI ONER CURTI SS: That's a reci pe for
troubl e.

MR BERNERQ Saf ety managenent breakdown i s
a very serious probl em especial |l y when t hey bypass, when
they ignoretherestrictions that the RSOtries to put on
t hem

COW SSIONER CURTISS: |'d beinterestedin
seei ng your recommendations intheinternal reviewt hat

you have underway as t o whet her there are steps that need
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to be taken to encourage or foster or whatever a nuch
nor e producti ve wor ki ng rel ati onshi p bet ween t he RSO and
the authorized users.

Di ck?

MR. CUNNI NGHAM W ar e wor ki ng on a gui de
speci fic to nedical RSCs and we can i ncor por at e sone of
t hese kinds of thoughts in that guide.

COWM SSI ONER CURTI SS:  Okay. One final
gquestion going back to the notification of patients.

The QMrul e requires that for those patients
that are notified of m sadm nistrations, whichis every
pati ent except for the ones where the doctor determ nes
that it's not appropriate, that within 15 days the
patient is to be notified in witing of that either
t hrough a summary of the event or through the report
that's submtted tothe NRC. Do we currently or do we
have plans to audit the witten reports that are prepared
to ensure that the process of notifying the patient,
except in those rare cases, is actually going on and
notification is getting through to the patients?

MR. GLENN: Currently it's |ooked at as a
part of the inspection process. |If it's a special
i nspection | ooking at a particular m sadm ni strati on,
that may be | ooked at. In terms of an audit by the

Headquarters group of the regi ons and howwel | that is
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done, we have not done that.

| di d have Mark Rottman, our other visiting
nmedi cal fellow, |ook throughthe docunents that we had
avail abl e to us here in Headquarters. Andthe docunents
he was | ooking at, inthe great mpajority of cases, the
i ndi vi dual had infact beeninfornmedontine. Now the
actual docunents that were sent were not there and so we
did not | ook at those.

COWM SSI ONER CURTI SS: Ckay. It's pretty
obvi ous fromthe di scussion earlier that there's al egal
obligationandit'sreflectedinthis provisioninthe Qv
rule that the patient be notified. It m ght be worth
| ooking at the feasibility in the conduct of your
i nspections of conducting an audit specifically onthe
patient notification question. It was one of the main

points in the Clevel andPl ai n Deal er series and a source

of some vulnerability if the patients aren't being
noti fi ed.

That's all | have.

COWM SSI ONER REM CK:  On page 2 of t he SECY
-- youdon't havetorefer toit, it indicates that the
causes of these admnistrations, talking about
t herapeuti c m sadm ni strati ons, can be characterized by
i nsufficient supervision, deficient procedure or failure

to follow procedures, inattention to detail and
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i nadequate training. Inabriefingthat Conm ssioner
Curtiss and | had wth the staff back sonme weeks ago in
this general area, | asked the question if it was
possibletotake the m sadm nistrati on data and break it
down into those bins. | thought it would be hel pful.
The fact that | don't seeit here, | assune the answer is
t hat you were not abletodothat. Isit aquestion of
not being abletodoit at all or inthetine spanthat
we were -- tinme.

MR. CUNNI NGHAM It was the tine.

COW SSI ONER REM CK: But you do have t he
data. It could be broken down that way.

MR. TAYLOR: We'll try to do that.

MR. BERNERO But a word of caution. |
woul d wonder astothevalidity of it. Renember we're
dealing with relatively small nunmbers here.

COW SSIONERREM CK: And a little bit of
data is better than no data in this case.

MR. BERNERO. Yes. But we do have --

COW SSIONERREM CK: It's just to give ne
an -- I'mtrying to get sone feeling for it.

MR. BERNEROC -- the ability because
actual ly we nade thi s summary characteri zati on fromthe
dat a.

COW SSI ONER REM CK:  Yes.
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MR. BERNERO: We just didn't sort it out.

COW SSIONER REM CK: | " mj ust trying to get
a feeling for how it breaks down.

MR. THOWPSON: |'Il 1l add one t hing, that we
do have a contract with the | daho Nati onal Engi neeri ng
Laboratory | ooki ng at m sadm ni strati ons and t hey sent
out a team to look at about a half dozen
m sadm ni strations that occurredinthelast year. In
May we're expecting a docunent fromthemthat wll
descri be the root causes and the | essons | earned from
those particul ar studies. So, we'll have a small sanpl e
that will do that.

COW SSI ONER  REM CK: Okay. And |
appreci ate your sayingyouw ||l get that data. | realize
that there are five of us here throw ng out many i deas
for you to do. W do have a process called an SRM

MR. TAYLOR: We'll |look forward to that,

COWM SSI ONER REM CK: | want to get the
Chairman's attention here. Chairman, what is your
intentionhere? WII| we beissuing an SRMbased onthis
meeting or do you foresee that --

CHAI RMAN SELI N:  No, | woul d prefer not to
do one based on t hi s neeti ng because basi cal | y what we

have i s a | ot of individuals saying, "Here are thi ngs
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that are inportant to ne," and the staff has al ready
devel oped a proj ect plan for goi ng ahead. So, | assune
that they will | ook at the transcript and t he di scussi ons
and take these i nto account as they go on and t hen we
have two nore nmeetings in the imediate future.

MR. BERNERO Yes. The subsequent neeti ngs
are quite inportant for the process.

COW SSI ONER REM CK:  Ckay.

CHAI RMAN SELI N So, really | was thinking
about what woul d an SRMsay and it woul d be a whol e | ot
of Conmm ssion Xsaidthis and Conm ssioner Y saidthat,
you know, | ook at t hese poi nts as opposed to here's real
gui dance.

COWM SSI ONER REM CK: Okay. | say | ots of
luck tothe staff then. But | do appreciateit. It's
been an excellent briefing fromny standpoint and |
really appreciate it.

COWM SSI ONER ROGERS: Could I just ask a
question? Comm ssioner Rem ck tal ked about page 2.
Coul d sonebody tell ne what a determ nistic health effect
is? | have an idea, but --

MR. BERNERO The usual term is non-
stochastic, neaningit's not a cancer that showed up from
a low level of radiation in the past that is nost

probably duetothat radiationor is probably duetoit.
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But it's |ike soneone gets 1,000radtothethighandit
| eaves a very visible determnisticeffect. You know, it
burns a hole in your thigh.

MR. CUNNI NGHAM  Where you have tissue
damage or organ functi on damage, determ ni stic ef fect
there. Acute effects as opposed to --

COW SSI ONER ROGERS: It's really a short

term - -

MR. CUNNI NGHAM  Yes, as opposed to the--

COW SSI ONER ROGERS:  Short-termevi dence
really of effect.

MR. CUNNI NGHAM  Yes, as opposed to the
stochastic effects which are randomcancer i nduced - -
radi ati on-i nduced cancers.

COWM SSI ONER ROGERS:  Ckay.

CHAI RMAN SELIN:  Comm ssi oner de Pl anque?

COWMM SSI ONER de PLANQUE: |'Ill be quick
since we've di scussed nost of the major i ssues on ny
m nd. | would just say that, Bob, you alluded to the
fact that you have | ooked at sonme conparati ve nunbers in
ot her practices of nedi cine and I woul d be grateful for
seei ng those because | thinkit really hel ps us to have
sone perspective here. 1'Il be back to you with sone
detai |l ed questions too.

But | would |like tothank you all very nmuch
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for theeffort inputtingthistogether. | knowyou did
it under very difficult andtrying circunstancesina
very short period of time and | think it gives us an
excel lent -- he's | aughing at very short period of tine.
You cangotosleepnow. It really helpsustodeal with
t hese issues.

CHAI RMAN SELIN: 1'd li ke to make a coupl e
wrap-up remarks, if | mght.

The first is just sone background. It is
true we're tal king about arelatively small nunber of
therapeutic admnistrations. If | figurethis out right,
it's about 20 per year inthe states that we regul ate and
if it were the <case that the nunmber of
m sadm ni strations, proportional nunber of |icensees,
t hat woul d be about 60 or so nationwi de. So, just in
terns of therapeutic adm ni strations, we're not talking
about a huge problem Mst specifically, the newspapers
have been criticized for scaring peopl e off neeti ngs.
Nobody shoul d concl ude fromthi s that sick peoplew th
cancer shoul d not go to hospitals and get therapeutic
t reat nent because of the probability of a
m sadm nistration. But | don't think that was the
intention of the articles. |It's not certainly the
i ntention of our review. | think we noticed oursel ves

| ast summer and t he press has certainly sharpened our
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attention and gi ven sone real fl esh and bones to sone
t heoretical problens that there are weaknesses i nthese
prograns. We see a | ot of weaknesses in the control

pr ogramnms and we see weaknesses or i nconsi stencies inthe
way we regul ate these prograns. So, the concl usion
shoul dn't be therapeutic radiation is bad for your
heal t h, but rather thereis roomfor i nprovenent bothin
the licensee's actions and nost particularly in our
actions and our relations with the agreenent states. |

think that's the principal conclusion.

Then fromt he presentations that we' ve had
today, we see a range of things to be investigated,
pl aces where we need better to determ ne what the current
situationis, places where managenent changes can be
made, pl aces where policy questions have t o be brought up
and nost specifically places where we knowa | ot about
what we think the policyis, but we perhaps could |l earn
alittle nore about what's actually happening, the
f eedback on the enpirical information. There was a | ot
of work done. | sort of m ssedthe point astowhyit's
so funny that it was donein ashort tine, but there was
a bi g paper done on avery tinely basis that was quite
informative. As you can see, the Comm ssion is very
interested in this work. You've sparked a | ot of

di scussion, alot of speculation, and | hope t hat your
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reviews will be ableto systematically gothroughthis
specul ati on and t he questi ons that you put to yoursel ves
and cone up with systemati c answers. Not just one of
t hese or one of those, but an overal | approach that says,
"Here's a good approach and therefore here are how
vari ous questions get answered."

So, we | ook forward to your work and as
affected by the followup in the next couple of weeks.
So, this is a very good start on what's been a
| ongst andi ng sort of naggi ng probl em

Thank you very much.

MR. BERNERO: Thank you.

(Wher eupon, at 4:26 p. m, the above-entitled

matter was concl uded.)



110



