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ATTORNEY GENERAL BLUVENTHAL
CGuests, legislators who are in attendance, and
menbers of our staff who are here today, we wll
be here for | think a very full day, and | want
to assure you that -- particularly nenbers of the
public, that the cafeteria is open downstairs if
you want to nmake use of it. |It's open to the
public.

And those of you who will be here
for the bal ance of the day, our schedule wll be
t hat we have schedul ed sone speakers for the
begi nni ng of this session going through the break
for lunch, and then at 2:30 we plan to have
public comment. And | would invite you to sign
up for that as soon as you wish to do so, as soon
as you've decided that you' d like to offer us
your views and comments on what has -- what
you' ve heard or anything else that you wish to
say.

We hope that this hearing really
will provide a full opportunity and perhaps even
t he begi nning of a discussion, conversation,

di al ogue, statew de about what nore we can and

shoul d be doing to diagnose and treat Lyne
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di sease and in particular, what we can do to

i nprove the system of insurance coverage that now
applies.

Bei ng the birthplace of Lyne
di sease and the state wth the highest incidence
of the disease, we ought to be really at the
forefront of treating and curing it, and our
i nsurance industry ought to be especially
sensitive to the lasting danage of this
extraordinarily insidious disease, the damage
that it does not only to adults but nost
particularly, as | have seen personally, children
and young adults who may becone victins of it.

Di fferent people at various stages
of the disease may need different treatnents, and
my own basic philosophy is that decisions about
di agnosi s and treatnent ought to be nmade by the
treating physician and the patient, and those
deci sions ought to be respected by insurance
conpani es, by governnent officials and ought not
to be governed by arbitrary artificial dictates
or requl ations.

| guess what brings nme here in a
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very personal sense is the nunmerous conplaints
that |'ve received from people suffering from

Lyne di sease who have trenmendously noving,

i nci sive, and graphic conplaints about the deni al
of insurance coverage benefits for treatnent and
the rejection of diagnoses and treat nment
prescriptions fromtheir own doctors. And their
stories attest to their own profound personal
courage and fortitude in the face of the powerful
physi cal and enotional pain that they have

experi enced.

Lynme di sease can be very difficult
to diagnose and even nore difficult to treat, but
t he nunber and severity of conplaints, sone of
them extraordi nary horror stories, suggest that
there must be a conplete review so as to assure
accept abl e di agnosi s, treatnent, and insurance
cover age.

W' ve organi zed this forum al ong
with the -- it's really been a joint task, the
| nsurance Comm ssioner and nyself, we're happy to
have the participation of legislators. And with
t hat, perhaps, Conm ssioner Reider, if you have a

few remarks by way of introduction?
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COWM SSI ONER REI DER: Thank you very
much, Attorney General Blunenthal, and | too
woul d add that it's a pleasure to have worked

with the Attorney CGeneral and his office in

sponsoring this hearing this norning.

| think we'd all agree it's an
inportant matter, a health matter to the people
in the country and certainly as the Attorney
General nentioned, here in Connecticut for the
reasons cited.

Several years ago, | held a forum
where we had people fromdifferent perspectives
and concerns present. It's a-- it's -- the
issue is one that is -- | think we should note is
there is sone controversy and certainly
di fferences of opinion when it conmes to the
extent of treatnent of Lyne disease, and there is
no standardi zati on of nedical treatnent by a
board or any countryw de accepted approach, and |
think it would be inportant to hear that aspect
of it here this norning.

| mght say that it's inportant

that the insurance conpanies respond
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appropriately in these matters, and as an

| nsurance Departnent, we in the |ast severa
years have devel oped a market conduct of
utilization review conpanies. Those are the
entities that nake certain determ nations as far

as the medi cal necessity, and again, that's at

the heart of an issue.

They are required to have an
internal review where people differ, that they
have to make certain determnations within a
certain tinme frame, and also then there's the
external appeal. And there has been sone
i nternal appeal s done by entities outside of the
econom ¢ real mof the conpany that covers the
patient, and so it's going to be inportant frorm
t hat perspective, | think, as the Attorney
General noted, that we understand the insurance
part of the equation.

There is sone good news, | think,
that certainly all of you who would have sone
interest fromone perspective or other would know
or whatever, but one, there has been advances in
the detection of the disease which we just

received recently that the Attorney Ceneral's
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O fice has provided, and we'll have to learn nore
about that, but people are aware that it would be
interesting to hear fromyou today.

Two, the prevention of the disease
by receiving immunity shots to it, which we've
heard a | ot about, we're seeing sone

adverti senment, so we have seen advances i n one,

t he di agnosis, the detection, and the
prevention. And as | said, anything that can be
brought forth here today -- and in addition,
think today's session is very inportant because
it highlights an area that there's a | ot of

di scussi on and concern about, and it also should
be | ooked at as an education forum which I think
is certainly what the Attorney General and
oursel f woul d want here today so that people can
| eave here this evening and the public can be
better informed. Even if we don't end al
differences, at |east the people are well
informed and aware of this, because it is a
serious disease and one that has inpacted any
nunber of people and famlies.

So today, along with the Attorney
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Ceneral, the Insurance Departnent is nbst anxious
to be here to participate, but nost inportantly,
to listen and to understand everything that can
be | earned today and then to try to work in a
proactive and a positive fashion to address the
concerns.

| mght just nention for identity,
Mary Ellen Rowe is the head director of our life

and health division, and she has joined ne. So

occasionally I will have to turn to her for a
l[ittle bit of insight and help but we're again
delighted to be here. Thank you so nuch.
ATTORNEY GENERAL BLUVENTHAL
Before we begin with Dr. Matthew Cartter, we'll
call her our first witness, |let nme just introduce
for the record Representative Mary Magratten
Representative Dolly Powers, Representative Gary
O fice who have joined us. | understand we may
be joined by other legislators later in the day.
The legislature is in session today | think,
isn't it, so they will have to be dividing their
time as they frequently do between different
commttee neetings and the | egislative session

itself.
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And Jennifer Jaff, who is an
Assi stant Attorney General in our office, if you
could just raise your hand, Jennifer? A lot of
you have probably talked to her on the phone, and
she is the principal staff person in ny office
who has been working, as many of you know,
| aboring very, very hard on this issue.
COWM SSI ONER REIDER: | was j ust
going to say that several |egislators have

indicated this norning that they couldn't be

here, but as you may know, they do have a
tel evision and sound and will be following this
fromtheir offices as they nove back and forth
and vote on other things, so we are pleased with
their participation.

ATTORNEY GENERAL BLUVENTHAL
Dr. Cartter?

DR. CARTTER. Good norni ng,
Comm ssi oner and Attorney Blunenthal. Thank you
for the invitation to share with you a public
heal t h perspective on Lyne di sease. M nane
again, for the record, is Dr. Matthew Cartter.

" mthe epidem ol ogy program coordi nator for the
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Connecti cut Departnment of Public Health. | have
been in charge of the departnent's Lyne di sease
activities for -- at |east since 1987. And |
woul d i ke to share sone of the things that we
have | earned about the occurrence of Lyne di sease
in Connecticut froma public health perspective.

Just to start off, I will not be
going over all the details | have provided in the
witten testinmony in the packet. |If people are
interested in nore detailed statistics, those are
avai |l abl e there.

ATTORNEY GENERAL BLUMENTHAL: Is

10

the light button on?

DR. CARTTER  Yes, it is.

ATTORNEY GENERAL BLUVENTHAL
Ckay. Maybe if you could just speak into the
m crophone. Thank you.

DR. CARTTER It is the job of
public health to prevent new cases of Lyne
disease. It is the job of clinical nedicine to
make sure that when people get Lyne di sease, they
are treated appropriately and do not go on to
devel op late conplications. In public health our

task is to protect the health of the popul ation.
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We use surveillance and epi dem ol ogi cal studies
to identify risk factors for disease and then we
use these kind of data to devel op prevention
strat egi es.

I n Connecticut, we have one of the
nmost conprehensive Lyne di sease surveill ance
systens in the country.

Just take a break here and turn
these on. |Is that any better for you folks in
t he back?

AUDI ENCE: It's alittle hard to

hear.
DR. CARTTER This is being
11
recorded, | take it, so | need to talk into
t hi s?

I n Connecticut, we've had nore
than 20 years of experience with Lyne di sease,
and there is no state in the country that has
nore experience wth this disease than we do.

This is a story from The New York
Ti mes a coupl e years ago, but not only are we
very famliar wth this disease, we're al so very

famliar with the controversy which has
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acconpani ed this disease over the |ast two
decades.

I'"d like to give you a little
Connecti cut perspective. Certainly the history
of Lynme di sease goes back nore than al nost 100
years in Europe, but in Connecticut the story
started here in 1975, when an unusual cluster of
arthritis cases was reported in Lyne,
Connecticut. In 1977 we have the first
publication describing the first 51 cases of Lyne
arthritis in Connecticut. 1In 1977, the deer
tick, then called exiliary stamni, was linked to
the transm ssion of Lyne disease. And in 1982,
Borrelia burgdorferi, the bacteria that causes

Lyne di sease, was di scovered.

12

As these scientific discoveries
were noving forward, it's also inmportant to point
out there is another side of Lyne di sease which
| agged sonmewhat behi nd but continued to nove
forward. It was not until 1982, seven years
after the discovery of Lyne disease that the
first Lyne di sease brochure was devel oped by the
Connecti cut Chapter of the Arthritis Foundati on.

In 1984, the serologic test becane w dely
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available in the state. In 1987, Lyne di sease
was made a reportabl e disease in Connecticut,
nore than 10 years after it was first described
here. And in 1988, the national nmedia attention
to Lyne di sease began.

This is data fromthe Centers for
D sease Control and Prevention. The 1988 data is
provi sional, not yet finalized. Lynme disease has
becone the nost commonly reported what's call ed
vector-borne disease in the United States. You
see a steady increase fromthe early eighties to
1998. This should not be interpreted as a true
i ncrease in disease, however. Many states did
not meke this reportable until the |ate 1980s,
early 1990s, and nmuch of the increase we believe

is due to increase in surveillance and i ncreased

13

resources being put into disease surveill ance.
Connecti cut does have the

di stinction of being the state with the highest

rate of Lynme di sease in the population.

Nationally, nore than al nost 80 percent of al

the cases -- nore than 80 percent of all the

cases cone fromjust five states. Fortunately
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for us, New York State is nunber one in that
category with 30 percent of all cases in this
country being reported from New York, but
Connecticut, with a nmuch snall er popul ation,
reports 20 percent of all the cases that are
reported to Centers for D sease and Preventi on.
Pennsyl vani a, New Jersey, and
Massachusetts, all other states conbined report
only 16 percent of all the cases in the country.
I n Connecticut, the process of
Lynme di sease assessnment consists of a nunber of
different activities. Wen a public health
person uses the word "surveillance," it neans
that we | ook for new cases of illness, and these
are the cases that are reported to us by
physi ci ans and ot her heal thcare providers. W
have a statew de system of reporting, but we al so

actively seek out cases in the Lyme, Connecti cut,

14

area, Litchfield County, Tolland and W ndhan
Counties as part of special studies.

We're also tracking Lynme di sease
using G S techni ques, and particular studies are
bei ng done in a nunber of parts of the state as

well. These activities together give us a
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pi cture for what's happening here.

This is a | ook at the Connecti cut
cases that have been reported since 1984, and
we' ve been doing surveillance since 1984. 1986,
there was a period that we did not coll ect
statistics because the di sease was not nmade
officially reportable until '87. As you can see,
t here has been a dramatic increase, but I'd al so
like to put out that in 1991, we received federal
funding for the first time to hire a full-tine
person to do Lyne di sease surveillance. So in
part, this increase is due to enhanced
surveillance activities at the State Health
Depart nent .

Lynme di sease in Connecticut over
the years, it's very clear that those who are at
greatest risk are the very young and the very
old. This is what we call incidence rate by age

group. The highest rates are in children |ess

15

than 10 years of age, the |owest rates are those
who are teenagers and in their early twenties,
but certainly no age group is wthout risk.

Connecticut now has all of its
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counties affected by Lyne di sease, sone counties
nmore than others. The initial epicenter, if you
want to call it that, was in the Lyne,
Connecticut, area, which is Mddl esex County
bordering on New London County. But as you can
see, we now have cases being reported throughout
the state. The highest rate -- I"'msorry, it's a
little out of focus -- is Wndham County now,
with 370 cases being reported | ast year.

Let me show you a different view
of this because | think it's inportant in
under st andi ng what's happeni ng in Connecti cut.

I f you think of the state in regions and the
central region being Hartford and New Haven
Counties, which consistently year after year have
the |l owest rates, and then there's the western,
nort heastern, and southeastern.

VWhat 1'd like to point out is that
in the southeast, if you look at the red line,
the Lyne di sease case rates have been fairly

stabl e over tinme, although there is this cycle

16

every two years which reflect particul ar
popul ations. But we've had dramatic increases in

the northeastern part of the state as well as in
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the western part of the state as well.

The Hartford and New Haven
counties continue to have very low |l evels of Lyne
di sease activity conpared to other parts of
Connecti cut .

COWM SSI ONER REIDER  Let ne ask a
gquestion. Maybe it's the obvious, but why is
there that difference in the different regions?

DR. CARTTER. The reason for that
is over the last 20 years the particul ar
popul ati ons have spread northward and westward in
the state and have noved into this area. Lyne
di sease does not progress rapidly year by year,
but we've really seen this over 20 years, the
sl ow progression into these areas. And this is
al so consistent with what's being seen in Rhode
I sland, in bordering states, and also in New York
State as wel|.

COW SSI ONER REI DER: Thank you.

DR. CARTTER. W are very much
aware that what's reported to us is only a

fraction of what's out there. Back in 1994, we

17

did a survey in the 12-town area around Lyne,
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Connecticut. This was a randomdigit dialing

t el ephone survey, and we asked fol ks, the head of
each household, if they or a nenber of their
famly had ever been diagnosed with Lyne di sease;
whet her they have been di agnosed in '94 or prior
to '94.

And I'd i ke to enphasize that the
statistics here, that 8.1 percent of al
househol ds, said that they had had a nenber of
their famly diagnosed by a physician to have
Lynme di sease in that year, and that nore than --
20 percent of all the househol ds had had at | east
one person diagnosed with Lyne di sease so --
before 1994.

If you look at this inalittle
nore detail, and | apol ogi ze for the nunbers, but
| think it's inmportant to understand this. That
if we assunme that 8.1 percent of all the
households in this part of the state were
affected in 1994, and assum ng that only one
person in each of these househol ds was di agnosed
with Lynme di sease, then 2,572 persons fromthis
area may have been di agnosed with Lyne di sease in

1994. That year, 270 cases were reported from

18
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this area, alnost a tenfold difference. And what
this neans is that for every case that's

di agnosed and reported to us, there are nany nore
peopl e who are being di agnosed and treated for
Lynme di sease in our high risk comunities.

We estimate that the nunber of
cases that are reported to us and neet the
surveillance case definition are probably only 10
to 25 percent of all the cases that occur.

|"d like to enphasize this slide
as well, because many tines that we think what we
do is in regards to Lyne di sease has a trenendous
effect, but Dr. Kirby Stafford at Connecti cut
Agricul tural experinment station has shown that
t hese annual differences in Lyne disease really
reflect the annual differences in the particul ar
popul ations. That when the ticks are up, our
case nunbers go up; and when the tick nunbers are
down, our case nunbers go down. And at | east
right now, after 20 years, we're still at the
mercy of ticks in various parts of Connecticut.

l"d like to point out that Lyne
di sease is much nore than a biol ogi ca
phenonenon. This is a slide that was put

together with data fromone of the Internet
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dat abase sources where this

t hat shows the nunber of Lynme disease citations

i n magazi nes and newspapers

19

is a curve, a figure

from 1984 to 1996.

poi nted out the peak in Lyne di sease nedi a

coverage occurred in 1989.

This was really in

the late eighties, when Lyne di sease becane a

national nmedia story, and it's steadily declined

since that time. Although

suspect that with

t he new Lyne di sease vaccine, there will be a

research and nedi a coverage

'97 and ' 98.

related to that in

But this is to enphasize that Lyne

di sease is much nore than a

bi ol ogi cal

phenonmenon. It's also a social and cultural

phenonmenon. |'m an amateur
and one of the things |'ve |

di sease and ot her di seases

medi cal histori an,
earned about Lyne

s that our

under st andi ng of Lyne di sease has been franmed by

a succession of what histori

constructions or paradi gns of disease.

ans cal |

ways that people think about di sease, and our

attenpts to explain the experience of illness.

When it conmes to Lyne disease,

it's been experienced in two different ways;

experience of the individual

of which you w il

These are

t he

be
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heari ng considerably later on this norning, but
Lynme di sease began as a readily di agnosabl e and
treatabl e acute infectious disease in the 1970s.
In the 1980s, it began to be redefined as a
difficult to diagnose and treat chronic

i nfectious disease. And these two perspectives
continue to persist throughout the 1990s.

From a public health perspective,
| ooki ng at Lyme di sease from a popul ati on poi nt
of view, Lyne disease began as an epidemc in the
1970s, really as a local epidemc. Over the next
10 years it went from being an epidemc, from
both a nedi cal perspective and a cul tural
perspective, to an endem c di sease, sonething
t hat people would have to deal with on a
| ong-term basi s.

We went through a process in the
| ate 1980s of redefinition of Lynme disease. In
the early 1990s there was a new termthat cane
into use called "energing infections,” which Lyne
di sease is one, and now wth the advent of the
Lyne di sease vaccine, we are tal king about Lyne
di sease being defined as a vaccine, preventable

di sease which has very different connotations



25

N

o o A~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

than either epidem c or endem c di sease.
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And finally, this is a quote frorm
Sylvia Tesh from a book she wote on the
devel opnment of public health policy called
"H dden Argunents” in 1988.

"It does give ne sone
under st andi ng of what all of this is about --
what Lyne di sease has been about in the last 20
years; what is the legiti mte source of
know edge; what is the nature of human bei ngs,
and what is the ideal structure of society.

Firmy but often unconsciously
hel d answers to these questions got scientists,
pol i cymakers, and ordinary citizens alike to
different constellations of facts about the
causes of disease and hence the different
preferences for prevention policy."

Wth that, 1'd like to thank you
for appearing for a public health perspective on
this disease, and |I'd wel cone any questions that
you m ght have.

ATTORNEY GENERAL BLUVENTHAL
Thank you.

COWM SSI ONER REI DER: Thank you.
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ATTORNEY GENERAL BLUMENTHAL

Thank you, Dr. Cartter.

22

(C apping. )

ATTORNEY GENERAL BLUVMENTHAL: As |
under stand one point that you nmade, Dr. Cartter,
it my well be -- in fact, it's likely based on
what you've presented here, that the nunbers of
cases reported to the State of Connecti cut
Department of Public Health may be only 10 to 15
percent of the nunber of cases that actually
exist; is that correct?

DR. CARTTER. That's correct. W
estimate that for every case that's reported to
us that neets the national surveillance case
definition, there's probably another nine or 10
peopl e out there who are diagnosed by a physician
to have Lyne di sease and treated for that
di sease.

ATTORNEY GENERAL BLUVENTHAL
Isn'"t that a rather searing conment on the whol e
system of reporting and the accuracy of all our
public health statistics, especially relating to

Lynme di sease?
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DR. CARTTER Well, what we've
| earned over tinme is that public health
surveillance in general only captures about 20 to

30 percent of cases for nost diseases, SO we're

23

very nmuch used to the limtations of our data.
This data is nost useful for |ooking at trends
through tine. [It's not a good neasure of total
di sease burden, and that's why we need to do
other studies |ike we've done here in the state
where we do surveys and other ways to try to
estimate how big that iceberg is underneath the
tip of reported cases.

ATTORNEY GENERAL BLUMENTHAL: And
if the normal range of reporting m ght be only 30
percent of other diseases, reporting for Lyne
di sease is even lower than it is for other
di seases; is that a correct understandi ng?

DR. CARTTER. Yes. The reason for
that is that diseases that require
hospitalization are usually reported nuch nore
conpletely than di seases that are largely seen in
an outpatient setting. So if sonebody is
hospitalized -- many of the diseases that we have

result in a high percentage of hospitalizations.
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For exanpl e, nmeni ngococcal di sease, neni ngococca
meni ngi tis.

So | nean, probably al nost 100
percent of those cases are hospitalized, and we

hear about al nost all of those through the
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hospital system But because nost people who are
seen with Lyne di sease are seen as outpatients,
and there are many busy physicians in the state
who honestly told ne, | saw 100 patients with
Lyne disease this week but | really just didn't
have tine to fill out 100 forns to send to the
Heal t h Departnent, very understandabl e.

And so in general for outpatient
di seases, the reporting is nmuch | ess conplete
than for patients seen in hospitals.

ATTORNEY GENERAL BLUVMENTHAL: |
may have ot her questions that 1'd like to follow
up later, but because of the tine constraints
that we're operating under I"'mgoing to yield to
Comm ssi oner Rei der.

COW SSI ONER REI DER: Just one
gquestion, and as a layman, it's fair to say that

if you had a higher reporting ratio it would be
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hel pful to you in being able to get a better
understanding, or is that not correct?

DR. CARTTER. Well, certainly we
woul d | ove to see increased reporting of any
di sease, whether it's Lyne di sease or any other.
| think in Connecticut we have finally had the

resources to do surveillance in a way that we're
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able to look at, finally identify these
increasing trends that spread in other parts of
the state. So our surveillance systemis
answeri ng many of the questions that we have. It
wi |l not answer questions |ike what are the total
nunber of peopl e being diagnosed with Lyne
di sease, and probably can't. W need to do other
ki nds of studies to answer that question.
COWM SSI ONER REI DER: And one of
the thoughts | had was, and | don't know just how
practical, but is it possible that perhaps the
i nsurance conpani es m ght |end support in being
able to use their data to report nore through the
syst enf
DR. CARTTER: Certainly those
ki nds of di scussions have gone on in the past.

If we really wanted to know, if we wanted to
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answer that question, getting that kind of
information frominsurance conpani es and managed
care conpanies would be critical. | understand
t hat there have been concerns about the sharing
of that kind of data in the past, but certainly
that woul d be great.

COWM SSI ONER REI DER: W get back

to the confidentiality. But it's sonething
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perhaps we could work with the Attorney General
and see if there is sonething that we proactively
coul d encourage that or support it.

DR. CARTTER. \What has not been
done in Connecticut and should be done and
requi res the cooperation of insurance conpanies,
is an attenpt to try to determ ne what are the
annual costs of Lyne disease treatnent in the
state.

COW SSI ONER REI DER: Ckay.

ATTORNEY GENERAL BLUVENTHAL
Thank you very nuch.

DR. CARTTER. Thank you very
nmuch.

ATTORNEY GENERAL BLUMENTHAL
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Dr. Krider.

DR. KRIDER Yes. | have
over heads but they may be sufficiently
i nconveni ent that the substance of ny testinony
is also included in this. So | could just use
this for its useful purpose.

ATTORNEY GENERAL BLUVENTHAL
Wi chever you'd i ke.

DR. KRIDER  Does everyone have a

copy of this?
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ATTORNEY GENERAL BLUVMENTHAL: |t
shoul d be in the packet. You know, Doctor, if we
all have it maybe you can just work fromthat.

DR. KRIDER  Yes, of course.

ATTORNEY GENERAL BLUVENTHAL
Thank you.

DR. KRIDER MW apol ogies. |
chose the lowtech solution that woul d be
sonet hing that woul d be the easiest.

My nane is Hallie M Krider. [I'm
a faculty nenber at the University of Connecti cut
in Storrs, a menber of the Ml ecular and Cel
Bi ol ogy Departnent in the College of Liberal Arts

and Sciences. And I'd like to thank you for the
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opportunity to coment on the progress that we' ve
made in our devel opnent of an early di sease
detection test.

On the second page of what were to
be the overheads, |'ve listed the collaborators
who were involved in helping ne to make progress
with all of this. They include nmenbers of the
Uni versity of Connecticut technol ogy transfer
group, and researchers at the University of
Connecticut including nyself, my research

associ ate, C audia Curdins and Dr. Sandra
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Bushm ck, who is an associ ate professor and
doctor of veterinarian nedicine in the Coll ege of
Agricul tural and Natural Resources Departnent of
Pat hobi ol ogy.

They al so incl ude
Bi oi nvestigations, Limted, whose president is
Stuart Rosenberg and Pasteur Miurrow, a major
vacci ne devel oper and one of the players in the
devel opnent of the current vaccines that are
avai |l abl e.

The third page basically outlines

our perspective on the issues of developing a
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test; that is to say, the Catch 22. Most people
agree that early treatnent is certainly nost
effective and substantially | ess expensive than
prol onged later attenpts to cure the di sease.
Current tests are certainly inaccurate in many
different respects, often giving either false
positives or false negatives. But in all cases
the tests require waiting for sone titer to rise
in the affected individual. This can or may not
occur, quite independently of whether or not an
i ndi vidual is infected.

So that while early treatnent is

certainly preferred, long waits are often
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required in order to get reasonabl e data about
the status of the infection. So we basically
began to try to think about ways in which we

m ght approach the issue of eval uation of whether
or not soneone has Lyne di sease.

The next page sinply provides you
with a picture of the tick, at |least in one of
its adult forns, and there's really two things to
say here. First of all, there's a lot we don't
under st and about how frequently ticks actually

have spirochetes or howlong it takes for a tick



12
13
14
15
16
17
18
19
20
21
22
23
24

25

N

o o A~ W

after it's been nuted to transfer the disease.
It's also the case that the nynphs are very much
smal ler, the earlier stage are very nuch smaller
than the adult stage.

So that | think the I esson that
woul d | eave you with is twofold; one is that
finding a tick doesn't nean you've got Lyne
di sease, and not finding a tick doesn't nean you
don't have Lyne disease. |In other words, the
tick is not a very good way to approach the issue
of whether or not soneone has Lyne di sease.

The next page basically shows you
a picture of the organism And there are two

issues that relate to the organism One is with
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regard to the organismitself. W don't know
much about where it distributes in the body. W
don't know much about the fornms that it takes
after infection over |long periods of tine. And
we don't know nmuch about how or if it changes
conposition and how that influences all of the
various tests that we m ght perform

Fromthe other side, the synptons

that the host can denonstrate can be very
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w despread, including none what soever.
Asynptomatic individuals are certainly a source
of sonme argunent, but | think it's inportant just
to suppose this is entirely likely.

And secondly, there are issues of
whet her or not there can be such things as
chronic infections and whether chronic infections
can persist after the initiation of treatnent, so
a test would certainly need to be able to address
t hese issues or to consider the problens that
these two sides of the host and bacteria
present.

W essentially have devel oped a
test that we think responds to many of these
issues. | wll talk about the test in a very

nont echni cal way in the hopes of being as clear
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as possible, but certainly if there are issues or
questions |I'd be happy to answer them

But quite sinply, we can collect a
very small amount of blood, certainly a finger
prick as opposed to, for, instance the use of
| arge volunmes. There are sone sinple
mani pul ati ons that are done which create a

m croscope slide, and any reasonably trained
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bl ood worker or m croscopy cytotechnician wll be
able to evaluate the results of this very
strai ghtforwardly.

The result is what we refer to as
a unique and quantifiable signature; that is,
sonet hi ng appears on the slide which clearly
i ndi cates whether or not the host is having a
response that suggests that they have Lyne
di sease. And sone peopl e have big responses and
others small, so we can actually differentiate.

On the next page we point out that
t he signature does not show a cross-reaction with
ot her pathogens. Unlike many tests, this one is
quite specific.

Secondly, the signature appears
many days prior to the onset of inmmune response.

Many of the tests depend upon the rise of titers
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that relate to the i nmune response. Because our
organism our test platformas it were, is a
mouse, we can tell you whether or not your nobuse
has Lyne di sease wthin several days after the
initiation of the infection.

And it appears that the signature
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is created even when the i mmune response does not
occur. So that one of the cases in which tests
often fail is that the individual that's infected
just doesn't bring up a high titer and therefore
can't test positive. This test apparently
functions differently if not independently from

t he i mune responses that other tests m ght
nmeasure.

On the last -- next page we
basically point out that there are certainly many
di fferent organisns that are capable of show ng
the signature; cattle, dogs, horses, sheep, goats
are also included. And in fact, we've also
exam ned humans, used ourselves essentially as
test objects, to determ ne whether or not we have
reason to believe this test would be effective in
humans.

Finally, we've nmanaged to create

what we consider to be the usable platformfor
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the test; that is to say we have created stable
reagents and ways of doing this that are
straightforward and that can be done in a
doctor's office or certainly in a nedical

technician's | ab.
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W have the nmmjor elenents of
patent protection essentially in place with
regard to the technol ogy, and we're awaiting the
opportunity to do -- essentially advance this for
clinical trials and the appropriate approvals.

That is in fact the status of the
test as we've gotten to it, and |I thank you very
much for the opportunity to comment.

ATTORNEY GENERAL BLUVENTHAL
Thank you. | don't nmean to ask you unfairly
about anot her test which seens to be relatively
new, but we received word literally within the
| ast few days about the new test that the FDA has
j ust approved apparently made by the Chenbio
Di agnostic Systens in Medford, New York, using
antigeni c proteins devel oped by reconbi nant DNA
techni que rather than the whole cell, and I
wonder perhaps if you could conment on that test
i f you know sonet hi ng about that.

DR. KRIDER |'ve had the

34

opportunity to review sone of the nmaterials that
have been rel eased on the test. The use of the

reconbi nant proteins and the use of these ending
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inastrip format is certainly going to be a
significant increase in convenience with regard
to initial evaluation.

The formof the test, however,
mmcs that of other tests that are already
avai lable. | do not anticipate from anything
that 1've seen that this particular test platform
will be nore accurate or nore definitive than any
of the tests which are currently available, and |
do not anticipate -- indeed the literature
suggests that it would be inappropriate to
actually use this test as a single evaluation
device; in other words, people who are indicating
a positive on this test should certainly be
exam ned again with another one of the tests, the
ones that take |longer and that have to be sent
el sewhere for evaluation. But as a prelimnary
screening tool this certainly mght be an useful
devi ce.

| don't know what the rate of
fal se negatives are for this particular test, but

| woul d assune that they nust be conparable to
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sone of the other tests that are avail abl e,

because they use essentially the sanme bi ol ogical
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responses fromthe infected individual in their
measurenent. So while | see this as being a
significant increase in prelimnary screening
capacity, | don't know that it provides nore
assurance as an eval uator than those tests which
we al ready have.

ATTORNEY GENERAL BLUVENTHAL: My
understanding is that the FDA approved it with
t he understanding that it would be used or
confirmed by the Western bl ot test or sone other
di agnostic procedure, but it does offer a quicker
early detection neans, as | have been inforned
fromthe FDA. Al of our information really
conmes fromthe FDA rel ease and the paper that it
i ssued when it issued its rel ease.

DR. KRIDER | have no nore
informati on than you have. My perspective is
that all of the tests currently, regardless of
how | ong they take, are very nuch able to nmake a
m st ake, and increasing the rate at which you can
make a m stake is very possibly a significant
i nprovenent .

| obviously have ny own axe to

36
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grind as you mght say. | believe that the tests
in which we're working can substantially address
all of the issues that |I've raised so far. But
again, that's on the basis of tests that relate
al nost exclusively to nouse nodels, and we await
the clinical trials and the obvious scientific
eval uation of the data that the proper tests
woul d require.

ATTORNEY GENERAL BLUMENTHAL: The
new test may be qui cker but perhaps not nore
reliable, and in any event doesn't portend a
magi c bullet in terms of diagnosis?

DR, KRIDER: Let's say your
question certainly reflects ny concerns. | have
no know edge beyond what you' ve been provided,
and nmy own experience.

| would be very happy to continue
on with the devel opnent of ny test, because we
feel that it's unrelated in its nmechani smor not
directly related in its mechanisns to those which
already exist. So it provides a clear
al ternative eval uator and thereby increases our
sense of assurance about our ability to decide
whet her or not you are an infected individual.

ATTORNEY GENERAL BLUMENTHAL
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Thank you.

COWM SSI ONER REI DER: Anti ci pati ng
what we may hear, as we go through the course of
the day, just to try to build a picture, the
| onger the delay in detecting the disease, does
that relate to the anount and the extent of
treatnment that has to follow? |In other words, if
you find that -- if you detect it imediately,
are you nuch nore likely to be able to cure it
qui ckly than if you --

DR. KRIDER  Yeah. M coll eague,
Stuart Rosenberg, has suggested that |
di stingui sh between the issues of quick versus
early.

A test which is quick is one which
may take you a long tinme to be able to produce
titers, but which in an office you can performin
an hour, as opposed to sending it off and waiting
for three days.

An early test is one which says
that you are bitten with a tick and within
several days we can actually productively
eval uate whether or not you have Lyne di sease.

My test is a test that works early

in the infection process, and we believe perhaps
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t hroughout the period, in which the spirochete is
present. A quick test is one which may in fact
not be effective until weeks into the infection,
but whi ch nonet hel ess doesn't take very long to
do.

That being said, let ne return to
your question.

It is generally argued that the
earlier you catch the infection, the nore readily
it can be treated, the broader the spectrum of
antibiotics that can be used, the shorter the
period over which the treatnent is necessary, and
therefore the | ower the cost.

Having said that, that's generally
believed -- I"'mnot in a position to tell you
that's true, I'mnot a physician, and in fact al
of ny work has been on nonhuman nodels up to this
point. | can tell you that there are different
nmouse nodel s that would give you a different
answer to that question, depending on which of
them you chose and how you proceeded in your
eval uation; the degree to which genetic factors,
previ ous di sease factors, and other aspects of
physi ol ogy are going to influence the expression

of the character that you're tal king about, |
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think I will leave for others to coment on. |
certainly don't think |I understand them
COW SSI ONER REI DER:  Thank you
very nuch.
ATTORNEY GENERAL BLUVENTHAL
Thank you very nmuch. W' ve been joined by
Senator Mel odie Peters, who is seated in the
front row Let me also introduce Assistant
Attorney CGeneral Tom Ryan, in nmy office. Tom do
you want to raise your hand, who has been worKking
on this issue as well. Do any of the legislators
have any questions? Representative Powers.
REPRESENTATI VE PONERS: Thank
you.
Dr. Krider, can | get you back?
DR KRIDER Ch, |I'msorry.
REPRESENTATI VE PONERS: | j ust
wanted to follow up. So you've done the
animals. You are now in the process of setting
up human trials; is that right?
DR. KRIDER  The next steps
essentially fall to two groups; one, the

technol ogy transfer infrastructure of the
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Uni versity of Connecticut, and the other is the

peopl e who hold |icenses on the technol ogy.
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Basically the comrercial partners in this case,
Stuart Rosenberg and Pasteur Miurrow. As
researchers, we can't proceed until such tine as
t he technol ogy transfer and capitalization and
funding issues are settled, so | don't have an
answer as nmuch as | would like to be able to
provi de you with one.

REPRESENTATI VE PONERS: Ckay.
Then to go back to that step, how | ong do you
anticipate that wul d take?

DR KRIDER I'msinply unable to
comment. The technol ogy transfer office of the
University of Connecticut is nost certainly aware
of and has been interacting with the people --
but | have no sense what soever of that process.
| amthe researcher and the faculty nenber and
not the admnistrator in this particul ar case.

REPRESENTATI VE PONERS: Ckay.
Once you could start the human trials, how | ong
does the FDA set up atine frame for you, or do
you set up your own tinme frame or how does that

wor k?
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DR. KRIDER Well, basically, it's
done in two steps. The first step i s one which

woul d design -- or we would have an early trial
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and then the group that woul d be managi ng the
trials, which would be outside of ny direct
control, would submt a design for approval to
the FDA. That process is not one which | control
or about which | know very mnuch.

REPRESENTATI VE PONERS: So this
sounds like this is a fairly |long process?

DR KRIDER | --

REPRESENTATI VE PONERS: A coupl e
of years?

DR KRIDER | think it can be
conpleted in a relatively short tine. Once it's
initiated, in other words, | don't think a year,
for instance, is an unreasonabl e period over
which to anticipate the trials. The approval
process mght take |onger, but the actual trials
t henmsel ves woul dn't go on forever, we woul d
hope. The real issues right now are the rate at
whi ch we can organi ze and actually begin to

inplement all of the steps that are necessary to
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REPRESENTATI VE PONERS: How does
this work with sonething |I've seen in the print
nmedi a | ately, sonething about a vacci ne?

DR KRIDER In a very broad

42
sense, let's put it this way: | think that first
of all, we wll need a very good test, no matter

whet her there's a vaccine or not.

REPRESENTATI VE PONERS: Ri ght.

DR. KRIDER  And secondly, let nme
state that | think that we will need a vacci ne.
The product that is currently available is
essentially a way of sterilizing a tick, not
renmoving or protecting the individual from
infection, and I would suggest that the vaccine
is essentially a first stage or first generation
attenpt to provide sone protective capacity to
the potential host, in this case the potenti al
host is humans, but conparabl e ki nds of vaccines,
for instance, to be devel oped for dogs and for
use in various veterinary environnents.

REPRESENTATI VE PONERS: So it's
not the level of |ike our measles vaccine or

anything like that?
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DR KRIDER It's ny feeling that
it's not at that level at all. 1It's not of that
character.

REPRESENTATI VE PONERS: Al |
right. Thank you very nuch.

ATTORNEY GENERAL BLUMENTHAL
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Thank you.
Senat or Peters?
SENATOR PETERS: Thank vyou,
Attorney Ceneral. Just to -- can you hear ne all
right?

DR KRI DER  Yes.

SENATOR PETERS: Just to follow up

on the vacci ne question, because there are nmany

of us that thought that this was going to conme in

and save the day, particularly on the coast, and
|, who have had Lyne di sease at |east tw ce,

t hought this would be great, I'msigning up for
the vaccine, and you're saying that this isn't

the end all to be all that sone of us nay hope
that it would be?

DR KRIDER Let's put it this

way, | don't wish to assune the position of being
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an authority on the vaccine. |'ma researcher
who has sone specific questions that | would |ike
to see addressed in the context of the vaccine,
and | have sone understanding of the node that

t hose who are devel oping the vaccine think this
particul ar preparation, the nechani sm by which it
works, and it is fundanentally the Gsp A protein,

the outer surface protein A of the bacteria. Its

44

high titers to that protein are presuned to enter
into the tick when the tick bites you, and to
interact with bacteria which are in the gut of
the tick, and thereby essentially elimnating or
i nactivating those bacteria, and perhaps al so
doi ng sonething to the tick

But it is not anticipated this
wll be significant in its capacity to protect
you once the bacteria enters your system | have
guestions in that context about the durability of
t he vaccine as protection, and | would argue that
even if you are vacci nated you should conti nue
to --

SENATOR PETERS:. Take
precauti ons.

DR. KRIDER -- you know, take al
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precautions that you' ve been taking that these
are probably inportant, effective prophylactic
approaches to keeping yourself well also.

SENATOR PETERS: Wul d you take
t he vacci ne?

DR KRI DER:  No.

SENATOR PETERS: Thank you.

(Laughter.)

(d appi ng.)
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ATTORNEY GENERAL BLUVENTHAL
Thank you very much, Dr. Krider. Thank you for
being wth us today.

We're going to hear from a panel
of Christopher Montes, Caroline Cranoy, and Karen
Vander hoof - Forschner. Wul d you cone forward,
pl ease?

| also want to apologize in
advance to both the speakers and the audi ence.
apol ogi ze very sincerely that we have, as all of
you know, a big subject to cover and we're trying
todoit inarelatively short tine. A day -- a
full day of hearings in the legislature is a

somewhat uni que event, but even a day of hearings
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in the view of many of us may be i nadequate to do
justice to this subject, so we may need to have
anot her hearing. But for now, we're going to try
to nove fairly quickly, expeditiously through the
speakers that we've schedul ed, especially because
we want to hear from nenbers of the public who
have cone forward. Thank you

Go ahead.

DR. MONTES: For the record | am
Chri stopher Montes of the Unionville section of

Farm ngton. |I'ma nationally certified
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psychol ogi st, and |I'm enployed by the Gty of New
Britain and the Connecticut State University
system

Attorney Ceneral Bl unenthal
Comm ssi oner Reider, fell ow panel nenbers,
| egi sl ators, and patients stricken with Lyne
di sease, thank you for giving nme the opportunity
to share ny story of infection wth Connecticut's
namesake illness. M hope is that by
enl i ghtening you with the facts of ny personal
tragedy, you'll be nore able to fully understand
the necessity for taking this disease as

seriously as cancer and as nuch as a public
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health threat as H V.

Moreover, it's ny sincere desire
t hat Connecticut, as a | eader in academc
research, nost affluent state in the union, and
i nsurance capital of the world, mght set a
course of study and investnent to cure this
i nsidiously chronic infection while at the sane
time assure its residents and those out of state
who are insured by Connecticut conpanies that
they will never again be denied the antibiotic
treatnents that their doctors prescribe.

My own story begins with a nove to
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pursue further education in Connecticut sone 19
years ago. As an avid outdoorsman, backpacker
rock clinmber and fisherman, | was aware that
ticks could be a problemand were known to carry
Rocky Mountain spotted fever as well as the newy
named Lyne di sease, m stakenly thought to be only
endem c to shoreline communities.

However, like nost, | was told
that Lynme di sease was a sunmer flu-like illness
that was curable with a couple of weeks of

antibiotics. Also like nost, | had inplicit
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trust in the nmedical system of diagnostics,
treatnent and i nsurance coverage, and | believed
what ny doctor thought was best woul d be done for
ne.

| was wong on all counts. | was
wrong to think that Lynme di sease was benign
wong to think it was easily di agnosed and
treated, and especially wong that ny health
i nsurance conpany would pay for the nedically
necessary care that this disease required. Al
of the m sconceptions, and primarily the | ast
that |l ed to ongoing infection which racked ny
body, scranbled ny m nd, and strained every

domai n of work relationships and professional
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pursuits |I could ever possibly have.
In late summer of 1987 | found a

tick attached to ny knee while fishing in Ad

Saybrook. | pulled the tick out, I was treated
within a few days with penicillin for a couple of
weeks. A couple of years later, | renoved ot her

ticks fromthe back of ny head and shoul der area
i medi ately after fishing in East Haddam | had
no reason to believe they were attached | ong

enough to transmt Lyne di sease, but now | know
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t hat i nproper renoval can cause transm ssion once
the tick is attached, even after a short tine.

In the neantine thereafter, | had
often picked ticks off of nmy clothing while
recreating outdoors in Connecticut and the nearby
i sl ands of Massachusetts and Rhode Island. After
a few years of strange knee soreness, unexpl ai ned
heart pal pitations, in August of 1993 | had a
very bad sore throat, sore left jaw, facial pain,
debilitating fatigue, night sweats, fever,
swol | en gl ands, vision problens, forgetfulness,
cognitive difficulties, violent body twtches and
pr of ound di zzi ness.

This | asted many nont hs and

progressed into a terrible depression and panic

49
di sorder that rendered ne unable to work
regularly. | felt physically sick, as if | was
losing ny mnd. As a psychologist, | knew that

there was no rational explanation for the
psychoenoti onal problens, but thought that the
physical difficulties m ght sonehow be

connect ed.

Al'l along fromthat August of 1993
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until Novenber, | sought nedical attention and
was initially given the foll ow ng possible
di agnoses: Ear infection, sinus infection,
allergies, strep throat, deviated septum benign
positional vertigo, TMJ, postconcussion syndrone,
brain tunor, depression. | had nunerous CAT
scans and an MRl and serologies, all of which
came up with nothing specific other than
continuously positive strep tests and a sinus
t hi ckeni ng that was not seen as causal of all the
di sconfort and enotional trauma | was
experi enci ng.

| was however placed on sone
short-termantibiotics as well as Predni sone and
a steroid nasal inhaler, yet nothing seened to
wor K.

Then sonetinme that fall | began to
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have irrational thoughts, they were obsessive,

i ntrusive thoughts, strange and often viol ent,
homcidal. | felt as if | was possessed by
sonet hing that was not of nyself. | not only
felt sick but I truly felt crazy. Again, as one
trained in the scientific study of the mnd, in

my nmonments of sanity | knew there was sonething
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not yet diagnosed by the specialists ny primry
care had sent ne to. However, | could not think
clearly enough to advocate for nyself to the

| evel | was accustoned to providing on behal f of
my clients when necessary.

The vi ol ent obsessi ons and
depression continued, and | cannot render the
true nature of the hom cidal tendencies as | w sh
to keep the privacy of ny famly intact. Suffice
it to say | was crazy and | knew | was. | thank
God | never acted upon any of the voices in ny
head that played over and over. |Instead | would
try to calmny head, drive in anguish and pray to
die. It seened as if | would never get out of
the hell that | was experiencing.

In Novenber, | was given two Lyne
di sease serol ogi es at the suggestion of an

acquai ntance who | had rather serendi pitously
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met. He said he was di agnosed by a Dr. Schoen as
havi ng Lyne di sease, and | had many of the sane
synpt ons, though not to the sane extent.

In fact, | tried to find

Dr. Schoen in his old place of practice in or
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near A d Lynme, but was told he had noved on to
Yale, so ny primary care physician did the first
Lynme serol ogy, followed by an infectious disease
specialist in New Britain. Both serologies were
borderline for Lynme di sease, and the doctors were
still not convinced that the physical and
enotional plight | was going through was caused
by Lynme disease. They did not tell nme that there
wer e numerous studies proving prior steroid and
antibiotic treatnent woul d aggregate the body's
i mune's response or titer to Lyne di sease, thus
maki ng the positive serology nearly inpossible to
pr oduce.

Nonet hel ess, the infectious
di sease doctor decided to treat ne with high
doses of oral antibiotics. The next two weeks
wer e anongst the worst | had ever experienced,
all of the synptons | had ever had and even nore
were at the height that was totally unbearable.

| remenber on the particular day of Thanksgi ving
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of 1993 it was the worst day of ny life. If |
had the neans, | would have taken ny own life,
and that was a physical phenonenon known as a

Garrish Hercksheinmer-type reaction to the
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antibiotics where the Lyne di sease cause -- the
anti biotics cause the Lyne di sease to break
apart, which makes the body try to fight off this
di sease even harder. The effect is heightened
synpt onol ogy, which has been reported as even
fatal .

Yet | now know this response was
proof of bacterial infection and its partial
die-off. Proof of this reaction is found in
several nedical articles and physician
descri ptions.

After a few nore weeks | sought
out a physician who was recogni zed as one
conpetent in treating Lyne disease. | saw hinm
and was advised to stay on the protocol | was
currently receiving. However, except for a few
hours of relief now and then, | really wasn't
getting a whole lot better, so after a nonth or
so, | switched types of oral antibiotics and went
t hrough the sane type of Garrish Herckshei ner

[ phonetic] reaction again, and then after a nonth
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the orals topped off.

| was then placed on intravenous
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anti biotics, where | experienced anot her

Her ckshei nmer [phonetic] reaction, this tinme mny
of the neurocognitive, neuropsychiatric synptons
abated. After a couple weeks | began to feel
sonewhat better and even planned a vacati on once
t he di sease was over. However, that was cut
short by my insurer, Constitution Healthcare, an
affiliate of Blue Cross and Bl ue Shield of
Connecti cut .

An anbi guous policy of four weeks
of I.V. therapy was put into effect, and despite
my doctor's nunerous calls, letters, faxes, et
cetera, the policy was upheld. However, at the
| ast m nute an extension of two nore weeks was
granted due to political pressures exerted by ny
U.S. Congresswonan and by a State Senator, both
of which | happen to have prior rel ationships
with. That final two weeks of antibiotics would
be the best | would feel for sone tine to cone.

After going back on oral
antibiotics, | deteriorated rapidly, and after a
few weeks | was back to the point prior to

beginning I.V. treatnent. M doctor desperately
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tried to convince the insurance conpany of the
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medi cal necessity to restart |.V. nedication, but
his requests were again denied and even ignored,

when Constitution Healthcare actually refused to
accept his faxes.

| was left with having to spend ny
savi ngs and borrow ng noney to get back on |.V.
treatnment that ny doctor prescribed. Friends
even organi zed a fund-raiser to help defray the
costs and extend the treatnment until | could
switch insurance conpanies. And when | did
switch, Blue Cross and Bl ue Shield of Connecti cut
becane ny enpl oynent - provi ded i nsurer, prom sing
bef orehand that the criteria they used to
overview ny case would be different.

This was untrue, and it's the sane
medi cal team of nurses and nedical director of
Blue Cross/Blue Shield that reviewed ny case and
continued the denial of treatnment benefits. |In
fact in a strange twi st of events, in tinme sone
of ny nedical records were sent out by Blue
Cross/Blue Shield for third-party consultant
review -- or rather nunerous reviews by the sane
physician | had once sought out, Dr. Schoen.

H s reviews of those records

55
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culmnated wwth his opinion that if |I did ever
have Lyne disease | was no |onger infected and no
| onger in need of any antibiotic treatnent, |.V.
or otherwise. This opinion was in direct
opposition to a third-party consultation and ful
physi cal exam nation | had had by Dr. Sam Dont a,
a professor of nolecul ar nedicine and infectious
di sease at Boston University.

He agreed with the Lyne di sease
di agnosi s, stating the antigen therapy was stil
needed. Dr. Donta was not however a consultant
of Blue Cross, and thus his diagnostic opinion
was i gnored.

Fortunately there was a backup
maj or mnedi cal insurer, Prudential, which paid for
sone nore |.V. treatnment. But after severa
deni al s and appeals, | was denied. It got
substantially worse.

Qddl y, during the whol e i nsurance
nightmare, | had applied to Blue Cross and Bl ue
Shi el d subsidiary, Connecticut Anerican Life
| nsurance Conpany, and | was denied life
i nsurance by that Blue Cross/Blue Shield
affiliate due to, quote, "a history of Lyne

di sease,” end quote.
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Thereby I was unable to access
medi cal coverage for a disease | supposedly
didn't have, yet could not obtain |ife insurance
fromthat sanme conpany because of the disease.

Pl ease keep in mnd that Lyne
di sease is described as a treatable illness,
quote, "rarely if ever fatal," end quote,
according to the CDC s new guidelines for the new
LYMEri x vacci ne which you heard about a few
nmoments ago and certainly not able to w thstand
the antibiotic reginen |I've already received,
according to insurance consultants.

After once again sw tching
insurers that ny enpl oyer provided, | was once
again able to receive and benefited from
i ntravenous antibiotic therapy. However, that
i nsurance carrier, ConnectiCare, ultimtely even
denied oral antibiotics wth no appeal allowed.
Its nmedical director doubted that |I even had Lyne
di sease, and called nme personally to tell nme ny
treatnent was no | onger going to be paid for. He
followed up with a letter stating that I had no
appeal and that his decision was final.

Thi s broke Connecti Care's own

policy and those set forth by the Connecti cut
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State Departnent of I|Insurance. There was nothing
the I nsurance Departnent could do, however. At
| east that's what | was told.

Most recently, two new physi cal
findings have energed in nmy case. Recently |I was
given a test for babesiosis. Babesiosis is a
ti ck-borne di sease caused by a parasite that is
simlar to malaria. The organismquite often
travels in the gut of a deer tick, along with a
Lynme bacterium and ot her m croorgani sns.

| tested strongly positive for
babesi osis, in fact ny i nmune system shows
evidence of a long-terminfection. |It, |ike Lyne
di sease, can be deadly. | was treated for the
di sease, and it wll take sonme tinme to determ ne
if I still carry that organi sm

This is absolute proof of a tick
bite, and is even nore rare than Lyne di sease
itself. The question is how can | have the
secondary di sease, yet according to insurance
conpani es, not have the Lyne di sease? The answer
| propose is a financial one, especially
consi dering the next finding.

My bl ood was cultured for Lyne
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di sease using the new procedure devel oped by
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Dr. Steven Phillips and his research col |l eagues.
This research already had been published in
Infection, a prestigious international peer
review nedical journal. The culture of ny bl ood
reveal ed live Lyne di sease spirochetes despite
the oral antibiotics | was on at the tine of the
culture. More proof of ongoing infection,
especially as | was highly synptomatic at the
time, and not on antibiotic -- intravenous
antibiotic for several nonths.

So what's the point? Intravenous
antibiotics quite often are the only hope for
sone patients with chronic Lyne di sease. There
have been only a few studies involving long-term
i ntravenous antibiotic treatnent juxtaposed to
oral treatnent. However, if their conclusions
had favored the intravenous -- their concl usions
had favored the intravenous treatnent.

Mor eover, physicians' notes from
hundreds if not thousands of patients with
chronic Lyne di sease show the efficacy of

| ong-termintravenous treatnent over oral
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treatnment. There i s no doubt which one works
better and no doubt of the many individuals that

have been -- that have been cured with long-term
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|.V. treatment. The only doubt there has been is
wi Il the insurance conpanies pay for it.

In closing, | wish to read a
letter witten four years ago by Dr. Sam Donta to
Dr. Martina Ziska, and its nessage is quite
poi gnant .

"1've been investigating and
treating cases of Lyne disease since 1988. As
chief of infectious diseases at the University of
Connecticut Health Center, | set up a Lyne
di sease clinic there. After noving to Boston
University in 1993, | have continued to eval uate
and treat patients for Lyne di sease. MW
resul tant experience has shown that courses of
treatment of one nonth for treatnent for chronic
or late Lyne disease is insufficient to eradicate
or significantly inprove synptons. Three nonths
of treatnent appears to be a mninmumtinme period
needed to inprove patient synptons and prevent
rel apses. "

Mnimumtinme period.
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And it's ny own -- "It is ny
opi nion that patients have been deni ed therapy

beyond the first nonth because of concerns of
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third-party payers for the cost of such therapy.
Bl ue Cross/Blue Shield of Connecticut has been
especially rigid in their view especially as
there are no data that can support their view |
have tried to enjoin themin supporting clinical
trials to prove or disprove the hypothesis that

| onger courses of therapy are nore benefici al
than is a one-nonth course of treatnent, but they
have shown no interest in these studies.

In the interim they have denied
therapy to at least four of ny patients and |
have heard of nunerous other cases in which
therapy was denied. | believe that until it is
established that |onger termtherapy is not
beneficial, physicians should be allowed to use
their best judgnent in treating patients."”

Let nme say that as a patient with
active Lyne di sease and many -- and many

docunent ed neurocognitive manifestations | face
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for ny future, | know that unless nmy doctors are
allowed to treat ne with the best possible care,
| will continue to get worse, nuch worse.

Wth thanks to the Attorney
Ceneral and his staff, as well as ny enpl oyer,

the Gty of New Britain, | just started
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anti biotics intravenously about three weeks ago,
and this is after being on orals alone for a year
and a half. 1've already experienced a
difference. The synptons that conme and go have
| essened in intensity, and I'mable to work
sonewhat nore productively, and without this care
| may have never been able to beat Lyne disease.
My plea is to let ny doctor be ny
doctor. M insurance conpany exists to pay for
necessary treatnment that will nmake nme better, not
to call arbitrary shots of overruling sound
medi cal decisions solely based on profit. Lyne
di sease is too new a discovery to pretend that we
know al |l the answers.
What we do know is that patients
such as nyself and those in the audience are here
because we want our |ives back. W are infected,

not addicted. We have entrusted our insurance
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conpanies to help with the antibiotic treatnent
that we need, and in many cases, they have failed
us. Now we trust the very entity which oversees
t hose conpanies. W beg for nandati ng coverage
of our treatnment until we are either cured by
that treatnment or until we are cured through the

use of new research. And we beg you, beg you for
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our heal th.

| want to thank you again for the
opportunity to speak and nmake nyself avail able
for your questions.

ATTORNEY GENERAL BLUMENTHAL

Thank you.

(C apping.)

ATTORNEY GENERAL BLUMENTHAL
Ms. Cranoy?

M5. CRAMOY: M nane is Caroline
Cranby. |'ma nutritionist by profession.

received ny Master's degree fromthe Human
Nutrition Institute at Colunbia s College of
Physi ci ans and Surgeons and a Bachel or's degree
in zoology from San Diego State. | amthe nother

of a Lyme patient, not a patient nyself.
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AUDI ENCE: Do you have a
m cr ophone?

M5. CRAMOY: It's there. | need
to be louder. Sorry.

I"d like to thank Attorney GCeneral
Bl ument hal and Conm ssi oner Reider and their
staffs for the effort to understand and resol ve
this very difficult issue that has devel oped

around Lyne di sease and the health insurance
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coverage. | hope that today's hearings can prove
to be a forum for breaking down barriers rather
than an exercise in building higher ones.

|'"'ma Lyne di sease advocate not by
choi ce but by necessity. Only by arm ng nyself
wWith accurate in-depth know edge was | able to
identify the doctors who al so had accurate
i n-depth know edge of the di sease or who were
willing to | earn.

Now, although it appears that ny
daughter has -- nmay have beaten Lyne di sease
after a four-and-a-half-year battle, | remain on
the front |lines because of noral and intellectual
outrage. | am appalled by the |ack of scientific

honesty, human conpassion, and basic integrity
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whi ch we have encountered as we struggle to find
a correct diagnosis and then the right treatnent
for this very conplex disease. | hope that ny
background as a scientist and heal th professional
will allow ne to help others as they seek answers
to their questions about this illness which
destroys lives.

My daughter Samantha is one of the
| ucky ones, one who has been able to nove on with

her life and can | ook back on her Lyne di sease
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ordeal as an experience that robbed her of her
teen years, caused her nuch pain, both physically
and enotionally, but in the process honed her to
be a truly strong and enpat hetic person.

Though we are fully prepared for
the possibility of a relapse of this dreadful
di sease, we are nonet hel ess hopeful that Samant ha
has really been cured.

My testinmony, witten testinony,
contains a concise description of the
devel opnent, diagnosis, and treatnent of
Samantha's disease. |It's not unlike the stories

of hundreds of other Lyne disease sufferers.
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Samant ha was treated early with
two short doses of antibiotics, therefore never
tested positively on the standard i nmunol ogi cal
test. She was then not properly diagnosed or
treated for a period of nonths. Her synptons fit
Lynme di sease and were very severe and di sabli ng.
She had | aboratory confirmation of Lyne di sease
from Stony Brook, her disease was unresponsive to
oral antibiotics due to her failure to attain
therapeutic serumlevels wth oral nedication.

It was strongly responsive to |.V.

antibiotics, and then would rel apse wthin days
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when |.V. antibiotics were stopped too soon. She
eventual |y becanme well with successive courses of
|l ong-termantibiotics carefully picked and
nmonitored by her primary care physician and a
Lynme di sease speci alist.

The end point for the last two
t herapi es was ei ght weeks after becom ng
synptom free. Qur current insurance conpany,
Oxford Health Plans, has refused to cover the
$40, 000 cost of her last |.V. course, despite the
fact that it was successful and she has now been

synptomfree for 18 nonths.
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The appeal s process for this has
been long, frustrating, and totally controlled by
t he i nsurance conpany. Each stage of denial has
brought new reasons for the denial, many reasons
bl atantly inaccurate, including the infanobus not
medi cal |y necessary. This is a child who was
about to drop out of college because she was so
sick again on relapse. She had m ssed a year and
a half of high school when she initially had the
di sease.

We are trying to get reinbursenent
for successful nedical treatnent which we were

fortunate enough to be able to afford. For nost,
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the option is never there to go ahead with
treatnent w thout prom se of repaynent. For sone
the option is available only if they are willing
and able to nortgage everything they own. People
are being permanently disabled, losing their
capacity to earn a living, made to suffer
constant pain because insurance conpanies are
refusing to allow physicians to treat patients
with therapies that could allow themto live

normal 1|ives.
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Whet her Lyme di sease can be cured
with long-termantigen treatnment has not been
proven in the scientific literature, but it has
been done in case after case in actual practice
that long-termantibiotic treatnment can all ow
many people to live normal lives with no Lyne
synpt ons.

Until science devel ops a test that
can incontrovertibly prove the presence or
absence of the Lyne bacteria in all the nooks and
cranni es of the body, the determ nation of
whet her or not these people are cured will have
to wait.

A mgjority of patients who have

made the effort to attend this hearing are those
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t hat have not yet found a cure. They are people
beggi ng for the nedical and i nsurance conmunities
to help themin their battle with their disease,
rather than to deny its existence or pronounce it
as incurable.
| and ot hers have brought

additional witten accounts of patients who could
not be here, people fromall over the country are

suffering because Lyne di sease is being
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m sdi agnosed, m streated, and being disall owed.

As one of ny favorite T-shirts
decl ares, Lyne is a political illness.

Clearly scientific egos, struggles
for grant noney, and lucrative consultation fees
paid by insurance conpani es who benefit for the
conti nued di ssem nation of the overdi agnosi s,
overtreatnent party |line, have bl ocked speedy
progress and understanding in many tw sts and
turns in diagnosing and treating Lyne di sease.

The financial and | egal
envi ronnent of the health insurance industry
t oday has encouraged automati c del ays and deni al s
and the active seeking of experts willing to
legitimze wthhol ding of coverage. The

rel ati onshi p between academ c Lyne di sease
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researchers and the HVMOs nust be carefully
assessed to determine if it has made it difficult
for open, honest research to flourish.

| f researchers at the major
universities are receiving very healthy fees for
saying nore than four weeks of |.V. antibiotics

is not standard nedical practice, it is unlikely
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that they will design sound research to disprove
t hat statenent.

| am amazed by the
short si ght edness of the insurance conpanies in
their dealings with Lyne disease. It has been
stated by all the experts on both sides of the
Lynme fence that early, effective treatnent is the
best way of preventing chronic Lyne di sease with
all its costly and crippling conplications.

One of the primary principles
behind HMOs i s supposed to be that properly
delivered preventive healthcare and properly
managed early and effective treatnent of
i1l nesses can save heal thcare doll ars.

| also find it outrageous that our
i nsurance conpany can arbitrarily disallow the
consi dered opinions of two well-respected board

certified doctors who spent four years eval uating
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every aspect of our daughter's case and decl are
that the treatnent prescribed by these
intelligent caring doctors was not medically
necessary.

Oxford' s nedical director has

never met nor exam ned ny daughter. He has
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justified his decisions with the generalized
statenments of doctors who al so have never
exam ned ny daughter and who are paid to consult
on i nsurance cases precisely because the opinions
t hey express save noney for the insurance
conpany. This is a truly nefarious, synbiotic
rel ati onship.

| nsurance conpani es have al so
t aken advantage of the federal ERI SA | aws which
make them inmmune fromlawsuits for failure to
grant benefits and allows themto del ay paynent
for nedically appropriate clains and use the
fl oat on such withheld funds w thout any
penalty. |It's a true no |ose situation for the
i nsurance conpani es. They have taken a | aw
designed to protect consuners from excessive
heal t hcare costs and have turned it into a
federal license to steal frompeople in their

time of greatest need.
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Lynme di sease is just one of many
i1l nesses where insurance conpani es are being
all owed to conprom se the well-being of the

American people in pursuit of their own botton
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line. Legislators nust close this |egal gap.

Though | support reasonabl e
control of the nunber, type, and size of |lawsuits
whi ch can be brought, there nust be sone way of
assuring that it is not so economcally lucrative
for HMOs to del ay coverage decisions and to
routinely deny coverage and wait for appeals.

A mandatory 1 1/2 percentage
requi renent such as we all pay on credit card
debt, for any del ayed cl ai m paynents and a set
percentage penalty in cases of denied coverage
whi ch the courts later rule should have been
honored, m ght be a place to start.

Qur insurance conpany has sought
to dictate the type of antibiotic used, the
met hod of delivery, the duration of treatnent,
and even the need for treatnment w thout ever
seei ng our daughter in person. They have refused
to respect and support the judgnent of one of
their owm network's primary care physicians,

proving they see the primary care physician

71

systemas just one nore way to force noney to
their bottomline.

| f our daughter's doctor were ever
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to recoomend |.V. therapy again, we would find a
way to pay for it. W have seen the downsi de of
this di sease. W have seen the pain, the

physi cal disability, cognitive disability, and

t he psychol ogi cal devastation. W would do
anything we could to protect our daughter from
that suffering and the permanent physical and
neur ol ogi cal damage that can acconpany it.

But health insurance is designed
to protect famlies fromfinancial devastation.
Qur insurance conpany has certainly fallen down
on that count. Because we were able to find the
right doctors and afford the right treatnent,
Samantha is living a normal life. She wll
graduate in May fromone of the nost demandi ng
colleges in the country. She is skiing, jogging,
wor ki ng on an anbul ance crew and just passed the
nmedi cal college division test wwth flying
colors. These treatnments were definitely
effective, nedically necessary, and successful.

Oxford Health Plans, the health

and heal i ng conpany, should be proud to be part

72

of the healing of this young wonan.
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Thank you.

ATTORNEY GENERAL BLUMENTHAL

Thank you.

(d apping.)

ATTORNEY GENERAL BLUMENTHAL

Ms. Vander hoof - For schner ?

M5. VANDERHOCF- FORSCHNER

Yes.

have the witten docunents that go along with ny

testi nony.
ATTORNEY GENERAL BLUMENTHAL
Nobody has to feel, by the way, bound to f
the witten testinony that you' ve submtte
MS. VANDERHOOF- FORSCHNER
my down like really significantly so | can

t he end.

(Laughter.)

ATTORNEY GENERAL BLUMENTHAL

ol | ow

d.

| cut

get to

W

don't want to di scourage anyone fromfoll ow ng

their witten testinony. [It's your show.

M5. VANDERHOCF- FORSCHNER

Ckay.

73
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| will try to be brief. 1 also want you to know
that | have taken the liberty of providing
docunents to support everything |'ve said and in
the testinony, in the testinony it has references
to all the docunents, and you all have a copy of
t his.

ATTORNEY GENERAL BLUVENTHAL
Thank you.

MS. VANDERHOOF- FORSCHNER:  1'd
like to thank you all and the good people here
today and the people who have sent in material.
Good norning. | am Karen Vander hoof - For schner.

| have al ways appreciated the
vital role insurance plays in providing financial
security to mllions of people, | grew up in an
i nsurance famly. M dad was an actuary and
cof ounded an i nsurance conpany and after a
di stingui shed career has retired as senior vice
president at Equitable Life. He is now a
prof essor of finance at NYU | amproud to
followin his footsteps.

My career spans 25 years in the
insurance and allied health fields. 1've
possessed a professional designation CLU and

CPCU. | have held positions with insurers and ar
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a published author. | coauthored the article
Lynme Di sease Costs To Society. | am past

presi dent of the Society of |Insurance Research

| have an MBA and aut hor the book "Everything You
Need to Know About Lyne Di sease."

The history of Lyne spans over 100
years and several continents. What we call Lyne
di sease was first described in 1883, joint
i nvol venent was described in 1921, and the
research debate has been ongoi ng ever since.

In 1970, the first U S. case was
publ i shed by a Wsconsin physician. The first
clustering of cases occurred in '76 by doctors at
the Goton sub base. |In 1982, LDF, founding
board nmenber and NI researcher Dr. WIlly
Burgdorfer, discovered the causative agent of
Lyne di sease.

In "85 | contracted Lyne di sease
whil e pregnant and transmitted the infection to
my unborn child Jame. M life was forever
changed.

In July of that year, Jam e was
born and in July of that year, the first article
of maternal fetal transm ssion of Lyne di sease

was published. Jam e becane multi handi capped and
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eventually died in '91. He and | had positive
tests. Wen Jam e received antibiotics, his
condition dramatically inproved but he was never
cur ed.

On aut opsy, pathologists found the
Lyne bacteria in his eyes.

| will skip over our issues with
I nsurance coverage and nedi cal care.

In '87, | attended a Lyne
conference. | was surprised to discover a
pol ari zed scientific community. The |ack of
camar aderi e, clash of egos, and conpetition for
limted research funds was di sturbing. However,
| did find a core of conpassionate, cooperative
researchers who wanted to start a nonprofit
organi zati on dedicated to Lyne di sease. They
were seeking a scientific forumto present a
range of differing research results, conduct
vi gorous debate, maintain friendshi ps and support
col | eagues' research

These peopl e believe Lyne di sease
was serious and pervasive and have the research
to back up their assertions, so in '88, ny

husband and many ot hers worked to establish the
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directors. Qur focus is education, research, and
advocacy.

The LDF's web site receives over
300,000 hits a nonth. W conduct nedically
accredited conferences, publish a peer review
journal and have produced two award w nning TV
prograns. | ama full-tinme volunteer.

In "97, LDF received an award from
the National Institutes of Health for outstanding
education. The LDF is a realist. W keep the
door open to the differing viewpoints, not
sonet hi ng that everybody wants.

There have been over 120,000 cases
of Lyne di sease reported today by the 49 states.
In 1990, the LDF Society of Actuaries and Stern
School of Business conducted the nost extensive
survey of chronic patients. W now have 2,000
patient questionnaires in our database. This
study showed that Lyne di sease caused society
over $1 billion per year. This is the cost of
m sdi agnosi s, not overdi agnosis, and patients
take an average of five physicians to be

di agnosed.
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Patients |ucky enough with the

telltale EMrash that you hear about with Lyne
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take an average of five physicians to be
di agnosed. The hallmark rash doesn't help in the
di agnosis. 20 percent of newy diagnosed cases
are serious enough to need intravenous
antibiotics, and this study al so provided ot her
information. Early diagnosis and adequate
treatment decreases insurer costs dramatically.

| nsureds' experienced both | ost
i ncone and nedi cal expenses, and significant
noncash | osses are common. W are a society that
pl ays catch-up with diseases. In this and al
ot her di seases we need to play prevention, early
di agnosi s, and treatnent.

In 1995, | net with the Insurance
Department and the Blues to find a m ddl e ground
to insurance denials. The neeting turned froma
negoti ati on, which never occurred, into a sinple
one-si ded Bl ues consultant presentation. The
nmeeti ng ended and not hi ng changed.

You see insurers are powerful

financial institutions with a fiduciary
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responsibility to cover necessary nedical care
for insureds. Their nedical consultants are
often wel |l -funded physicians. Patients with

serious illnesses hang by a thread, know ng one

78

serious nedi cal episode can and often does
bankrupt them

The LDF has even w tnessed cases
where nedi cal treatnment is approved, continues
for weeks, and then the insured declines
rei mbursenent, forcing both | awsuits and
bankr upt cy.

You see, if insurers had to pay
for all of Lyne di sease di agnoses and treat nent
and told there was a perfect test, | suspect
econom ¢ finances woul d be shifted towards
funding research to find a perfect test. Mybe
we woul d have one by next year.

In '92, things started to rapidly
get worse and the LDF was swanped with insurance
conplaints. Conpanies that year started hiring
experts and were increasingly declining
coverage. That was al so the year that a
consul tant went to the Anmerican Acadeny of

| nsurance Medicine that has all the insurers
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medi cal directors in attendance and wound up
presenting on Lyne disease in a very closed
Vi ewpoi nt..

You see, shifting costs from one

di sease code to another doesn't decrease total
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costs. What it does is decrease costs coded to

Lyne di sease.

What it still does, is patients
still suffer and they still doctor shop, they
still incur expenses trying to find soneone who

can make them better. There are nmedica
protocol s and published articles to prove that
short-termtreatnent doesn't cure everyone, and
they prove that the tests are not perfect.

| woul d consider a variety of
questions, and nost of them concentrate on
financial and practice disclosures in terns of
what insurers should do. |[|'ve listed them down,
"Il go to themat the end. I'mafraid |'mgoing
to run out of tine.

You see not all insurers are bad
guys. There are sone that are quietly providing

coverage and case managenent for their
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policyholders. | do feel the need to nention
MD. Health Plan. MD. Health Plan did sonething
that | thought was exenplary. They wound up
saying two years ago, we want to educate our

i nsureds so that they can prevent Lyne di sease,
and they sent out to everyone in their network a

brochure on Lyne di sease.
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The follow ng year, they canme to
us and said, we'd |like to produce a brochure on
tick-borne disorders. W want to do prevention
we want to get ahead of this.

You see the debate is really
bet ween two school s; the gatekeepers and the
realists.

The first is a dogmatic,
gat ekeeping belief that only certain researchers
know the truth. These elitists feel an
obligation to stop those with opposing views in
order to protect the public. Gatekeepers believe
that Lyne di sease is easy to diagnose and treat.
They have a ny-test-is-perfect mnd-set and clainm
overdi agnosi s when patients with positive test
just negative in their |abs.

They avoi d conferences that
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chal l enge their views and can honestly say in
court they are unaware of information stating
ot herw se.

The realists now accept there is
no perfect test that can prove infection and then
prove a patient bacteria-free. Because of that,
science doesn't have all the answers, therefore

di agnostic and treatnment decisions are a conpl ex,
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private matter between the doctor and the
patient.
Real i sts know persisting infection
despite treatnent does occur. But it's not
al ways the explanation of persisting
mani festations. This is a viewoint of the LDF.
This is the reason why the LDF has never adopted
a diagnosis or treatment protocol, but we believe
t he door, the gatekeeping, should be open.
Intellectual differences are to be
expected as our understandi ng evol ves. However,
sone gat ekeepers have nade it their mssion to
ruthlessly go after individuals who think outside
the box. For sone gatekeeping -- for sone

keeping the gate closed is their personal war.
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Patients are the casualties.

Gat ekeepers not only bl ock
i ndi vidual access to nedical care, they also
bl ock doctors' right to treat and better yet, to
cut out a problem doctor who incurs expenses than
to cancel themw th the insurer's plan, or better
yet, haul themin front of the nedical |icensing
boar d.

Even nore disturbing is that sone

researchers resort to personal, professional,
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behi nd-t he- scenes snear canpai gns, nocki ng
patients even at nedi cal conferences, accusing
col | eagues of overdi agnosing or overtreating for
personal profit or spreading runors about
patients' confidential nedical records. It is
this type of action that proves this is not a
debat e about science. This is a debate about
power, and | have sone exanpl es.

In '93, based on secondhand
anecdotal reports, a local physician reported a
col | eague to the nedical |icensing board because
he felt the coll eague was overtreating patients
with long-termantibiotics and profiteering. The

accuser even volunteered to set up bogus sting
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operations and rehearse a pretend patient.
Surprisingly, this resulted in a real
i nvestigation of the suspected wongdoer and cost
hi m t housands of dollars to defend hinsel f and
al nrost cost himinsurer HMO affiliations.

Despite being found conpletely
i nnocent, he closed his practice to new patients
and shifted those Lynme patients to others. The
at nosphere was just too nasty. Wy the |licensing
board took this seriously |I don't know, but | can

tell you this, if I was a doctor, | would not
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report a case of Lyne or |et others know | was
treating them

| too have been the recipient of
attack by gatekeepers. M son, who had Lyne
di sease, was in several hospitals, at Hartford
Hospital and at UConn. They had copies of his
positive test. However, | kept hearing runors
fromnedia that sonme doctors felt nmy dead son
didn't have Lyne disease, and that these
anonynous sources had reasons to know.

For years | didn't ever find out

where this informati on cane from | have the
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positive tests in ny hand. Wy was it always
that | clained he had Lyne di sease? W was it
out there that had better know edge than his own
mon? Now | find through court docunments that a
Dr. Cerber, who is affiliated with these
hospital s, has appeared to breach doctor-patient
confidentiality in his zeal to snear ny dead
son's, ny, and the LDF's reputation. | have
copies of this in the material.

He maliciously m srepresented
Jame's condition and his |ast days alive. Jame
died in a hospital in another state seeking care

froman out-of-state doctor. But this particul ar
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doctor felt qualified enough to present a
| ong-di stance expert opinion on the cause of
Jam e's death at the National Institutes of
Heal t h.

But the snear canpai gn conti nues.
In January, just a couple weeks ago, he presented
a talk on Lyne disease to the Anmerican Acadeny of
Pedi atricians. Through a conbi nati on of speech
and slides -- and | have the docunents fromthe
peopl e who were there -- he then again portrayed

the LDF as a noncredi bl e source di ssem nating
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this information.

This is not the way scientists
shoul d behave. If he has intellectual
differences in science, he should conme to us. He
should wite a letter to the editor of the
journal or sonething.

H s hostility dates back to '89
and ' 90 when our son was on life support at
Hartford Hospital, and Dr. Cerber insisted that
the intensive care unit doctor arrange a neeting
with Tomand ne. Dr. Gerber insisted he needed
to break into our grief to tal k about something
urgent. Wat he wanted was for help fromus to

get himan NI H grant to experinent on congenital
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Lynme di sease babies. He wanted to treat -- not
treat the other half, find out the difference in
out cone for the two groups.

We were horrified and we refused
to listen any further. W offended himgreatly
by telling himhow outraged we were, but the big
surprise cane froma Yal e researcher, part of
their dreamteam

In '"95, Derlin & Fish, in an
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E-Mail to NIH expressed concern that LDF s
journal, quote, is not going away and it cannot
be ignored. He was concerned he would have to
cite articles published in this journal, articles
he didn't |ike because he was on the opposing

si de.

Lynme di sease in Australia had been
under investigation for years but in '94, two
articles were issued and distributed at the sane
conference in Italy. However, these two articles
wer e opposi ng viewpoints from conpeting
Australian research groups. Derlin assisted with
one of the articles. The LDF published the other
saying that Lyne was in Australia, and he was
mad. He was al so concerned with an article on

short-termtransm ssion of Lyme di sease, which is
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an issue in debate that he disagrees wth.

So he suggested to this NH
enpl oyee that he or others submt a bogus article
in the LDF journal which would have seriously
harmed its reputation. Derlin never used the
normal channels, the scientific channels of
submtting a letter to the editor voicing his

opposition. He just slammed us. |Indeed he
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wanted to do harm behind the scenes, letting the
Yale affiliation give himcredibility.

The sanme year Derlin suggested
that Yale should set ne up to fail by inviting nme
to speak and then letting ne, quote, expose
mysel f. He says he is planning an approach to
di scredit ne and then arrogantly says, quote, |et
her sue Yal e and the concept of academ c
freedom This proves that it is not about
science, it is about gatekeeping and power.

In late '94, Derlin's second Lyne
di sease nonprofit -- his first Lynme di sease
nonprofit conpeting with us had failed. His
second Lyne nonprofit that was established to hinm
primarily to counter the LDF' s science is now --
was now failing. And apparently Fish resorted to

snearing the LDF by saying in nedical neetings,
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and we have these docunents, that our son didn't
have Lyne. |If Karen is lying, her son doesn't
have Lyne, the foundation is no good, and they
are presenting m sinformation.

When | heard about this accusation

| approached Derlin and provided himwth the
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correct information, but it made no difference.

The nost appal | i ng docunent
snearing the LDF which is in here is now part of
court docunents. This docunent, on Yale
| etterhead, indicates the vicious nature and
arrogance of the author. It accuses the LDF of
many things, none of which are true and he knows
it. But they managed to inflanme the scientific
comunity.

Anongst ot her things he blanmed ne
for was organizing a Yale protest. W didn't.
He knew it, the organizers took credit.
Controlling science in the journal, we didn't and
we haven't. W're not scientists. And he clains
to be keeping a file on ne that he would happily
share with others but he hasn't shared it with ne
and he hasn't conme to ne for information.

These are the people in Lyne

di sease. What kind of scientist is this? How
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does Yale operate? Wll, there are nmany good,
wonder ful doctors at Yale that we deal with
This just happens to be a representation of what
t hese patients and what | am facing.

Even nore telling are his comments
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about being the opposing expert witness in a
court case where he |l ost, where the attorney was
our board nenber. He has never contacted us
about these issues. This is the political
situation that is driving. These are the dirty
little secrets we and others haven't told you.
But back to insurance, what is the
solution? I'mtold there is a perfect test.
| nsurers shoul d take a bal anced approach with
patients. Patients should be allowed to seek a
second opinion. The insurer should then honor
t he recommendati ons, especially if there is
support for it in the nedical literature.
Medi cal |icensing boards should
| et physicians know they will no | onger be
subj ected to attack because of the way they
di agnose or treat. Insurers should disclose who
their expert consultants are, how nmuch they are
paid and how many tinmes these consultants have

rul ed one way or another on a particular issue.
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And that's a rule not only with thembut with the
ot her places they consult.

W even have heard that sone
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consul tants nmake six figures on the side fromthe
regular job just by consulting to insurance
conpani es.

Si nce educati on about prevention
and early diagnosis is critical, we would wel cone
any of these insurers to cone forward with us.
They coul d get brochures out. They coul d get
posters on -- they could get posters and send
themout to doctors in the state to help
encourage early diagnosis and treatnent, because
the EM rashes are no |l onger what they used to
be.

W w il always stand. There needs
to be a clear nessage sent by the Insurance
Comm ssi oner and Attorney General that patient
rights and access to care should be protected.
Abuses shoul d be vigorously investigated.
Conpani es that are doi ng good shoul d sonehow be
rewar ded ot her than by saving noney. We will

al ways stand tall with those that want to find

solutions to Lyne. It just shouldn't hurt so
bad, and we, |, should not be subjected to such
90

attacks on a regul ar basis.

| thank you for the opportunity to
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speak here today. |If you have questions on the
preview test, on the vaccines, if you have
gquestions on -- we helped this test find funding
at the very beginning. W hel ped Donta get
i nvol ved, the doctor here, get involved in Lyne
di sease.

W' ve hel ped protect the doctors
that were under attack. W think it should be a
live and let live situation.

And 1'd Iike to say on the cases
of Lynme and the rise of it, what you see in 1988
on the graph earlier where Lynme disease really
took off, that was when we started. The first
thing we did was go on 20/20, Nightline, GCeraldo,
whi ch was our hi ghest doctor education program

W had nore doctors contact us
because of that than any other effort we have
ever had, doctor rounds during that tinme. |
woul d wel cone working with anyone at any tine,
even t he people who have attacked us, to find
solutions, and thank you for being patient enough
for me to get through this.

ATTORNEY GENERAL BLUMENTHAL

91
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Thank you very nmuch for being here.

(d appi ng.)

ATTORNEY GENERAL BLUMENTHAL: |
woul d like to thank all three nmenbers of this
panel for sharing with us your experience and
your insight, which has been extraordinarily
val uable and we w il be back in touch wth you.

For now we are going to take a
brief break and then cone back wth the next
panel after we're done. Thank you. We'IlIl be

back in about 10 m nutes. Thank you.

(Recess taken.)

ATTORNEY GENERAL BLUMENTHAL:  Qur

next panel wll be Dr. Eisenberg, Edward
Ei senberg, and Dr. Federico, John Federi co,
wel conme. Thank you for being here.

DR. ElI SENBERG  Thank you very

much for inviting nme and for providing this forum

for this discussion.
My nane is Dr. Eisenberg. |I'ma

medi cal director at Oxford Health Plans and |

92
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responsi bl e for the infectious di sease nmanagenent
progr amns.
ATTORNEY GENERAL BLUMENTHAL: They

cannot hear you.

DR. EISENBERG | wll speak up
and -- is this better? Are you able to hear ne
better?

ATTORNEY GENERAL BLUVENTHAL
Yes.

DR. EI SENBERG | attended nedica
school at NYU in New York City, and while there,
| | earned that anong ot her di seases and di sease
processes that there were sone peopl e who
suffered fromchronic debilitating ill nesses
whi ch were characterized by difficulty thinking,
general body ache, nuscle ache, joint pains,
occasional fever, and |lynph node swelling. And
that many of these individuals could not be
di agnosed as having any particular illness, but
that the diagnosis that was attached to many of
them was infection with another bacteria called
grucella, and the diagnosis of chronic grucal osis
was made and treated with little success.

By the tine | entered ny residency

at Al bert Einstein College of Medicine in the
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| ate seventies, the diagnosis that was given to
many of these individuals, especially ones who
wer e having central nervous systemdifficulties,
was one of hypoglycem a; that is to say that at
sone point during the day, possibly just before
or possibly just after a neal, their blood sugars
woul d sink very |ow and they woul d suffer body
aches, joint pain, difficulty thinking. The
remedies for this were changes in diet, sonetines
medi cations, and attenpts were nade to di agnose
and address this problem

By the tine | entered ny
fell owship and then during ny acadenm c years as
an attending at Einstein, this diagnosis was
| argel y di sbanded. It had been discredited and
researchers announced that the diagnosis for many
of these patients was infection due to a virus
called the Epstein Barr virus.

The Epstein Barr virus is clearly
a very prevalent virus in the world and in our
comunity. |t causes acute nononucl eosis, and
t here was sone evi dence that prolonged infection
with Epstein Barr virus in fact was responsible
for the illness that |'ve described in sone

patients.
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Di agnostic tests were devel oped.
Therapi es -- varying therapies were adm ni stered
and sone success again was clainmed. However, by
the early nineties, this diagnosis too was
abandoned and again, people, nostly with fatigue
and central nervous findings with sonetinmes joint
ache and fever and | ynph node swelling, were now
t hought to have infection with a yeast called
Candi da.

The di agnosis of chronic
candi dem a was made in the lay press. This was
popul ari zed as the yeast connection. Diagnostic
tests were devel oped, diet therapies and
antibiotic therapies were adm ni stered, and again
clainms of success were nade.

Thi s di agnosi s, however, did not
| ast very long because a rel atively new di agnosi s
of an illness that clearly does exist, Lyne
di sease, is now the one that's being applied to
many of these individuals. And as a private
practitioner in a highly endem c region in New
Jersey, | had the opportunity fromthe m d-1980s

t hrough the m d-1990s to see sonetinmes the very
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di agnosis of chronic Epstein Barr virus infection
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nmove through the yeast connection and then cone
back to nme in the mddle nineties with a
di agnosi s of Lyne disease.

Now, the nost unfortunate part of
this is in fact it isn't clear for nmany of these
patients what the illness that's causing their
very severe, very real synptons is. The clinica
mani f estations of Lyne di sease, though, are by
this time, pretty well understood. It is not a
mmc of all diseases and syndrones.

The tests that we have to di agnose
Lynme di sease, though not perfect, are about as
good as the tests that we have to di agnose nost
of the infectious diseases. They need to be used
appropriately in the right setting for the right
patients, and interpretation of the results of
these tests requires sone sophistication to be
done accurately.

Anti biotic therapy using standard
doses of appropriate antibiotic for a standard
duration of tinme leads to cure in the mgjority of

i ndi vi dual s.
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Now, despite what |'ve said, there
is clearly confusion about this disease. Partly

this is due to remaining inportant gaps in our
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know edge, but it's partly due to dissem nation
of incorrect information and partly due to a flow
of msinformation and m sinterpretation of
factual information. The results of this has
been that sonme practitioners diagnose many
patients who cone to their offices with di seases
of unclear etiology, such as Lyne di sease, and
they institute therapies that are i nappropriate
in ternms of which drugs are used or how | ong or
the course of therapy that's adm ni stered.
Oxford supports the diagnosis and
treatnent guidelines that have been devel oped by
the Centers for Di sease Control, the Food and
Drug Adm nistration, and the Anmerican Col | ege of
Physi cians. The CDC has devel oped a set of
di agnostic criteria for Lynme di sease which were
initially devel oped for surveillance needs, but
which in fact were very useful clinically.
According to these criteria,

confirmati on of Lyne di sease requires objective
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abnormality. For exanple, it's not enough sinply
to have pain in a joint, but one nust have frank
arthritis in order for these criteria to be net.

More than sinply difficulty thinking or headache,
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one nust have a recogni zed, objectively defined
abnormality of the central nervous system either
by a trained neurol ogist or found on testing to
qual i fy.

Simlarly, these guidelines, and
especially the ones pronul gated by the Food and
Drug Adm ni stration, specify a certain test that
shoul d be used, and these tests should be used in
a certain sequence.

The first test is the ELISA test,
which is a very sensitive screening test, so
sensitive in fact, that the FDA recommends if it
IS negative and the patient is strongly suspected
of having Lyne disease, that this sane test
shoul d be used again about a nonth later. |If
this test is positive or equivocal, it's
recommended that it be followed up by a Western
bl ot .

Patients who have a negative ELI SA
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and a negative Western bl ot have a very, very |ow

I'i kel i hood of having the | ater stages of Lyne

di sease.
AUDI ENCE: (Vocal reaction.) Oh,
oh, oh, oh.
ATTORNEY GENERAL BLUVMENTHAL: |I'm
98
going to ask, you know, | know there are strong

feelings on both sides of this issue, but
normally in these |egislative hearings we really
try to contain both approval and di sapproval
until we have a chance to talk outside. So just
in deference to the speakers who have been kind
enough to give us the benefit of their views, I'nm
going to ask that we wi thhold those reactions.
Thank you.

DR. EI SENBERG Now, Oxford's
gui delines for diagnosis and therapy mrror the
gui del i nes that have been pronul gated by these
governnmental and as well as academ c societies,
and 1'd like to show you the results of sone of
the patients who are our nenbers over the year of
1998.

For those of you who would |ike
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to, these tables are included in the package of
information that's in your folder. You'll see
themin the right side of your folder right
behind the first three pages of ny statenent.

The first table is objective
findings, and | should add, by the way, that all
of these tables are for nenbers of ours

t hroughout our region, they are not specific to
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Connecti cut .

What you can see if you | ook down
the left side of the table, you'll see various
characteristics of patients who may have Lyne
di sease, and in the very far right colum you'l
see the percentage that in fact neet that
paraneter and in sone cases criteria.

For exanpl e, about 45 percent of
the nmenbers are male. You can see that only 30
percent of patients with this difficult to
di agnose in sone cases di sease, ever saw a
specialist. You can see that only 33 percent
ever recall having had a tick bite. You can see
that only 22 percent ever recorded a rash. You
can see that only 49 percent had any objective

findi ngs on physical exam nation of satisfying
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any of the criteria set by the CDC or the FDA for
obj ective signs of Lyne disease, and that only 12
percent in fact had the nost specific -- the nost
specific diagnostic test, which is the | GC
Western bl ot.

So that in fact the mpjority of
patients that apply to us for treatnment for late
stages of Lyne disease have little in the way of

obj ecti ve supportive evidence of that diagnosis.
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| f you would please turn to the
follow ng table, requested therapies for Lyne
di sease, this one-quarter's worth of data that |
just reviewed for you is folded in wth the next
three-quarters of data for 1998. And if you
woul d be ki nd enough to | ook down the page to
deni al reasons, you can see the reasons that we
have not supported therapy in sonme of our
patients.

| f you would | ook down at nunber
4, you can see that for sone nenbers, it's
because the therapy that's been recommended has
not been approved in therapy. | think this

requires a little bit of explanation.
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In the absence of really any
clinically reported data that is verifiable,
certain physicians are using nedications for
which there is little evidence that there is any
activity against the bacteria causing Lyne
di sease, that is, Borrelia burgdorferi

Q hers are using drugs which are
perfectly well absorbed orally, and adm ni stering
them i ntravenously.

O hers are inventing new regi nens

for adm nistering these antibiotics. The nost
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common one that we see is five days of therapy
during the week and then the weekend off.
Presumably during the Sabbath the bacteria does
not replicate and require treatnent.

Sone of them go on with therapy
forever. W frankly get requests for therapy
with no end in sight, so that part of the problen
that we're seeing is that the therapies are
conpl etely i nappropriate.

I f you scan further down --

ATTORNEY GENERAL BLUMENTHAL:  But
sonme of them seemto work, Doctor, don't they?

DR El SENBERG The natura
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hi story of the illness, regardless of what it's
due to, is one of waxing and waning, and there
clearly are certain people who do better over
time and sonme of those people receive therapy.
ATTORNEY GENERAL BLUVENTHAL
But -- and | don't nmean to interrupt the flow of
your argunent, but if sone of the treatnent seens
to work and there is physical evidence that the
synpt omat ol ogy goes away and the regi nens,
what ever their novelty, seemto have effect, why
won't the insurance conpani es cover thenf?

DR ElI SENBERG  The i nsurance
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conpanies try to | ook as objectively as possible
at the possibility that any individual patient
has the illness that's being diagnosed, and
before supporting a therapy, we'd like to see the
obj ective evidence of the illness either in

hi story or physical exam nation or by |aboratory
testing. W know that many of these individuals
have an illness that will get worse and better
over time, and going back to the original studies
by Allen Steere done in this state from patients

who were in Lynme, Connecticut, we know that nost
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of those patients w thout any therapy, because
the nature of Lynme di sease was not recogni zed in
the seventies and the fact that antibiotics m ght
cure it was not known, that many of those
patients went on to be cured of their illness

wi th no therapy.

So the correl ati on between
treatnent and response is not always as clear as
we would like it to be.

ATTORNEY GENERAL BLUVENTHAL
Maybe | don't fully understand, but what | hear
you saying is that the kinds of treatnent that
you regard as unfounded shouldn't be covered

because these diseases will go away on their
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own.
DR. EI SENBERG No. The answer to
that specific question about treating -- about
treatments that we think are unfounded is that
there's no reason to support a therapy for which
there is insufficient evidence that it should
wor K.
ATTORNEY GENERAL BLUVMENTHAL: But
that comes back to the first question | asked.

If the treatment seens to work and there is
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physi cal evidence that it is working, why not
cover it?

DR. EI SENBERG  Because we | ook --
we try to ook not only at the individual
patient, who clearly is very inportant, and we
deal with each individual patient as an
i ndi vidual. However, to adm nister any therapy
to that patient wthout really good evidence that
t hat therapy should work woul d not make sense for
the great majority of our patients who would be
nore likely to be at |east wasting their tinme and
possi bly suffering the adverse outcones that are

sonetinmes associated wth adm nistering these

t her api es.
ATTORNEY GENERAL BLUMENTHAL: So
104
t hese judgnents are then nmade -- again, | don't

want to characterize, explain your view, but the
judgnent really is made based on your view of
what works in the majority of circunstances, not
what may work in that individual case?

DR EISENBERG It's not so
much -- it's not our judgnent. | don't consider

Oxford an expert in Lynme di sease. W use the



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

o o~ W

expertise of the people who are experts, and
those are the people from academ c societies, the
peopl e fromthe governnental agencies who

speci ali ze and who have devel oped di agnosi s and
treatnent guidelines, and we try to apply those
gui delines to our nenbers.

ATTORNEY GENERAL BLUMENTHAL: And
you don't regard as equally worthy of respect,
the judgnent of the treating physician who
bel i eves, based on his or her experience with
that individual, that this treatnent will work?

DR. EI SENBERG Well, that gets
back to the whole notion of whether nedicine is
an art founded in science or not. |In the past,
if we were having this neeting 10 years ago, we
coul d be having the sane conversati on about

treating Candida in the blood. If it were
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| onger, it could be about whether we should be
treating the Epstein Barr virus in the bl ood,
because at that tine there were individual
practitioners, and in fact there were societies
for the treatnment of chronic Epstein Barr virus
usi ng high doses of antiviral drugs or high doses

of vitamns, all of which |I've seen.
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ATTORNEY GENERAL BLUMENTHAL: Let

me ask the question a different way. Wy is it

that -- and | don't nean to single out Oxford
because again, | want to thank you for being here
today -- | should say that we invited sone ot her

i nsurance conpani es that declined the invitation,
so | respect your willingness to cone forward
today. Thank you.

But why is it that the different
I nsurance conpani es have different approaches or
practices so that the conplaints seemto be about
one group and not about others? And as you've
heard if you were here earlier, sone of them have
actually been commended by peopl e who have had
firsthand experience with them

DR EISENBERG | don't know the
ot her conpanies' policies so | can't address that

as specifically as you would like. But |I do know
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fromtalking to nmy counterparts in our conpanies
that we all are generally using the sane set of
criteria devel oped by the CDC and t he FDA

But beyond that for each

i ndi vi dual patient, there is usually a
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conversation that goes on between the nedical
director and that patient's either primary care
doctor or prescriber of care, and |I think that

t he individual judgnents that cone out of those
conversations is another very inportant |ayer of
the adm ni stration of our policy, and that
probably does differ fromindividual to

i ndi vidual patient as well as from conpany to
comnpany.

ATTORNEY GENERAL BLUMENTHAL: And
what would you -- what would you say to a patient
who has been di agnosed with Lyne di sease who has
been prescribed treatnment and is denied
cover age?

DR. ElI SENBERG W encour age thermr
to seek consultation with other physicians, and
that coul d be other people who specialize in
Lyme, or it could be a specialist who is expert
in the care and diagnosis of the primary synptonm

that they are conplaining of. And we entirely
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support our nenbers seeking outside gui dance.
ATTORNEY GENERAL BLUVMENTHAL: And
you pay for those second or third or fourth

opi ni ons?
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DR. EI SENBERG Wt hout question.

ATTORNEY GENERAL BLUMENTHAL: And
what if those opinions confirma need for that
treat ment ?

DR EI SENBERG In that case, we
pay for the treatnent.

| f you woul d pl ease | ook down at
the bottom of that page and see reasons for
adverse outcones, you'll see another aspect of
the treatnment, and that is the nunber of people
that suffer from nedication reactions; elevated
liver functions, which neans hepatitis, |ow white
counts or clotting or infection of their Lyne.

You' || see another reason for care
and caution in the adm nistration of high dose
i ntravenous t herapy.

Now, despite the issues that we' ve
di scussed and despite the fact that clearly there

are sone patients whose care we do not support,

if you'll look on the next page, which is Lyne
summary all regions, 1998, you'll see that in the
108

| eft-hand col um we have sone characteristics for

this aggregate population in terns of the
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deci sions that we've made. And if you go down to
one, two, three, four, the fifth, you can see
that the percentage of nenbers whose requests for
therapy is approved is 67 percent. That's
despite these problens. And that after the
second, third or fourth opinions and on appeal,

t hat nunber goes up considerably, and -- although
because many of our appeals are pending, the
nunber is up in the high seventies at |east.

Now, that -- one of the inportant
factors that needs to be realized is that this
approval rating is often after a chain, after a
di scussion that had gone on with the physician,
after other diagnostic tests are obtained, after
ot her consultations are obtained, after the
therapy is discussed so that appropriate

therapi es are used for appropriate periods of

tine.

In summary, Lyne disease is a very
inportant issue in this region. It is highly
endemc. It can lead to serious problens, but

clearly it is overdi agnosed, it's overtreated and

it's mstreated in this region. The guidelines
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t hat have been devel oped by highly respected
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academ c and governnental institutions are not
bei ng foll owed, and our nmenbers are benefiting
from our managenent program

| thank you very nuch for inviting
me to speak today.

ATTORNEY GENERAL BLUVENTHAL
Dr. Federico?

DR. FEDERI CO. Thank you. |
better | ean forward here.

|"m Dr. John Federico, and |
appreci ate the chance to appear at this hearing
today. In this, | represent Physicians Health
Services, which is a nmanaged care organi zation
br ought about through a recent nerger of MD.
Health Plan wth Physicians Health Services.

We have a nmenbership of sone
524,000 nenbers in the state of Connecticut at
this time. | would also tell you that as a
physi ci an who trained and | ater practiced
pedi atrics and adol escent nedicine here in
Connecticut for 18 years, | had occasion to
di agnose and nmanage the clinical care of patients
with Lynme disease, and | further bring the

perspective of one who has had friends and ot her

110



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

acquai nt ances who have been treated for this
condi tion.

Lynme di sease, which given its
present distinction, is the nost common
vector-borne di sease reported in the United
States, has been receiving increasing attention
in recent years fromthe nedical and scientific
communities, fromhealth insurers, managed care
conpani es, and of course the public. The
interest is the result of a dramatic increase in
cases, particularly in the Northeast, where nost
of these cases are clustered and where the
condition is endem c.

Heal t h pl ans, i ncludi ng managed
care organi zations, have for sonme tine recogni zed
that Lynme disease is a nmajor cause of norbidity
and disability, and managed care organi zations in
particul ar, through various care managenent
prograns and ot her educational efforts undertaken
by the plans, are aware of conplexities and of
course controversies that are attended to the
di agnosis of the condition and to its treatnent.

Managed care organi zations are
aware certainly of the diagnostic confusion and

treatment nodalities that have potential for
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bei ng di sadvant ageous for nenbers, and

Dr. Eisenberg has certainly commented on this,
and fromthe -- sone of the papers that were
distributed today -- I'"msure the panel wll be
hearing nore about this later on after |unch --
Physi ci ans Health Services supports, and as a
health plan, generally covers tinely diagnostic
testing appropriately to Lynme di sease and
treatment prograns which have been proven through
the standard scientific nmethods to be efficacious
in treatnent.

The expectation of course being
that the great majority of individuals wth
di agnosed Lyne di sease will have conplete
recovery with the usual and customary therapy and
free of untoward conplications.

The controversies arise when
there's lack -- a reported | ack of responsiveness
to prescribed reginmens, particularly where
there's uncl ear diagnosis or use of treatnent
regi mnens which are not either broadly accepted by
t he nedi cal profession or considered to be the
standard of practice.

The starting point in the process

of devel opi ng managed care review prograns is the
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adoption of appropriate standards of care. The
guidelines and criteria used by Physicians Health
Servi ces and nmany ot her managed care

organi zations to determ ne appropriate testing
and treatnent reginens for various conditions is
drawn from published gui delines and position
statenents produced by w dely respected

pr of essi onal organi zati ons.

Wth respect to the diagnosis and
treatnent of Lynme di sease, these cone fronm
organi zati ons such as Anerican Col | ege of
Physi ci ans, Anerican Acadeny of Neurol ogy,

Aneri can Col | ege of Rheumatol ogy, the Anerican
Acadeny of Pediatrics, of which I am a nenber,
and the Centers for D sease Control and
Preventi on, anong ot hers.

The gui del i nes represent standards
of care that are devel oped through consensus are
those with significant nmedical research and
practice expertise on the subjects, the standards
agai nst whi ch di agnostic practices and treatnent
prograns are conpared.

Yet our case revi ew prograns

i nclude nore than the application of standard
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gui delines. W often discuss cases with treating
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physicians in instances where the treatnent of a
menber with a given condition such as Lyne

di sease has not brought about the desired

result. Inthis, we certainly recogni ze the need
for flexibility, and the appropriate pl ace,

i ndeed support, of individualized care plans,

i ncl udi ng hone care prograns, where indicated.

At Physicians Health Services, we
have care managenent prograns which invol ve nurse
case managers for nenbers with various chronic
heal th conditi ons.

| n managed care we encounter
matters which unfortunately enconpass contentious
i ssues, and were this not the case with respect
to Lyme di sease, we wouldn't be here today. It's
expected that specific anecdotal cases would be
presented at this public hearing to support the
proposed | egislation. These intended to show
that health plans are | ess than sensitive and
supportive of nenbers than they should be. |
want to present a few brief real cases

representative of situations which also occur and
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whi ch generally don't attract attention of the
public since they don't nmake the eveni ng news nor

make the print nedia.
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Several years ago, | was at a
public event and | nmet an elderly relative of a
wor kpl ace acquai nt ance who was receiVving
| ong-termintravenous antibiotic therapy for
progressi ve neurol ogic mani festations of Lyne
di sease. She was confused, she was very unsteady
and quite disoriented. | had a sense she didn't
know where she was or why she was where she had
gone to.

Sonme nonths |ater, | |earned that
she had received further evaluation by a
neur ol ogi st, had undergone appropriate neurol ogic
testing and was receiving treatnent for a correct
di agnosi s of Al zheiner's di sease or denenti a.

I n anot her instance, a comunity
acquai ntance of m ne had been given a diagnosis
of Lyne di sease w thout appropriate |aboratory
testing and was being treated for a protracted
period of time with oral antibiotics w thout
relief of his joint pains. A suggested second

medi cal opinion at a local nedical center led to
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a diagnosis and treatnent of osteoarthritis.
And yet in a third instance, this
involving a famly nenber, the suggestion of Lyne

di sease as a diagnosis was nmade in spite of
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negati ve serologic testing, this on the basis of
reported synptons of fatigue, headaches, nuscle
aches, and joint disconfiture. No antibiotic

t herapy was undertaken, and the illness which was
viral in nature, subsided over the course of
several weeks.

It is not at all unconmon for
there to occur in instances such as these
mentioned, as in others |I've |earned of through
my work as a nmanaged care nedical director, of
m sdi agnosi s or m sdirected nedical treatnment of
i ndi vi dual s di agnosed as having or presuned to
have Lyne disease. Alternative diagnostic
possibilities are often not adequately
i nvestigated. Serological and other | aboratory
test results are msinterpreted and courses of
treat nent undertaken for protracted periods at
great patient inconvenience.

Managed care progranms seek to
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assure that appropriate evaluations are indeed
conpl eted and suitable treatnent reginens
undert aken as i ndi cat ed.

| don't argue with a statenent you
made, M. Attorney Ceneral, in your testinony of

February 9 before the insurance and real estate
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commttee, where it refers to there being
undi agnosed and i nadequately treated Lyne

di sease, although I have not seen the data to
accept a notion that these are epidem c in scale,
in that of course, Lyne disease is essentially
endem ¢ in Connecticut.

But through ny own personal
clinical experiences and awareness of range of
practice patterns with respect to the diagnosis
and treatment of the condition, | would al so
submt that there is inappropriate treatnent
whi ch needs to be recogni zed and consi dered as
wel | .

| think House Bill 5694 does not
acconplish this. It rather perpetuates
i nappropriate treatnent, often at great
i ndi vi dual disconfiture and i nconveni ence.

| thank you for your attention.
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ATTORNEY GENERAL BLUVENTHAL
Thank you. Dr. Federico, let ne ask you a
simlar question to the one | asked
Dr. Ei senberg.

| understand the anecdotes that
you' ve given us, but you' ve heard anecdotes, |I'nm

sure nunerous anecdotes, nunerous stories simlar

117

to the ones that we've heard this norning, about
treatnment that does work, that has been denied
coverage. And in light of your enphasis in your
testinony on the inportance of the treating
physi ci ans' deci sions and the respect they
deserve, does PHS nmake an effort in its coverage
deci sions to denonstrate that respect?

DR. FEDERI CO  Physicians Heal th
Services, |like other managed care organi zations,
obvi ously reviews individual cases, wll talk to
physi ci ans about the treatnment and will even
often make recomendati ons for and seek to direct
menbers for further evaluation and determ nation
of appropriate costs of therapy to follow

In instances where a diagnosis is

i ndeed confirnmed and where we have further
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opi ni ons expressed that additional courses of
t herapy m ght be suitable, we will generally go
along with that type of treatnent, and | cannot
provi de you with sonme of these sane statistica
information as nmy col |l eague from Oxford did, but
this happens fairly often.

| would al so comment further that
certain therapies that are undertaken that are

t hought to bring about results are called into
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guestion at tines, in instances where we m ght
not know what the natural course of the illness
may have been. To say a physician stating that,
well, we've given this type of treatnent, it
seens -- it works, we should do nore, the patient
is certainly inproved, the hard part becones
determ ning whether it's related to the treatnent
that's been given or whether the natural course
of therapy -- of the disease led to that

i nprovenent .

One of the exanples that | cited
of a famly nenber, you see there was no
treatnent at all, there was inprovenent because
that's the natural course of a viral illness.

Sane thing of course can occur in the face of
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Lyne di sease.

ATTORNEY GENERAL BLUMENTHAL:  You
think that PHS s procedures or approach are
different from ot her insurance conpani es?

DR. FEDERICO Well, | think in
general , you know, many of the elenents of the
approach taken are simlar. | can't coment
fully on sone facets of the approach taken by
ot her conpani es, not know ng all, but I nmean we

certainly place a I ot of enphasis on
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i ndi vidual i zed case managenent -- we |ike to cal
i ndi vi dual care managenent. W certainly nmake
great efforts to get into patient education --
menber education, excuse ne. In the nmanaged care
side, we say nenbers. | still think of these
i ndividuals as patients, so | say patient
educati on.

And we certainly try to work with
i ndi viduals to maxi m ze the outcones to all of
our nmenbers who are of course patients of
ot hers.

ATTORNEY GENERAL BLUVMENTHAL: |

noti ce that none of the anecdotes that you've
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gi ven here involve both a diagnostic test and a
treating physician's prescription as to what
shoul d be done about Lyne di sease that's been
di agnosed. Are there -- is that correct?

DR. FEDERICO Well, see the first
one, right. The individual was said to have had
Lyne di sease and woul d have been treated for a
| engthy period of tine and wi thout any real
benefits, and indeed turned out did not have, you
know, Lyne di sease. And sane with the second
case is, well, it was sonething entirely

different.
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ATTORNEY GENERAL BLUVMENTHAL: But
was that after there was a diagnostic test, a
multiple test?

DR. FEDERICO | know at least in
t he second case that no testing had ever been
done.

ATTORNEY GENERAL BLUMENTHAL: And
your first anecdote nentioned, your first story,
doesn't nention any diagnostic test either?

DR. FEDERICO On that one, |
could not say for certain whether one had or had

not been done. | had just been told that a
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di agnosi s of Lyne di sease had been nade.

ATTORNEY GENERAL BLUMENTHAL: |Is
there -- would you reconmmend, Doctor, that as a
matter of public policy, that anything be done to
i nprove i nsurance coverage?

DR. FEDERICO  You know, follow it
and prove it in terns of what? | nean, | think
we've stated, as | did -- | nean, we certainly
cover the appropriate diagnostic testing and
therapies that are generally accepted by the ful
practicing comunity and the experts as being
suitabl e and appropriate for the diagnosis.

ATTORNEY GENERAL BLUMENTHAL
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Vll, let me ask the question --

DR. FEDERICO That | think is a
fairly broad type of coverage.

ATTORNEY GENERAL BLUMENTHAL: Let
me ask the question a different way.

As you' ve gathered, there are both
physi ci ans and patients who feel that there
hasn't been adequate coverage, and there are
treatments that seemto be working for which

coverage has been denied. Does that suggest that
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there may be a probl en?

DR. FEDERICO Well, | think as |
tried to comment a little earlier, the treatnents
that seemto be working, we don't know are they
really working or that the inprovenent may be
related to the natural course of the disease or
illness or the problem be it Lyne di sease or
sone other condition unrelated to Lyne di sease.

As to the duration of a therapy
and whet her or not it should be [unintelligible],
that's an entirely different matter, and | think
all of the organizations that have reviewed this,
i ncludi ng the professional societies and the
experts, feel that there is seemngly a defined

l[imt. |f somebody has had, for exanple, several
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courses of therapy and still appears to, you
know, be synptomatic, have synptons associ at ed
with the condition of Lyne disease, could be
related just to either the treatnment itself or
could be, you know, related to factors that are
caused by the condition of Lyne di sease, where
further treatnment to eradicate the illness is not
going to provide any additional benefits from

what has been al ready achi eved through one or two
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standard courses of therapy.

It could be that the further
treatnment, be it of a rehabilitative nature,
et cetera, certainly would need to be addressed
and dealt with, and we do this all the tine and
we cover this type of therapy.

COWM SSI ONER REI DER: Do either or
both of the doctors, and again, |'mnot an
attorney but | go on notice of being basic in ny
guesti oni ng.

I"'ma patient and I'minsured by a
conpany and | have evidence that there's a tick
that's been on ny neck and | have a concern and |
devel op sone redness and so | go to ny primary
care physician, and the primary care physician

| ooks at it and says, gee, you know, it's there,
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you have sone synptons and |'mgoing to treat you
with antibiotic, and they do that for a period of
time. Question one, is that paid for?

DR. FEDERI CO.  Yes.

COWM SSI ONER REI DER: Okay.
Second, | get to a point in time sonme weeks out

and | continue to have disconfort and pain and
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now it's suggested that | need extended
antibiotic treatnment, okay? | think now we're
getting to the crux of the issue, okay? M
guestion is: If | have a positive diagnosis at
that point that | have Lyne disease and the
doctor feels that that requires sone additional
treatment with antibiotics, oral or otherw se,
what is the position of your conpany?

DR. EI SENBERG The way you' ve
described this, | don't think anyone
know edgeabl e about this di sease woul d doubt that
what you had was Lyne di sease. You have one such
obj ective characteristic that neet the criteria,
that is, the tick bite and the rash, that's
actually two separate criteria, and your therapy
woul d be approved routinely. In fact, it
woul dn't even go to a nedical director at Oxford,

it would be approved by the case nanagers.
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COWM SSI ONER REI DER: And for how
| ong?

DR. ElI SENBERG Most of the
applications for therapy are for four weeks. W
have a standing policy of approving up to six

wi t hout questioning, and beyond six there would
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have to be a conversation between the prescribing
physi ci an and the nedical director.

COW SSIONER REIDER:  Now it's six
weeks. |'ve been diagnosed with Lyne di sease,
your conpany is satisfied that | have Lyne
di sease but I'"'mnot cured at this point or
there's not evidence of cure. You' re saying
you' d have to have a discussion with that
doctor ?

DR ElI SENBERG  Yes.

COM SSI ONER REIDER:  And is there
a possibility or probability that you woul d
continue sone type of treatnment fromthat point
f orward?

DR. ElI SENBERG Yes. The
possibility would depend upon what your
continuing synptons are, as well as what the
[unintelligible] of continuing disease are.

For exanple, if you devel oped
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headache and a spinal tap was done and spi nal
fluid was | ooked at and there was any evi dence of
i nflammation, the nost likely possibility in that

situation, regardl ess of what any of the tests
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show, is that your spirochete, the bacteria that
causes Lyne disease, in fact has di ssem nated and
that you have Lyne neningitis, and that would be
anple justification for continuing therapy.

COWM SSI ONER REI DER: And we can
continue that entire line but I want to go back.

It's now six weeks |'ve been
treated. You' ve allowed for two additiona
weeks, but there is no positive diagnosis of Lyne
di sease, and yet as a patient, I'mvery -- having
difficulty, I'"mhaving pain and disconfort for
what ever reason, and ny doctor may be saying |
think it's Lyme but nobody is quite sure. You've
| ooked at it as the managed care conpany, and
you' re suggesting there is no evidence of this.
Do you allow for further diagnosis of other
possi bl e causes for this and pay for that, or
woul d you just sinply cease paynment at that
poi nt ?

DR. EI SENBERG W not only all ow

for it, we encourage it. Qur case nanagers are
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dedi cated to dealing with patients with
infection, and they are instructed to encourage

the nmenbers and the physicians to seek outside
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consul tation, which we pay for unquestioningly.

COW SSI ONER REIDER: | have one
ot her question and I'lIl ask this of the other
doctors as well. | read an article recently in

The Hartford Courant where an extended treatnent
of -- antibiotic treatnment can be
counterproductive in the sense that there's
immunibility [sic] and whatever, whether it be
penicillin or sonme of the other drugs. |Is that a
risk or is that not a risk?

DR. EISENBERG It's a theoretica
risk. There's always the possibility that this
bacteria, |ike many others, could devel op
resistance to the antibiotic that's being used or
it could change in sonme way that makes it |ess
susceptible to the drug. So yes, that's a risk
but I don't think it's a well enough understood
risk for it to enter into the thinking on whether
t herapy should be continued or not, so it would
not be cited as a reason to stop therapy.

COW SSIONER REIDER:  And | wi |

finish wth this -- these |last questions. If in
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fact you reach a point in tine at six weeks or
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ei ght weeks, there is not a diagnosis, there is
no indication that treatment by antibiotics for
what ever reasons is there, and so there is a
denial fromthat perspective. A patient then
woul d conme to you and say that | disagree with
you, you have an internal appeal process?

DR. ElI SENBERG Yes. Every deni al
of care, every notification of denial is
acconpani ed by verbal, through our case nanagers,
as well as a witten notification of the appeals
process with a conpl ete explanation of how to
acconplish that.

And in addition, we also have
expedi ted appeal s and t hen, dependi ng upon the
state and what that state's regul ations are, we
m ght have mandated physici an conversations or
ot her procedures that we would have to go through
in order to satisfy that appropriate decisions
were being made in a tinmely manner.

COWM SSI ONER REI DER: And here in
Connecticut with the passage of the 1997
| egislation, there is external appeal, and that
external appeal applies to people that are not

covered under federal prograns. And there are
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peopl e who have concerns that are under the
federal program and unfortunately the State
can't respond to that, but where there is a
State-covered situation, there's external

appeal. And you have a responsibility to inform
peopl e of that external appeal and the ability to
nove forward, that that review, which is outside
of your conpany's area of econom c or other
authority, so | just share -- | already asked
sone of the other doctors as we go down the path
because ultimtely what the Attorney Ceneral is
sayi ng and what | would say or what | think nost
peopl e woul d say, is you want to be able to give
peopl e the proper treatnment at the proper tinme in
order to get the resolution and the cure.

And as | said, we're going to hear
different viewpoints, but | just think it's
inportant that there be a systemin place where
peopl e certainly have every right to be heard,
and for their physician to be heard. But | was
interested nost particularly on this point of
di agnosis of confirnmed or not, so | appreciate
your input. And as the Attorney General said, we
appreci ate the fact that you would join us here

t oday.
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ATTORNEY GENERAL BLUVENTHAL
Represent ati ve Powers?

REPRESENTATI VE PONERS: Thank
you. |I'd like to go back to what you both
di scussed with acceptable protocols, and you
referred to the CDC and the FDA. Are their
protocol s identical ?

DR. EI SENBERG The CDC s
gui del i nes address nostly how a clinical
di agnosis is made froma history and physi cal
point of view It also addresses the |aboratory
testing and makes specific nmention of the
two-step testing that has been advised by the
FDA.

The FDA has restricted its
guidelines to that testing.

DR. FEDERICO | just woul d add,
you nentioned the FDA, and the FDA doesn't really
have a role in this. Any of the specialty
soci eties have treatnment protocols. They are
fairly --

REPRESENTATI VE PONERS: You are
referring to these societies? Could you give ne
names?

DR. FEDERICO  This is the



N

g A W

10
11
12
13
14
15
16
17
18
19
20
21
22
23

24

130

Aneri can Acadeny of Pediatrics, which has -- this
is fromits commttee on infectious diseases,

whi ch sets forth standards for diagnosis and
treat ment approaches for any nunber of infectious
conditions in children.

REPRESENTATI VE PONERS: Are those
t he same as CDC?

DR. FEDERICO They are very -- |
woul d have to say that -- | cannot fully answer
that. | think that any differences woul d be
rather mnor, and the CDC s nore deals with the
| aboratory diagnosis and the | aboratory testing
that is done to nmake the diagnosis. The CDC
certainly was a party to the devel opnent of the
gui delines that were put out by the American
Acadeny of Pediatrics, and if there is any
differences at all, | think --

REPRESENTATI VE PONERS: So t hose
are nore detail ed?

DR. FEDERICO -- they would be
very, very m nor.

REPRESENTATI VE PONERS: So are the
pedi atric ones nore detail ed?

DR. FEDERICO The -- no, they are
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t hose of the Anerican Coll ege of Physicians or
any other specialty society.

REPRESENTATI VE PONERS: So when
you referred to these other associations and
general ly accepted protocols, you know, the way
the treatnment is supposed to go, there is a
uniformty, a uniformty on this?

DR. ElI SENBERG  The purpose of
guidelines is not to establish 100 percent

uniformty. Quidelines are useful in reducing

variation. Wen you are tal king about diagnosing

and treating an illness, you' d like to, with as
great certainty as possible, make sure that al
of your practitioners are using the sanme
framework within which they are making a
di agnosis; they are using tests that have shown
t hensel ves to be hel pful; they are applying
t herapi es that have been tested. And the
guideline tries to encourage this kind of
t hi nki ng.

The purpose of a guideline
specifically is not that there be 100 percent

conformty. There needs to be sone flexibility
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and every guideline allows for that.

A standard of care, which is

132

usual Iy devel oped by a governnental agency, is
much nore rigid.

DR. FEDERI CO  Just one further
point to give as an exanple. The Acadeny of
Pedi atrics's Cuidelines obviously is nore focused
on the treatnent protocols for children, setting
forth the antibiotics that are appropriately used
in children and the dosages, et cetera, as
opposed to those obviously com ng from Aneri can
Col | ege of Physicians and ot her organi zati ons.

REPRESENTATI VE PONERS: The
reason -- | amnot froma nedical field at all
|"'mfromthe education field. The reason |I'nm
trying to understand this is because both of you
have referred to follow ng the guidelines and
recommendi ng and accepting and paying for
therapies that are within the guidelines. So
what I'mtrying to understand is how strictly do
you follow these guidelines and ki nd of where
does the red flashing light appear in terns of

being a little bit beyond the guidelines or way
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in fact those guidelines change?
Just listening to you talk I was

t hi nki ng about | think in the last three or four
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days, they've announced that they've discovered a
group of physicians was working | think with
uterine cancer, and they found that adding

chenot herapy to the radi ation jacked their
survival nunbers dramatically, and that was not
the CDC guideline. And that was not the CDC
recomendati on.

However, they've now said well
t hese nunbers are so dramatic that w thout
further checking, which we will do eventually, we
woul d |'i ke other physicians to step in and do
this i mediately.

So what I'mtrying to understand
is, howtightly are you holding to these? Where
is the red light and how responsive are you to
any changes?

DR. EI SENBERG W do not
provide -- our guidelines are not any tighter
than the ones that have been recomrended by the

Centers for D sease Control and the FDA. Qurs
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are | ooser. Had we applied their guidelines
strictly, we would not have the two-thirds
approval rating at first that I showed you

An exanpl e of how our guidelines

are less strict is in the six-week treatnent

134

regi nen that we routinely approve, because the
physicians in this comunity have spoken to us
and we've had a dialogue with themand it's their
belief that although the various academ c

soci eties and governnental agencies reconmend
pretty much uniformly that three weeks of therapy
i s adequate, there has been such a ground swell

of discontent with that reginmen that we have nade
a decision uniformy to go with six weeks.

Addr essi ng your second question
about how do we becone knowl edgeable, it's by
actively keeping our ears open. W are notified
ei ther through regul atory bodi es or governnent al
agenci es or because as a conpany that has a
prof essional staff of nurses and physicians, sone
of whom specialize in the field of infections,
we're always attendi ng conferences, reading the

literature, and getting the E-Mail bulletins from
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services that are better and faster than they
ever have been before.

The next question, though, was a
very inmportant one. Do you react to every
bulletin that you get fromthe Internet? And
that really is the difficult situation to try to

figure out. Should every physician now be
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appl ying radi ati on and chenotherapy to their
patients with uterine cancer or will the next
study denonstrate not only that it didn't help,
but that many nore of those patients turned out
with radiation colitis. That's the harder part.
DR. FEDERICO You do rai se a good
question. | would tell you that often, you know,
we becone aware of a lot of the new devel opnents
inthe field before the practicing physicians do
because of the services that we avail ourselves
of. | know at PHS we al so have a clinical
practices commttee, which includes inits
menber shi p practicing physicians, and we al so
invite inports fromour consultants who often may
be aware of new devel opnents before these find
their way into the scientific literature. So --

and we do because we are really trying to stay
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ahead and take into account the new devel opnents
in various fields.

ATTORNEY GENERAL BLUVENTHAL
Dr. Ei senberg, do you have -- we've been talking
about guidelines. You refer to them as
gui del ines or protocols or reginmens? Wat do you
call themin your conpany?

DR EI SENBERG W call them
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gui del i nes.

ATTORNEY GENERAL BLUVENTHAL
Gui del i nes?

DR. EISENBERG And | think that's
a very good term because while it provides an
overall framework within which to work, it's not
sorigid that it doesn't allow --

ATTORNEY GENERAL BLUMENTHAL: And
are they witten?

DR. ElI SENBERG Yes, we have
written guidelines.

ATTORNEY GENERAL BLUMENTHAL: And
i f sonmebody asks for them do you, for exanple, a
physician or a patient, do you provide thenf

DR. EI SENBERG  Yes, by HMC
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regul ation in one state and perhaps all states,
we nust supply those guidelines to physicians or
menbers if they ask for them

ATTORNEY GENERAL BLUVENTHAL: In
all cases when they are requested?

DR ElI SENBERG  Yes.

ATTORNEY GENERAL BLUMENTHAL: And
| guess what | continue to find troubling is that
there are those cases where there is a diagnosis

contrary to your explanation of the way the
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gui del ines work, a diagnosis that is a second or
third diagnosis and a recommendation from a
treating physician and you' ve heard those stories
this norning, and |I'm sure you' ve heard ot hers,
where coverage is denied. Wat do you suggest
that a patient should do in those cases?

DR. EI SENBERG The conversation
t hat goes on between nyself and the prescribing
physician is only one of the conversations that's
goi ng on around any given patient. One of the
things that we insist, and | think other
conpanies do this often too, we'd |like to know
what the consultants or the other physicians --

it mght not be a consultant; it m ght even be
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the primary care doctor, and oftentines, the
notes fromthese other physicians or the
conversations that | have with themis very

di fferent than the conversation that |'m having
with the prescribing physician, in that these
ot her physicians claimthat either they don't
know what the diagnosis is in this patient or
they do know and it is not Lynme di sease. That
ot her diagnosis for a neurologic condition is
nmost often nultiple sclerosis.

And |'ve spoken to many
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neur ol ogi sts and seen nmany reports of MRl scans
and spinal fluids that make a definitive
di agnosis of nultiple sclerosis in a patient
whose ot her doctor, the prescribing doctor, wants
to treat themw th prol onged hi gh dose
i ntravenous therapy for Lyne di sease rather than
appl ying therapies that are now known to make
inportant differences in patients with nmultiple
sclerosis.

When | talk to rheumatol ogi sts,
they tell nme that they have nade a definitive

di agnosis of rheumatoid arthritis in sone
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patients who have joint disease, whereas the
prescribing physician is reconmendi ng antibiotic
t her apy.

The conversation that | have with
the prescribing physician is one of many pieces
of evidence that we use in nmaking our decision.

ATTORNEY GENERAL BLUMENTHAL: Even
where there is a test that shows Lyne di sease?

DR ElI SENBERG  No.

ATTORNEY GENERAL BLUMENTHAL: O
in fact nultiple tests?

DR. EI SENBERG No. GCenerally if

the --
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ATTORNEY GENERAL BLUVENTHAL
Because that was mnmy question to you --

DR. EISENBERG Ch, I'msorry.

ATTORNEY GENERAL BLUMENTHAL: - -
where there are tests, diagnostic tests, maybe
nore than one, that show Lyne di sease, a treating
physi ci an who wants to use a form of treatnent
that he believes will work, and in fact may work,
it has worked, and then coverage is denied, what
does a patient do?

DR ElI SENBERG  The conversati on
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that then goes on -- you know, | want to
enphasi ze that there are many steps to this
process, and | don't sinply nean the appeal,

deni al, appeals, grievance. |'mtalking about
conversations, whether they be through the mail
the fax or the phone. The first conversation
that would go on in this particular case where a
patient has not only synptons or signs but a

| aboratory test that confirns a | ate stage of
Lyne di sease, but the therapy that's being
applied is one that we think is inappropriate and
we think it's inappropriate because of these

ot her wel |l -respected agenci es, how about changi ng

the therapy, Doctor, to one -- to a therapy that
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i s consi dered appropriate.

And nost of the time, the
physician wll say, okay, let's go along with
treatnent with antibiotic X, which is one of many
t hat has been tested and shown to be hel pful. O
maybe they are willing to change the treatnent
regi men fromone that they've devel oped on their
own individually to one that is nore wdely

accepted by the nedical community. If those
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t hi ngs don't happen, what do we suggest to the
patient? W suggest that they seek consultation
el sewhere, and oftentinmes we will supply themr
with a list of nanes of individuals in their
community, and we will always pay for that

consul tation

And if that second opinion,
especially if it's one that we' ve suggest ed,
advises treatnent, we treat. It goes through no
ot her | ayers.

ATTORNEY GENERAL BLUVMENTHAL: But
if the formof treatnment that the physician has
used in the past, is using, and is working and
coverage is denied, what does a patient do that
will -- in other words, you are saying go to

soneone el se, go to another consultant, get
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anot her opi ni on?

DR. EI SENBERG Yes. | think the
treatment reginmen is a critical part of the
evaluation and treatnent, and to support the use
of a drug for which there is little reason to
believe that it would treat Lyne di sease
effectively is a m stake.

ATTORNEY GENERAL BLUMENTHAL: But
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isn't the dispute not necessarily about the kind
of drug or the specific prescription but about
how long it's used and whether in fact it works
for that individual? And how can you send
soneone to anot her physician sinply because you
don't like the treatnent that's been prescribed
by that physician?

DR EISENBERG It's not really a
matter of what we like. |It's a matter of what
has been tested, what therapies and scientific
approach has been used. Wat evi dence has been
generated that is believable and accepted by the
community of scientists inthis field that is
wort hy of our support and is appropriate for our
menbers, our patients to receive.

ATTORNEY GENERAL BLUMENTHAL: But

you woul d agree, wouldn't you, that -- and |
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t hought that was consensus on this point -- that
there are a lot of unknowns and a lot still to be

verified to be established, to be proved when it
cones to Lyne di sease?
And | guess what | find alittle

disquieting is there are these references to
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gui delines and protocols and reginens in the
scientific community as if there were a conplete
consensus and a degree of know edge that doesn't
seemto be there.

DR. EI SENBERG Certainly there
are gaps in our know edge and there are patients
who respond to therapies that you woul dn't expect
themto, and when faced with a situation |ike
that, we have in the past reversed our decision
and supported the therapy, but | wouldn't advise
that as an approach for devel opi ng any aspect of
medi cal care. And | think one of the reasons
that we're having this conversation is because ny
enphasis is on how does one approach this from up
front, and the question is what to do at the back
end, when perhaps everything has gone wong
except the patient is feeling better.

And in a situation like that, have

we supported care that either because of the drug
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or the duration or the dose or sone ot her aspect

of the treatnent reginen does not fit a

gui deline? And the answer is yes, we have.
ATTORNEY GENERAL BLUMENTHAL: And

| guess the reason we are here today is because
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sonetinmes you haven't.

(Laughter.)

ATTORNEY GENERAL BLUVENTHAL
Frequently there are a |l ot of folks who are very
concerned about it who have conplained to
government officials, to their legislators, and |
think that's one of the points of continuing
contention here.

Represent ati ve Powers?

REPRESENTATI VE PONERS: Just rea
qui ck because | know we are over lunch here. The
physi ci ans in your network, you have a physician
t hat maybe just because of where he is practicing
di agnoses Lyne di sease frequently, does that man
have a flag on his dossier?

DR. EI SENBERG No. W do not
si ngl e out physici ans.

REPRESENTATI VE POAERS: |If in fact
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you have a physician -- oh, you didn't answer.

Al right.

DR FEDERICO. | concur.
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REPRESENTATI VE PONERS: |If you
have a physician who has a fair nunber of Lyne
di sease di agnoses and continually advocates with
your corporation for his patients for extended
t herapies, different therapies, that kind of
t hi ng, what happens to a physician |like that?

DR. EI SENBERG Not hing. W keep
a lot of statistics but we don't keep track of
t he individual physicians who di agnose or treat
Lyne di sease.

DR. FEDERI CO A physi ci an who
treats a lot of patients with a bona fide Lyne
di sease, who is sonmeone we'd be talking to on a
regul ar basis, we would often look to as a --
sonmeone to provide us wth additional, you know,
information that really helps us as we | ook at
our guidelines and we | ook to that type of a
person as having additional know edge which could
be useful to us.

REPRESENTATI VE PONERS: Ckay. The
reason | asked those questions was because | have

gotten about 180 degrees fromthat from doctors.
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And I'"mnot going to pick out a particular HVC

coverage --
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AUDI ENCE: W can't hear you

REPRESENTATI VE PONERS: -- that
doctors have contacted ne wth the exact opposite
experience, and sone of them have been dropped,
and their perception was it was because they
advocat ed beyond the guideline and beyond the
protocol. |I'mglad to hear your conpanies don't

do that.

(Laughter.)

COW SSI ONER REIDER: | m ght
mention that as part again of the '97
| egi sl ation, there was a requirenent that the --
each of the HMOs or managed care organi zations
provide the turnover rate of their physicians and
that is available and is published by the
| nsurance Departnent. So it m ght be hel pful for
t hose of you who have that particular concern
with a given conpany or conpanies to |ook at that
docunent, which we'll be nore than prepared to
send to you if you request it.

ATTORNEY GENERAL BLUMENTHAL
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Thank you very nmuch for being here, Dr. Ei senberg
and Dr. Federico. W are behind our schedule. |
woul d propose if Dr. Katz and Dr. Phillips can
stay for a while, that we take a break now and
then conme back at -- you can be back at 1:30 --
1: 30 and take the next panel at that tinme. Thank

you.

(A luncheon recess was taken.)

(Tape recorder not activated
imedi ately. Hearing is already in progress and

tape recorder picks up here.)

DR. PH LLIPS: ... we look for the
body's reaction to the bacteria rather than the
presence of the bacteria itself. However, many
peopl e do not react to the bacteria or only react
in part.

What about the CDC? These people
fromthe insurance conpanies reference the CDC
gui del i nes over and over. Well, this is a direct
quote fromthe CDC s Wb site as of two days ago
and | quote, "This surveillance case definition

was devel oped for national reporting purposes of
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Lynme di sease and is not appropriate for clinical
di agnosis.” That word "not" was actually
capitalized by the CDC. | did not capitalize
that word "not."

This is a direct quote, yet many
i nsurance conpani es and tertiary care centers
such as Yal e have adopted this case definition
criteria for their clinical diagnostic purposes
of Lynme, and it's incorrect.

What about Lyne that does not neet
a CDC criteria? This is called seronegative Lyne
and it's not uncommon. In this |arge study by
Dr. Donta, he used to be head of infectious
di seases at UConn, is now up in Boston, very well
known and wel |l respected, 71 percent of the
patients were seronegative by CDC criteria. Not
only is it common but potentially these people
with negative blood tests can be worse off.

It's often the observation that
patients with negative Lyne tests are actually
sicker than the ones with positive Lyne tests.

In this study al so very well
docunent ed, seronegative Lyne di sease, they found
that the people with negative blood tests were

actually positive by PCR PCRis a test that
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| ooks for the DNA of the Lyne bacteria. The
peopl e that had anti body positive tests were
negative by PCR  This inplies that the people
w th negative tests had a higher bacterial burden
and therefore could be detected by the PCR test.
Therefore, supporting the
observation that people wth seronegative Lyne
can be sicker than people with zero positive.
What about di agnosi ng and
differentiating central nervous system Lyne fromn
Lynme that has not invaded the central nervous
systen? Well, culturing Lyne bacteria frorm
spinal fluid has been just as hard as growing it
fromblood, so just like in blood, nobst tests
rely on the body's reaction to the bacteria in
the spinal fluid rather than the presence of the
bacteria in the spinal fluid itself.
Unfortunately, just like in blood,
many patients don't react to the Lynme bacteria in
the spinal fluid and i ndeed can have no
abnormalities of spinal fluid at all.
In this study out of Stony Brook,
which is arguably one of the premere Lyne
research centers in the entire world, they

devel oped a new and rel atively underused test by
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whi ch they confined actual specific Lynme proteins
in the spinal fluid.

Now, 35 patients with the specific
Lyne protein in their spinal fluid a full 43
percent had conpletely anti body negative spi nal
fluid. Further to that, 47 of these patients had
ot herwi se conpletely normal spinal fluid such as
cell counts, which is where we | ook for white
bl ood cells and such and chem stries, things like
ordinary proteins. And to nake matters worse, 60
percent of these patients al so had negative bl ood
tests.

So just to recap, 60 percent of
t hese patients had negative blood tests, they had
negative antibody tests in their spinal fluid,
and they had very clearly docunented Lyne
proteins in their spinal fluid.

COW SSI ONER REI DER: Let nme ask a
guestion there. |If that were the case, so now
you have negative tests every which direction,

t hi nk, do you ever know if they have Lyne di sease
or not?

DR, PH LLIPS: Well, just to go
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back to the study, they isolated Lynme-specific

proteins. Wwen | say a negative test | nean
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every test is different. The test that I'nm
saying is negative is a test for the antibody to
the Lyne bacteria. That's the body's reaction to
the Lyne bacteria. The bacteria undergoes
certain changes when they enter the body, which
can decrease the anmobunt of antibody production
made toward the bacteria. And these patients,

t hey have specific proteins, the protein that

t hey are making the Lyne vaccine out of is called
Gsp A it's the nost specific protein on the
surface of the Lyne bacteria.

That's what they found in these
patients' spinal fluid, despite the fact that
their antibody tests were negative and despite
the fact that every other test of their spinal
fluid was negative. And that's a fact.

O her researchers will notice it's
pretty much the sanme thing. |It's not just Stony
Br ook.

Now, this is just the case report,
but I found it so absurd and conpelling that I

felt | had to comment on it. This is a case of a
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patient, an ordinary antibody negative patient

who had had a total of seven courses of
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i ntravenous antibiotics and three years of
continuous oral antibiotics.

Thi s patient never had detectable
free anti bodies to B. burgdorferi in her blood or
spinal fluid but the spinal fluid was positive on
mul ti pl e occasions for conplex anti-B.
burgdorferi antibodies, nucleic acids and free
antigen. This basically neans that she had
anti bodies but the routine test didn't pick it
up.

You had to disassoci ate these
bound up anti bodi es and then you could pick it
up. She also had the DNA and she had the free
antigen. She was treated -- in this article here
she was treated for six courses of intravenous
antibiotics over a period of five years. Wth
every course of antibiotics she inproved. After
every course of antibiotics was discontinued, her
neurol ogi ¢ status declined dramatically, and

mul tiple spinal taps reveal ed persistent



21
22
23
24

25

10
11
12
13
14
15
16
17
18
19

i nfection.

In a followup letter which was
al so published in the nedical literature, it was
told that she was then put on three years of

continuous oral antibiotics which effectively
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suppressed her synptons for three years. Then
she rel apsed on that and ended up being treated
with a seventh course of |I.V. antibiotics and
then the authors concluded they were going to
keep this person on chronic antibiotics and
alternate between oral and I.V.

Clearly, this is not an acceptable
condition, but there's nothing better that they
can do. This patient is very ill and that was
t heir deci sion.

Even Allen Steere, a very
conservative gentleman by any stretch of the
i magi nation, has said, and | quote, "That | ocal
anti body production in the spinal fluid is an
inconsistent finding in Anerican patients with
| ate neurol ogic mani festations of the disorder."”

| would hardly think that
i nsurance conpanies will want to nmake its

deci sions of whether a patient has central
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nervous system Lynme based on inconsi stent
fi ndi ngs.

What about treatnent
controversies? Wll, many patients are treated
for Lyne relapse. Like | said, sone people cal

this post Lynme syndrome or post Lyne
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fibromyalgia. Critics call this nonsense. Post
Lyme syndronme and post Lynme fibronyal gia are the
sane synptons of Lyne that cone on after you are,
quot e-unquote, "cured of Lyne."

Well, a couple of studies have
| ooked at post Lyne fibronyalgia. | guess they
had good intentions and they had got data but the
conclusions they canme up with were entirely
sur pri si ng.

The results basically show t hat
they took these two subsets of patients that had
post Lyne fibronyal gia, post Lyne syndrone, and
treated themw th antibiotics. And guess what,
they got better. Then when they went off
antibiotics, they relapsed. The concl usion by
the authors was that this inprovenent was due to

pl acebo effect.
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However, this conclusion was fully
unsubstantiated, it was made wi thout the benefit
of placebo-controlled studies. It should be
noted that every one of the prinmary synptons
associated wth this, quote, fibronyalgia or
chronic fatigue syndrone i.e. persistent
headache, fatigue, nuscle aches, joint pain,

sl eep di sturbance, et cetera, are common in
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active Lynme di sease and cannot be used for the
di fferential diagnosis.

So it should conme as no surprise
to anybody that the Lynme bacterial DNA has been
detected in the nuscles of patients diagnosed
wi th post Lyme fibronyal gia.

Whops. Wiat about ani mal nodel s?
We can get sone information from| ooking at the
ani mal s because we can di ssect them and find
things that we couldn't find frompeople. 1In
this study, they injected dogs with Lyne bacteria
and treated themw th four weeks of anoxycillin
or four weeks of Doxycycline, both commonly used,
and, quote-unquote, curative therapies for Lyne.

Well, guess what? It didn't get

rid of the Lyme bacteria. No surprise.
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What about human data? Again,
PCRs, you renenber, is the DNA test where they
can isolate bacterial DNA fromthe patients. CQut
of these patients who were treated, nultiply
W th, quote-unquote "adequate antibiotic
therapy," a full 30 percent remained positive
despite nultiple courses of adequate antibiotic
therapy. This is a study by Steere and

col | eagues.

155

In this study, a whopping 74
percent were still PCR positive despite extensive
and prol onged therapy. The reason that this
study has a higher yield than the other study is
post ul ated because it used three different PCR
prinmers whereas the other study didn't. PCRis a
very specific test. The nore priner that is
used, the greater the yield, but that's alittle
bit technical

Wl |, what about human persi stent
infection despite antibiotics, which is proven by
cul ture, because anybody can say that, you know,
there's DNA floating around, but it's dead

bacteria. And it's just the dead bacteria wll
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remain in your body for years and years and there
is nothing you can do about it.

Well, as hard as it is to culture
spirochetes, and believe ne it is hard, because
the syphilis spirochete which is a close cousin
to Lyne, they have tried to culture fromthe
bl ood for 100 years and it's been unsuccessful.
And Lyne bacteria they have been trying to find a
way to successfully culture it for about 20 years
with a high yield frompatients wwth | ate stage

di sease. It's been nostly unsuccessful before or
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after treatnment. Despite the fact that it's so
hard to do, it's been done.

And in this study of
antibiotically-treated patients, either ones with
negative tests or positive tests, they culture
the Lyme bacteria fromthese patients. And guess
what? |It's been proved again by culture and
antibiotically-treated patients and agai n by
culture and antibiotically-treated patients and
again by culture and antibiotically-treated

patients. And this one --

(d appi ng.)
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DR. PH LLIPS: And this one --
this one is fromrecurrent bullseye rash. This
isn't even fromlate stage Lyne. They took
bul | seye rash because they couldn't get rid of
bul | seye rash, kept getting cultures of bullseye
rash, positive.

And yet again, by culture from
antibiotic-treated patients and yes again, by
culture fromantibiotic-treated patients. And |
put my own two cents in nmy research that was

recently published in an infectious disease
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journal, we found a way to culture Lyne bacteria
frompatient's blood with a significantly higher
yi el d than has been done previously, and the
patients had an average of three nonths of [|.V.
antibiotics and they didn't get better. 91
percent of them cultured Lyne bacteri a.

W' ve had those bacteria confirned
by -- by every fancy test you can imagi ne; by
el ectrom croscope, by PCR, we sent themout to
two different institutions. After this went to

press, we kept sending it out to other
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universities, it came back over and over again
yes, it's Lyne bacteria.

What about treatnent duration?
You know, the area of treatnent duration |onger
t han four weeks has not been studi ed because a
| ot of people that control these studies have not
el ected to study longer-termtreatnent, but stil
studi es have been done.

In this study by Dr. Donta, he
found that after two nonths of treatnment, 33
percent of the patients inproved significantly.
After three nonths, 61 percent of the patients
i nproved significantly. And his conclusion is

that these results support the use of | onger
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courses of treatnment in the majority of patients
with chronic Lyne disease.

COW SSI ONER REI DER:  Just a
qguesti on.

DR. PH LLIPS: Go ahead.

COW SSI ONER REI DER: How | ong
woul d you suggest it may be needed to treat a
patient with antibiotic?

DR. PH LLIPS: | don't know |

mean, | start out at a four-week interval. Let's
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say -- there is many, many different strains of
the bacteria B. burgdorferi, and they vary in
their levels of antibiotic resistance and
sensitivity.

Let's say | give you Doxycycline
for your bullseye rash. Your rash doesn't go
away, you still feel terrible. In four weeks you
are cured? Did | cure you? No. It's a waste of
time. So you switch to sonething el se. Maybe
try alittle bit of Ceftin or Biaxin or sonething
like this. | nean you cannot cookbook nedicine
when it conmes to Lyne. People respond
differently and that's the bottom |l ine.

COW SSI ONER REIDER:  You cited up

here I think at one point there is an extended
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treatment of five years and the person still
continued to have the Lyne di sease?

DR. PH LLIPS: Yeah. | nean,
there are people that are not curable. | nean
you cannot define the fact -- you can't define

cure by the fact that even unbelievabl e amounts
of treatnent have been given. The bottomline is

we need a definite curative therapy for this
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illness.

COWM SSI ONER REI DER: Ri ght.

DR. PH LLIPS: | have multiple
famly menbers with chronic Lyne di sease. They
are not cured. M father alnost died of dilated
cardi onyopathy fromLyne. | can't cure him |
can't even cure ny own famly. So just because
soneone is taking the antibiotic doesn't nean
they are going to respond.

You know, a | ot of people do.
Most people do. I'mnot trying to press any
pani ¢ buttons. Mst people do get better and
it's wonderful. But for people who don't get
better, they are not crazy and they don't have
post Lyne syndrone, they are still infected and
they are still sick.

COWM SSI ONER REI DER: Agai n, j ust
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i n understanding, and this follows the questions
| asked this norning, | nean, over the years | go
to a doctor or take ny children to the doctor or
what ever and whether it be here in Connecticut or
sone of the other states that we live, doctors
will say gee, M. Reider, or CGeorge, we want to

try an antibiotic but we don't want to overuse
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that antibiotic, that's the worst thing we can do
SO we're going to give it a shot and we're going
to see.

Back in the fifties |I renenber as
a young fellow they gave ne the wonder drugs at
that time, but clearly you can only do this so
| ong.

DR. PH LLIPS: Right.

COW SSI ONER REI DER: So ny
guestion to you and the other doctors and the
doctors who cone is, what is the risk of --

DR. PH LLIPS: Long-terrm
treat ment ?

COW SSI ONER REI DER:  Yeah.

DR. PHI LLIPS: There are certainly
risks to long-termtreatnent. You know what ?
was on Doxycycline for zits for a year and a

half. | had patients treated with tetracycline
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class antibiotic for seven years for acne, so
when soneone tells nme that | can't treat Lyme for
nore than four weeks, | find it not only anusing,
| find it absurd. There are definite risks to

| ong-termantibiotic therapy. Bacteria that
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reside in your intestines will becone resistant
to those antibiotics.

Wen | treat Lyne, | limt the
class to three different classes of antibiotics
and that's it, and | don't go outside those
cl asses. Therefore, the patients will not
devel op a resistance to nmultiple classes of
antibiotics. |[If, God forbid, they have a
life-threatening infection, they could be treated
w th sonething el se

Also, it's a risk/benefit ratio.
| f soneone let's say has a positive test and they
don't feel sick or have a little el bow tw nge,
what ever, certainly | wouldn't treat them but if
soneone is rapidly losing their cognitive
abilities, is disabled and whatever, sonetines
you don't have a choice. |[If sonmeone is a cardiac
cripple like ny father, you don't have a choi ce.
So the fact that ny dad has been treated for two

and a half years, no choice. The fact that his
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injection function nore than doubled with
treatnment, that's great. Does he have sone
resi stant bacteria in hinf? Yes, he does, but

sonetinmes the devil that you know is better than
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the devil that you don't know

COW SSI ONER REI DER: Thank you.

DR. PH LLIPS: So in this study,
anot her group agreed with Dr. Donta and they
illustrate several aspects of |ate Borreliosis,
meaning a late Lyne disease with fal se negative
serol ogy, neaning negative blood tests, exist,
and that there's a need for prolonged antibiotic
treatment in chronic or recurring forns.

Well, what we really have to talk
about is the standard of care, because what is
the standard of care? Although I have been doi ng
research on Lyne for sone tine, although I've
done m crobi ol ogy and i mmunol ogy research at
Yal e, |'ve heard back to ne that |I'mkind of
on-the-fringe of treating Lyne. Well, they have
done a study of 78 physicians from Lyne-endem c
areas surveyed, and surprisingly to sone but not
to nyself, 50 percent of the respondents believe
that 25 percent or nore patients who have had

Lyne were seronegative.
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They also in ternms of their

treatment guidelines for Lynme di sease, after
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bul | seye rash, 43 percent treated three nonths or
nore, and for chronic Lynme, neaning | ate stage
recurrent Lynme di sease, 57 percent of responders
treat three nonths or nore. That is the
majority, and that is the standard of care that
exi sts in Lyne-endem c areas.

Now, there are articles out there
that w dely proclai mthe overdi agnosis and
overtreatnment of Lyne disease. Certainly | don't
have tine to address all of them however 1'd
li ke to address a coupl e.

This one by Dr. Steere and
col | eagues shows that of 788 patients with the
di agnosi s of Lynme, only 23 percent had active
Lynme di sease. 20 percent had previous Lyne but
now sonehow had magi cal ly devel oped chronic
fatigue syndrone or fibromyalgia. And we know
that chronic fatigue syndronme and fi bronyal gi a
have very simlar synptons to Lynme. 57 percent
did not have Lyne di sease ever. Mst of then
just coincidentally having chronic fatigue
syndrome or fibronyal gi a.

Now, the patients who did not have
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Lynme di sease, surprisingly 45 percent had had
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positive blood tests and in other | aboratories,
but all were negative in Dr. Steere's

| aboratory. Renenber this? This is fromthe
CDC's Wb site. It says that the surveillance
case definition was devel oped for national
reporting of Lynme disease. It is not capitalized
appropriate for clinical diagnosis, yet

Dr. Steere has used those clinical criteria for
hi s di agnosi s.

In addition to this | have to ask
a question. Since 45 percent had had positive
bl ood tests in other |aboratories but were all
negative in Steere's |aboratory, who says that
Dr. Steere's Lyne testing is better than anyone
el se's? | mean the authors offer no i ndependent
eval uations or persuasive argunments to
di stinguish their tests fromothers in current
use.

Further to that, they don't use
any of the nore advanced tests. They don't use
any culture. They don't use any PCR, which is
the DNA tests, and they use no antigen capture,
which is Stony Brook's test.

Well, et me just say | want to
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just repeat the question. Wo says that Steere's
Lynme testing is better than anyone el se's? Wll,
certainly not this patient, because this is a
publ i shed report of a 24-year-old woman who gave
birth to a stillborn infant. Both the Center for
D sease Control and the New York State Departnent
of Health found strongly positive Lyne anti body
testing of her blood, yet Dr. Steere's |ab at
Yal e found negative results.

Fetal autopsy unfortunately showed
spirochetes in the liver, adrenal, brain, heart
and placenta of this dead infant.

So in summary, |I'd like to say
that chronic Lyne is caused by chronic infection
with B. burgdorferi with the Lyne anti body; that
current antibody testing is inadequate; that
seronegative Lyne is common; that the Center for
Di sease Control case definition criteria should
not be used for clinical diagnosis but it is; and
that | onger antibiotic treatnent durations are
nore effective than shorter; that post Lyne
fibronyalgia is really just persistence of the
initial infection; and that curative therapies
are desperately needed but many tertiary

institutions are not even willing to recogni ze
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the existence and true etiology of the illness,
| et alone fund research for its cure.

And at this time 1'd just like to
comment on a couple of testinonies done by the
i nsurance representatives and Dr. Schoen's
witten testinony.

First, with Dr. Ei senberg, he
conpares Lyne di sease and chronic Lyne di sease to
yeast, Candi dasis, and hypogl ycem a, and al
t hese vague disorders fromyears ago. But you
know, you can conpare it to anything from 60
years ago and it woul d sound even nore absurd
than the stuff that canme out 20 years ago. |
mean, nedicine is a science that is in
evol ution.

When Lyne di sease first canme out
they didn't recommend any anti biotic therapy at
all. The treatnment was aspirin. And then all of
a sudden, they said 10 days of antibiotics. Now
the current adequate treatnent is four weeks of
antibiotics, and now you hear from Oxford that
they are going six weeks. So it doesn't nake
much sense to conpare sonething from 30 years ago
t hat was obvi ously obsol ete and out dat ed nedi ci ne

and say that these patients with Lyne are really
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the sane as these kind of obscure di agnoses.

Further to that, | want to the
tal k about he mentioned nmultiple sclerosis.
Well, you know, a definite diagnosis of nmultiple
sclerosis, Lyme can cause a clinical syndrone
whi ch is indistinguishable to multiple
sclerosis. |If causes white spots on the brain.
It causes recurrent inflamuatory central nervous
systemlesions just |ike M5 does in a waxing and
wani ng pattern

| nmean, | hate to present
anecdotes |li ke the doctor fromPHS did, but |
have seen over and over where patients, they give
out diagnosis nultiple sclerosis like they are
giving out tickets to the policeman's ball, but
to get a diagnosis of Lyne disease is |ike
pulling teeth. | have had patients with frankly
reactive ELI SAs.

| had a patient -- just let ne
give you a reference to an anecdote. | have a
patient with hundreds of tick bites, four huge
bul | seye rashes, a positive ELISA nine band
positive Western blot treated wwth two weeks of

Doxycycline, each time, for each case of the
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Lynme. She cones to ne -- this was five years
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ago. Then she cane a couple years ago, did the
exam Looked like M5. Sent her for an MR
There was | esi ons everywhere.

| said well, you have
denyel i nati on but because of your prior history
of Lynme, | would suspect that this could be
related to Lyme. Let's treat you. | got a lot
of flak on that. | gave her 1.V. for six weeks,
she inproved dramatically. | did an MR before
and after. The |esions went, conpletely went
away afterwards. That's great. She went hone.
Ever ybody was happy.

Six nonths |ater, she rel apsed.
They said well, you know, Phillips was right, you
had Lyme m mcking M5 that first tinme, but now
since we do another MRl and all your lesions are
back, and you had the cure, you had that six
weeks Rocephin and you are cured. Nowit's real
M5 and you are just going to have to live with
that. Go on, buena sera, do whatever. And that
just kind of hammers home what |'m saying.

Also, | want to tal k about
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Dr. Federico's unsubstanti ated anecdotes about a

relative of a friend or a famly nenber or

whatever. | nean, to present that in testinony
169
is -- it doesn't hold any weight. | mean none of

this stuff is referenced, and we don't really
know what these people were clearly diagnosed --
| mean Al zheiner's is a diagnosis of exclusion.
Just show nme a brain biopsy that was consi stent
with Al zheiner's, let's please not entertain

t hat .

In terns of Dr. Schoen, they
clearly didn't reference his included testinony
on the paper entitled The Consequences of
Overdi agnosi s and Overtreatnent of Lyne D sease
in Qbservational Studies. Since | can't just
attack every paper that was ever witten that
doesn't have unsubstantiated findings, but | just
want to point out a couple of things.

Qut of his 125 patients, of the
poll ed 60 percent of the patients he eval uated,
they | acked evi dence of Lyne di sease according to
him However, 61 percent of those had previously
had a positive Lyne test result by other places.

And | just want to show you one
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nmore tinme and | ask the sanme question: Wo says
that Yale's Lynme testing is any better than
anybody else's? So he's basically saying these

peopl e had a positive test el sewhere but negative
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t hrough us, therefore they don't have Lyne. Not
only is he assumng his test is superior, which
clearly it's not, he's also assum ng, and
incorrectly so, and per the Center for D sease
Control, that the CDC case definition for Lynme

shoul d be used for clinical purposes.

| think that's about all | have to
say. Thank you.

(A appi ng.)

DR. PH LLIPS: 1'msorry. Thank
you very nmuch. | have one nore comment.

(Laughter.)

AUDI ENCE | NDI VI DUAL:  You shoul d
have quit while you were ahead.

DR. PHLLIPS: This is a strong
one. This is a strong one, that of Dr. Schoen's

study that is included in his testinony, out of
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the patient's -- this is a quote -- Patients with
no evi dence of Lyne di sease reported parti al
resolution of synptons after 50 percent -- 57
percent of treatments so -- of treatnents, so a
majority of patient's treatnents responded, you

know, and these are people with no evi dence of
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Lynme di sease but greater than half of them got
better. So | just wanted to add that.

ATTORNEY GENERAL BLUVMENTHAL: |
have to stop. One question before we go to
Dr. Katz, if you'll permt nme, Dr. Katz.

You know, you've referenced a
couple of tinmes the CDC guidelines, saying that
the case definition criteria are not appropriate
for clinical diagnosis.

DR PH LLIPS: Yes.

ATTORNEY GENERAL BLUMENTHAL:  For
the I aynmen anong us, could you explain why that
IS so; in other words --

DR. PH LLIPS: Wy that is so?

ATTORNEY GENERAL BLUMENTHAL: Wy
woul d the CDC itself say these criteria for case
definition are not appropriate for --

DR PHI LLIPS: Sure. There are
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many flaws in the CDC case definition criteria.
Where can | start? Nunber one, the CDC requires
the ELI SA be positive and the western blot to be
positive, and for western blot positivity, five
bands 1GG or two bands 1 GV surprisingly, from
the CDC s list of each band corresponds to a

protein on the [unintelligible] of Lynme
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bacteri a.

Surprisingly, off their list, they
took off bands 31 and 34. 31 and 34 are by far
the two nost specific bands for Lyne bacteria.

31 is what they're naking the Lyne vacci ne out
of, it's out of service.

Protein A and 34 is out of service
protein B, and why woul d anybody take these off
their list? As was explained to ne, they were
nunbers 11 and 12 of the nbst commonly seen bands
with Lynme, but they established these western
blot criteria for early Lynme, and later on in the
illness, there is recurrent activity to -- out of
service protein A and B

A lot of patients do express this

band, so they are kind of skewed by this western
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blot interpretation to mssing |ate stage Lyne.
The other thing is that the bottom
line is that many people do not neet the CDC
criteria in Donta's study. 71 percent were
seronegative, yet the vast majority responded to
oral antibiotic therapy, |onger termthan four
weeks. They had cl assic synptons of Lyne, but
everyone has a different idea of what a classic

synpt om of Lyne is.
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| mean, yes, there's a subset that
has Lynme arthritis, but that's the mnority of
patients. Lyme is primarily a neurol ogic
illness. In Europe, the strains are primarily
neurologic. There is very little arthritis in
Europe. | nean, there is strain variation, and
when it was discovered in Od Lyne, that was a
group of patients that had primarily arthritis
and that kind of just stuck, it turned into
dogma, and that's the way it was.

And that's the way it was, so when
you tal k about objective clinical criteria for
CDC case definition, they |Iook for Bell's pal sy,
they I ook for, these things, like frank

arthritis.
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In my experience, nost people do
not develop frank arthritis, rather, they get
joint pain without swelling. Don't get ne wong,
| have a |l ot of patients that have joint
swel ling. Most people don't develop Bell's
pal sy. Sone peopl e do.

The CDC surveillance case
definition was designed for reporting purposes;
meani ng that everybody that neets that case

definition has Lynme. | mean w thout a doubt they
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have Lyne. To get a false positive by CDC case
definition criteria would be extrenely rare. So
they want this to conpare the nunbers of cases of
Lynme between the state of Connecticut and New
York and lowa or wherever so they can conpare
appl es to oranges.

This doesn't nmean they should be
di agnosi ng Lyne based on this. That's pretty
much - -

ATTORNEY GENERAL BLUMENTHAL: [|f |
can put it in, again, |ayman's |anguage, if
you' Il excuse nme, the CDC is saying we're going

to apply certain criteria for the purpose of your
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reporting to us the existence --

DR. PH LLIPS: Right.

ATTORNEY GENERAL BLUMENTHAL: - -
of disease, and we don't want any gray area, any
sort of uncertainty --

DR. PH LLIPS: Right.

ATTORNEY GENERAL BLUMENTHAL: - -
about the reporting you do as a gover nnment
agency, but don't use these criteria to decide
whet her or not to treat people; that is, whether
or not to diagnose the disease --

DR PHI LLIPS: Right.
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ATTORNEY GENERAL BLUMENTHAL: - -
for clinical purposes.

DR, PH LLIPS: That's exactly
right. That's exactly right, | nmean, you know,
it's hard to reference every bit -- thisis a --
just a small snippet of what's out there. | can
talk about it for hours. | nean, there's a |ot
of controversy about CDC criteria in the nedical
literature. |It's -- as a clinical diagnostic
criteria, it's very, very stringent and very
narr ow.

ATTORNEY GENERAL BLUMENTHAL
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Thank you. Let nme add to this. |If we are
supposed to do a scientific study that would be
accepted by all nedical physicians including
peopl e who are hardliners that don't accept these
[unintelligible], we need to use solid criteria.
These will be the CDC criteria, because if | want
to make a study to prove that sonething works
rather than the other, | will need to convince
everybody in the -- a peer review accepted
journal, and I wll use the CDC criteria for
patients [unintelligible] for exanple. That's
anot her reason why we need those criteria.

DR PH LLIPS: To eval uate
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[unintelligible] therapies, you want to make sure
t hat everybody has Lyne di sease, certainly.
COWM SSI ONER REI DER: Doctor, in
asking a simlar question that | asked this
norning, if | ama patient and |I've been referred
to you or conme to you and | have the synptons of
Lyne di sease and you treat me with antibiotics
but you are not able to confirma diagnosis of
Lynme di sease but | continue to have the synptons,

the disconfort, the concern, how | ong would you
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treat me with some formof antibiotics?

DR, PH LLIPS: Well, it depends if
you are responding. Certainly if we go through
several different courses of antibiotics of
different antibiotic subtypes and you haven't
responded to any of it, if you have Lynme, what's
the sense of treating, you know?

COWM SSI ONER REI DER:  Ri ght.

DR. PH LLIPS: | nean, | have
patients di agnosed by Yale with Lyne, | have
patients with tick bite, bullseye rash, ELI SA
western blot. One of ny first patients, a
darling person, had -- they put her on |I.V. right
away, and that's sonething that's very unconmon,

you know, they put her on I.V. right away, said
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we're going to cure you. D dn't do anything.
Before this she was conpletely healthy, now she
is disabled. D dn't do anyt hing.

| tried for nmonths to try and help
this person, didn't help, nothing hel ped. And,
you know, if that's the case, I'mnot treating
her. What else do | have to offer her? W only
have a few treatnents for Lyne. It's not |ike we

can just make stuff up out of thin air. | nean
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we try our best, so it depends on your clinical

response.
| f you conme back to nme and you
say, |I'mfeeling so nuch better after four weeks,
| alnost feel normal, | feel great, |I'll say,
okay, well, you feel so great, maybe in another

coupl e weeks, just to give a little cushion, then
let's stop and see how you do. O if you say, |
think I'm about hal fway there, you know, |ike
only halfway there, that slow? GCkay, well, maybe
we'll give it another four weeks, see how you
do.

| mean, you have to use a little
common sense. | mean, you cannot start out from
the get-go and say we're going to foll ow these

guidelines. | nean guidelines -- especially when
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they are not really treatnment guidelines. And
let's face facts, CDC guidelines are not
treatment guidelines. These are surveillance
criteria. Anybody that says otherw se --
COWM SSI ONER REI DER: Maybe | can
explore it alittle bit later, but we hear about

peopl e being treated with high potency
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antibiotics for four or five years, and the
guestion is, how frequent does that happen?

DR. PH LLIPS: | don't know |
mean, | don't know how frequently that does
happen, but | know that it's been reported in the
medi cal literature and, you know, these patients
are very well docunented. There are recurrent,
persistent infections despite all treatnents.

That woman that | referenced, she
had clear-cut infection. But let's say you have
a person who had no clear-cut infection,
certainly would not encourage treating for years
and years of antibiotics but, you know, | can
provide you with the article and you can read it
yoursel f.

The person had severe neurol ogic
dysfunction whi ch happened after they took her

off -- I nmean, we don't Iimt the treatment of
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cancer and di abetes in these chronic conditions
just because they are chronic. | nean there are
certain infections we cannot cure; AlDS,

mul ti drugresi stant tubercul osis, | nean

| eshmanysi s [phonetic], | mean, the |ist goes on

and on. There are things that are incurable.
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It doesn't nean that these people
are crazy. |'mhappy that nost people with Lyne
get better, and |I tell people right away, I'm
i ke, your chances are very good. Mbst people do
get better. Most people stay -- get better --
stay better, but if you don't happen to be | ucky
i ke that doesn't nean you're nuts.

COWM SSI ONER REI DER: Just one
question. Wuld you say the majority of your
patients you find are cured within the four- to
si x-week period?

DR. PH LLIPS: Well, there's a
very big difference between bacteriol ogic and
synptomatic cure with Lyne. | nean, the ani mal
studi es, when they've injected dogs with Lyne
bacteria, they treated them for four weeks and
the dogs were healthy. They foll owed the dogs
for a whole year and they gave the dogs hi gh dose

steroids and they were able to suppress the

180

i mune system and all ow the bacteria to cone back
out .
So if you nean synptomatically

cured, even the patients that get synptomatically
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cured, | follow up with themon a regul ar basis.
Most of them say every so often they get a
flare-up of their old synptons, it's not as bad
as they used to be. Certainly they live their
lives and they are fine, but maybe a few days out
of the nonth they feel |ike they have chills and
sweats and they have sone joint pain, and then it
goes away. And they say, should | be treated,
and | say no. And | say, if you find that over a
period of several weeks you are getting
progressively worse, nmaybe we'll reevaluate it,
but | can't guarantee that I'mgoing to get rid
of every last synptom anyway, because | don't
think the bacteria wll go away.

And there is anple data over and
over showi ng that they don't, but as |ong as you
get people functional and able to -- to live
their life again, that's my goal. Until the
absence of a real cure.

But | have to enphasi ze agai n,

nobody is looking for a definite bacteriologic
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cure for this illness, because they are denying
that the illness exists.

ATTORNEY GENERAL BLUMENTHAL



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

1

Thank you very nuch.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Dr. Katz. Thank you

DR. KATZ: Wwell, thank you for
giving me the opportunity to bring ny input to
this very conplicated and pai nful subject, and
|'"'mespecially happy to speak here as a
neur ol ogi st, because chronic Lyne is nostly a
neurol ogi ¢ di sease, and unfortunately, not many
neur ol ogi sts are seeing or are actively involved
in the treatnent of Lyne or taking the position
about treatnment of Lyne. | guess that's the nost
appropriate statenent.

Vell, | amnot a Lyne,
gquot e-unquote, doctor. |'ma general neurol ogi st
W th subspecialty training in epilepsy,
hyper bari ¢ nmedi ci ne, sleep disorders, and nost of
my scientific work was done in these areas. |It's

only when | noved to private practice in '93 |
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started seeing nore and nore patients with Lyne.
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And in order to try and put sone sense for nyself
in this problematic issue, | tried to build sone
approach that will help nme and help ny patients
with treatnent so before we treat we need to

di agnose.

The clinical history of course is
very inportant, as we heard before, that there is
a detail ed neurol ogi c exam nati on where we do a
smal |, kind of higher cognitive function
eval uation which is called the mni nentauk
[ phonetic] test. Well, the mni nentauk
[ phonetic] test cannot really detect subtle or
even nore than subtle finding, it's a 20-point
question, and you need to be really affected
cognitively to cone up normal on this test.

We go of course with the bl ood and
cerebral spinal fluid analysis, and we heard it
nore than once in Dr. Phillips' presentation and
ot her people's, that these tests are not
definite. You can have a patient who is
seronegative and you can -- so what are you doi ng
next? So we apply other tests.

We are doing MRI of the brainto

see if there are any structural abnornmalities,
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and then we are doing sonme nore detailed testing
of the cognitive function and of the brain
function, which we can i mge, neuropsychol ogic
assessnment and brain SPECT. Well, | don't want
to -- | think that the Oxford and PHS are not
here, so | don't want to get into it personally,
but those two tests are not approved by both
Oxford and PHS and sone other insurers, the
neur opsychol ogi cal assessnent and the brain
SPECT, because they don't feel these are needed
to di agnose patients with Lyne -- with Lyne

di sease.

And | had a | ot of discussions,
written exchange, have sent them papers,
docunentation of -- the help of these studies has
been shown in order to approve neans of diagnosis
in order to help us find those patients, identify
t hose patients, which the main problemis the
brain function, and we are not allowed to test
them for brain function. And the reason -- the
argunment is circular, the argunent is we allow
only this testing in patients who have docunent ed
Lynme by the CDC criteria. So in order to be
tested, in order to find out if you have Lyne,

you need first to be proven to have Lyne. That's
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sonething | didn't understand.

(Laughter.)

DR KATZ: What is the
neur opsychol ogi c evaluation? It's an expanded |IC
that takes a lot of time and costs sone noney to
insure. It checks the | anguage, the
conprehension, the nenory. It gives you IQin
measur abl e nunbers for every function of nenory,
concentration, it gives you very detailed
i nformati on where you can find all those m nute
probl ens that people will conplain of before they
are comng to you totally unable to do any nental
t ask.

So in order to diagnose CNS,
central nervous system involvenment of Lyne, we
need to use those tests, not only as diagnostic
hel p, but also to follow up the help of the
treatment. Are we noving in the right
direction? And this is a quantifiable test that
can be statistically anal yzed.

| can tell you if | study a group
of patients before and after treatnent, | can

anal yze the results statistically and tell you
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yes, this patient or this group of patients got
i nproved statistically.

COW SSI ONER REIDER: That wi ||
make a determ nation to a reasonabl e degree
whet her sonmebody has Lyne or not?

DR. KATZ: No. This is an
additional test that can give you docunentation
of a deficiency which we see in Lyne, anong ot her
tests. We'Ill go over this --

COWM SSI ONER REI DER: Do conpani es
pay or deny this?

DR. KATZ: They deny -- they don't
approve ordering the test, performng the test.

COW SSI ONER REIDER:  Right. What
about the cost of that series of tests?

DR. KATZ: The cost ranges
anywhere from 1200 to $2,000. W'Il get to the
cost issue, which was not nentioned earlier
today, but |I think this is the bottomline.

VWhat is a brain SPECT? A brain
SPECT is a -- a nean to assess the brain
function. It measures cerebral blood flow
Cerebral blood flowis proportional to the

gl ucose netabolismof the neurons. |If you have
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di sease, then we see areas of hypoprofusion, |ess
bl ood flow, |ess netabolismin those regions of
the brain, and we see again and again in patients
with Lyme and it was docunented in a scientific
paper, but unfortunately neither Oxford or other
HVOs woul d approve ordering these tests, and sone
of the people fromthe academ c conmunity don't
believe that these tests can help us in assessing
t he patient.

And I"'mnot telling -- again, this
is a diagnostic test for Lyne, but with |ack of
availability of diagnostic test, we need to
collect every bit of information that wll
docunent that the patient has a problem and no
ot her explanation for the problemwas found in
the setting of Lyne disease synptons. It m ght
hel p us di agnose, help us nmake a therapeutic
decision. This is an imge of a SPECT scan, and
| hope everybody -- we need to dimthe light in
order to appreciate the test, but this is not
sonet hing that can be easily interpreted or
read.

The MR, to remind you, is an
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i mge of anatony. It gives you a picture of the

brain. It doesn't give you a picture of a
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functioning brain. This gives you a picture of
the brain, and in this particular case we see
that the thickness of the cortico nental

[ phonetic] is different fromleft to right, and
this is a very subtle difference but this is
sonet hing that we see wth Lyne.

And the reason for this assynetry
is because there is high profusion of blood in
this area. There are less functioning neurons in
this area, and this is sonething we see in
patients with central nervous system Lyne. And
after three nonths of antibiotic treatment, we
see that this area regained asymmetry, regained a
good bl ood fl ow.

|"mnot bringing this picture as a
scientific argunment. We need to confirm al
those findings with scientific studies, double
[unintelligible] control, good papers. But I'm
just telling you what | see in day-to-day
practice, that people with seronegative Lyne are

being treated and, for one reason or another,
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getting better if the treatnent was not
appropri ate?

So, let's, you know, we are trying
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to get -- | hope that we are trying to get sone
i ssues that we can all agree about this day and
to cone up with sonme productive conclusions, and
in order to do so, | would like to state sone
things that | feel everybody is in agreenent
with.

Endem c or epidemc, | think it's
a matter of semantics. The truth of the matter
is there is about 1 percent of the popul ation of
Connecticut annually is being diagnosed with
Lynme, and we heard about the area of one to 10 of
reported and real cases, so it brings about 1
percent is the incidence of Lynme in Connecticut.

So we are dealing with a serious
condition, it's the second |argest epidemc after
H V infection. There are currently no reliable
tests to diagnose the disease, and | think
everybody can agree with the fact that there are
seronegative patients. These papers were

publ i shed and accepted. There is only one issue
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that the paper referenced that Dr. Phillips
brought in | want to reiterate.

| f sonmebody is having an active
i mmunol ogi ¢ reaction against the Lyne, all his

anti bodies will be busy fighting those
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spirochetes and you won't detect them And this
has been reported by Schutzer and Coyl e and
Del anset [phonetic]. | think Del anset [phonetic]
is a pretty respectable journal, and these things
are docunented, so we are seronegative Lyne.

There are patients with chronic
Lynme di sease -- significant nunbers of patients
wi th chronic Lyne di sease have central nervous
systeminvol venent, and there are patients with
chronic central nervous system Lyne who are
serol ogically negative. So everybody agrees so
far, | believe.

Now we should al so tal k about the
treatment, and in order to achieve high brain
concentration, we need to achi eve high bl ood
concentration. That's the entire reason for
using I.V. antibiotics rather than oral. | think

every patient will be nore confortable if he wll
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take tablets rather than have the Lyne with al
aggravation associated with it, but we need to
reach hi gher brain concentration and that's the
reason for the need for 1.V. antibiotics.

And the CDC criteria, | think we

have tal ked about CDC today nore than they

expect ed.
190
(Laughter.)
DR. KATZ: So how do we treat
Lyne? The -- we treat -- the treatnent of choice

CNS Lynme is intravenous antibiotics because we
can reach concentrations, 10 to 100 nore than we
reach with oral nedication. Theoretically we can
get the sane anobunt of antibiotics to the patient
orally, but they will be either vomting or
having diarrhea the entire day. |It's
intol erable. You cannot get those high doses of
antibiotics orally, and that's the reason to give
i ntravenous anti biotic.

The reason | amstressing it is
because no HVO ever denied oral antibiotics. Wy

isit if it's a principle, they shouldn't allow
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any antibiotic treatment for patients with
nondocunented Lyne disease. It's not a natter of
principle. It's a matter of noney, because

i ntravenous treatnent i s expensive.

Neur opsychol ogi cal exam nation is expensi ve.
SPECT studies are expensive. It's not a matter
of principle, so | don't want anybody to hide

behi nd princi pl es.
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The only principles | see, there
is expense. And it's understandabl e because they
need to survive financially, but let's call a
spade a spade, because if it was a principle they
woul dn't allow oral antibiotics as well.

We need intravenous antibiotic
because we need to reach higher bl ood
concentration. Good brain penetration is
considered 1 percent of the blood level, and this
is, for exanple, achieved with ceftriaxone, which
goes from 150 micrograns per [unintelligible] in
the serumto one and a half m crograns per
[unintelligible] after two gram1.V. dosage. So
this is considered good penetration. And other

medi cations are not penetrating the central
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nervous system as good because they are | ess
[ipid soluble.

VWat are we doing with patients
who, according to the CDC criteria, don't neet --
are not having chronic Lyne so we don't treat
them right? So we will wait and see what
happens. Perhaps they will have rel apsing,
rebutting occurs, |ike was suggested earlier by
Dr. Eisenberg. Perhaps they will continue to get

denentia and then eventually there won't be
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anybody to talk with
(Laughter.)
DR. KATZ: So ny -- | amusing a

very practical approach. W have studied the
patient thoroughly. There is a clinical setting
that m ght be conpatible with Lyne. There is no
ot her di sease that can explain the patient course
that we have checked and very thoroughly,
altering i mune di seases, other sources of

i nfection, other degenerative neurol ogic

condi tion.

So it is possible that the patient
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is having Lyne. It's not definite that he's
having Lyne. It is possible. So why -- what are
we going to offer to this patient? Let's see if
serology will becone positive next year. | think
that we need to offer the patient a treatnent,
because that's their only chance of getting
better. | think that's their only chance of
getting better, should be an infornmed consent.
The patient should be aware of the fact that
antibiotics are carrying a lot of risks, and that

it mght not be the definite treatnment, but this
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is the only way we can offer him hel p.
And many of the patients -- and
|'"'mthe doctor, | would agree with this approach,

if I wll take my chances, | will take the
chances of getting better and getting sone of the
|.V. antibiotic conplications. And |o and
behol d, there is a |l ot of success stories.

Al nost every patient |'mputting
on |.V. antibiotics is getting better clinically,
but not only sonething that you should call the
pl acebo effect; patients are not com ng back to

me and telling me I'mfeeling better, no. |'nm
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using the sane neasurable criteria that | tried
to apply initially; retesting themwth
neur opsychol ogi cal testing, seeing marked
i nprovenent, restudying the brain cerebral flow,
which there is an inprovenent in flow, so
sonet hi ng wor ks here.

We've talked a | ot about it and |
t hi nk that one of the nost frustrating things for
me was not being able to order tests that wll
hel p me reach a therapeutic decision because they
are not approved HMO. And even though | was
prom sed verbally that every patient that |'m

referring as a neurol ogi st for neuropsychol ogic
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testing will be approved, this was not

respected. The patients are still rebutting
their approval fromone conmttee, to the second,
to the third, to the fourth. | don't know how
many conm ttees, we haven't reached the 10th yet,
but it's being dragged in correspondence for

mont hs, and the tests are not being approved.
It's vital, that verbal prom se, that they wll
be approved. And the neuropsychol ogic testing as
wel | .

So what happens? What happens
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usually in this situation is when patients are
frustrated and they are not getting what they
need to get, proper nedical treatnent, they are
trying to spend out-of-pocket, start to spend
out - of - pocket all kinds of expenses. Initially
it's for the I.V. antibiotics, which at | east
make sone sense, but they are going to all kinds
of not mai nstreamtreatnent options, the

hyper bari c oxygen, which we don't know whether it
wor ks or not, but we know that it is expensive.
And all kinds of other bizarre treatnents, which
| really don't know what they are doing, but the
patients, | think -- the fact that the patients

are not backed up by either doctors, main doctors
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or by their HM3s, is pushing them aside from
mai nstream nedi ci ne and m ght progress their
damage.

So what do we need to do? W need
to cone up with sonme sol ution, because the
situation is indeed grave. O course we need to
continue with the research to inprove the
di agnostic nmeans and foll ow the options that were

mentioned here. But | think we need to accept
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the fact that additional indirect tests m ght
help with making a therapeutic decision, and this
agreenent and acceptance shoul d be done by the
HVOs, the tests should be approved.

W need al so to accept the fact
that sonme of the patients, and I won't give you
any nunbers because it's not scientific
presentation, | don't know what the nunbers are,
but sonme patients have chronic central nervous
system Lyne who are seronegative and will benefit
froml.V. antibiotics.

So as a final slide, | think we
shoul d cone to sone productive conclusion. This
conclusion is to forman i medi ate commttee,
wi |l have all representatives, should be

sponsored by the State Departnent of Health, by
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the Attorney Ceneral, and by the Conmm ssioner of
| nsurance, which have been kind enough to ask us
to conme here and to talk.

But in this commttee should be
representatives fromall HMOs, and there wll be
a representative fromthe nedical communities,
and there will be expedited discussion for any

appeal s, and instead of taking a year or two
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years for approving a test, we'll be able to
really discuss issues in two weeks, one nonth,
and to get things done and resolved, not to tel
me that yeah, | think we will approve this
treatnent but nothing is going to be applied to
t he appeal process. And although we are saying
it will happen, it wll happen next year. This
is not the way that things should be anended.
Thi ngs shoul d be anmended i medi ately. W don't
have tine to waste. These people are sick, they
need treatnment. W need to do things fast.

So | think that woul d hel p not
only for the Lynme patients but for any other
situations where there are unapproved treatnents
and the patient wants a quick revi ew by sound
professionals in addition to the HVOs.

So that is ny conclusion, and |
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hope that we reach sonme positive response to this
suggestion which m ght give sone i nmedi ate
results to the problem Thank you.

ATTORNEY GENERAL BLUVENTHAL

Thank you, Doctor.
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(d appi ng.)

ATTORNEY GENERAL BLUMENTHAL:  Just
a couple of questions, in part to anticipate sone
of what may be said after you finish by other
menbers of the -- of other panels. | know that
you, Dr. Katz, have done a |lot of work in sleep
di sorders and problens relating to sleep. |Is
t here possi bl e confusion between the
synpt omat ol ogy associated with Lyne di sease and
sl eep di sorders?

DR KATZ: Wwell, 1 don't think
there shoul d be any confusion, Lyne disease
causes sleep disorders. It interferes with
sl eep, and |li ke was reported a few years ago,
chronic fatigue. It causes insomia, and it goes
in a special pattern on the EEG we call an al pha
delta sleep intrusion. The fact that sonebody is

sick and the central nervous systemis invol ved
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and suffering fromchronic pain definitely
affects the quality of sleep.

W see | ess deep sl eep, nore
superficial sleep, less sleep efficiency, which

means nore arousal in time spent in bed w thout
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sl eeping, but it is | think not the hall mrk of
Lyme, but for any chronic condition.

ATTORNEY GENERAL BLUMENTHAL: And
by using the kinds of tests you've descri bed
here, you can distinguish between sleep disorders
that may be due to one kind of pain or sone other
ki nd of problem as opposed to Lyne di sease?

DR. KATZ: Yeah. W docunent --
they match to the central nervous system This
is not sonething that we should think is an easy
subject. This is a definitely -- a deficit which
[unintelligible] with other conditions.

ATTORNEY GENERAL BLUVENTHAL
Again, to anticipate, | think some of what |'ve
heard and maybe nentioned | ater on, the subject
of risks associated with |onger term use of
antibiotics, there have been | think issues
rai sed so far as danmage to ki dneys and si de
effects that are associated with | onger-range use

of antibiotics. And it actually was not
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menti oned by the panel of insurance
representatives, but |'ve heard that raised as a

possi ble risk. Do you have any opinion on that?
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DR KATZ: Well, there are risks,
and that's the reason we have a very thorough
di scussion with the patient before we start him
on |I.V. antibiotic, and we follow the kidney
functions and the liver functions, and we don't
treat patients unless they are getting better.
We are not putting sonmebody on I.V. antibiotics
unl ess they are getting better.

There are all kinds of practical
gui del i nes that each physician adopts, but we are
very aware of the potential risks, and we foll ow
the patients closely with | aboratory tests to
catch themon tinme. Mst of the risks are the
i diosyncratic, the allergies are reversible and
usual | y dose-dependent. So if we follow closely,
we can prevent the progression of those
conplications, and we explain all those risks to
the patient before we start the treatnent.

ATTORNEY GENERAL BLUMENTHAL: So
there are two ways to seek to take account of
those risks; one is to explain to the patient

what they are, and the other is to do testing
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while the treatnent is ongoing to detect and deal

with the risks if they in fact materiali ze.



o o~ W

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

DR. KATZ: Right.

ATTORNEY GENERAL BLUMENTHAL: What
are the risks that may be irreversible?

DR KATZ: You can get an
i di osyncratic reaction, which neans sort of
allergic; you can get liver failure, which is
fatal, liver failure

Let me just put -- the risks of --
the idiosyncratic risks are usually not
dose-dependent, so sonebody taking oral
antibiotics, they are exposed to the sane ri sks.
So the difference between oral antibiotic in
terms of the idiosyncratic reaction is usually
not dose-dependent, so severe allergic reaction
can be acquired if you take a tablet or an |I.V.
dosage, so those are fatal risks.

The Stevens Johnson syndrone, you
get a severe allergic reaction but they are
occurring with any nedication, not only with
antibiotics. Sone of them are dose-dependent, so
if you stop the treatnent you get a reversal of
t he bone marrow suppression or the increase in

liver functions.
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ATTORNEY GENERAL BLUVMENTHAL: Are
there studies that show certain kind of risks are
more likely with extended tine of antibiotic
treat ment ?

DR KATZ: | think the
dose- dependent reaction will be nore likely to
occur on chronic treatnment. W see that the
[iver function derangenents are not occurring on
the first day, they mght pop up in the fourth
week, so this m ght be happening with | onger
treat nent.

ATTORNEY GENERAL BLUMENTHAL: And
what woul d you say to the insurance conpany that
m ght say to you, well, Dr. Katz, you know, the
reason we don't approve this kind of six-week or
eight or longer termantibiotic treatnent is that
we're afraid we'll be sued because we have
sanctioned this treatnent and we incur the risk
of the side effects?

DR. KATZ: There will be suit --

ATTORNEY GENERAL BLUVENTHAL
Let's say they will say to you what is the |egal
l[tability if we approve this |onger-term
treatment which nmay have side effects? | assune

you woul d say well, you explain the side effects
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to the patient and the choice is made by the
physi ci an and the patient.

DR. KATZ: Yes. | think the HM3s
are not liable at all. The physician is |iable.
The physician orders the nedication. They are
not |iable professionally.

ATTORNEY GENERAL BLUVMENTHAL: But
you woul d take -- as the physician, you would
take precautions in terns of --

DR. KATZ: O course.

ATTORNEY GENERAL BLUMENTHAL: - -
testing and so forth, keeping track of what
synptons are and what they are not?

DR. KATZ: That's the nature of
medi ci ne these days. W prescribe many
medi cations, many of them have a | ot of serious
side effects. The epileptic drug, for exanple,
which is ny main specialty, | mean, terrible side
ef fects, but we put people on these nedications
for life.

Dl antin, everybody tal ked about
Dilantin with threat or fear? No, but Dlantin
is aterrible drug. It can cause death, and it
has been used since 1939 and sone peopl e have

been put on Dilantin in 1939 and are still taking
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it tothis very day. That's the nature of
prescri bi ng nmedi cati on.

DR PH LLIPS: Can | comment on
sonme of that?

ATTORNEY GENERAL BLUVENTHAL
Yeah, sure. Thank you, Dr. Phillips

DR, PH LLIPS: | wanted to comment
first on the sleep disorder. Sleep disorders is
very commonly seen with Lyne. The particul ar
pattern is the patient can fall asleep and then
wake up multiple times at night feeling very
hyper and pop w de awake, |ike they should be
vacuum ng the bedroom or sonething |ike that.

Wth Lynme encephal opat hy, which
really neans sick brain, there is a reversal of
sl eep-wake cycle, so you feel |ike you should be
sl eeping during the day and awake at ni ght.

There has actually been published
medical literature by sone of the nore
conservative researchers in this field
postul ating that fibromyalgia is as a result of
anxi ety over Lyne, therefore causing sleep
di sturbance, therefore causing chronic nuscle
aches.

And | just want to point out that
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several -- there are other diseases |ike A DS and
cancer and di abetes, a whol e host of other
serious illnesses that cause nore anxiety than
Lyne does, that do not cause sl eep disturbance,
and do not cause, quote-unquote, fibronyal gia.

As for long-termantibiotic
toxicities, well, in terns of the HM>s getting
sued for agreeing with long-termtherapy, | don't
see anybody putting up a stink for long-term
tetracycline therapy for acne, and | have to nake
t hat point clear.

And secondly, these antibiotics in
general are -- have been around for a long tine.
They are, as drugs go, a very nontoxic class,
they are nontoxic classes of drugs. Certainly
you can see sone liver function abnormalities
with any class of drugs. | personally have not
heard or seen of any acute cases of renal failure
associ ated with any of the beta-I|actarm
anti biotics comonly prescribed for Lyne.

The nost common serious side
effect -- or the nost commonly prescribed I.V.

drug, Rocephin is gall bl adder sludging and
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drug, Rocephin. These effects are transient and
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with discontinuation of the drug it goes away.

Sone patients have -- none of ny
patients, but then again, | don't treat
frequently with I.V. antibiotics, and it's not
because | think it's wong. | think I.V.
antibiotics are good and accepted therapy, it's
just that nost of ny patients have been referred
to me by other doctors because they have failed
|.V. therapy, so they have already failed the
cure. Now what ?

So why would I go and re-treat
with sonmething that failed? But they have
never -- you know, very rare to devel op
toxicities related to the treatnment. Mich nore
common that ny patients |'ve seen with seizure
di sorder develop liver function abnormalities
from Tegretol or Dilantin or any of these
antiepileptic drugs that they were put on or
wor se yet, chronic steroid use.

So many of ny patients were
treated with steroids for years to control sone

of their Lyne synptons, results in diabetes, high
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fractures throughout the spine, disabling pain,

you know, thinning of the skin, horrible stuff.
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And fromwhat is in the nedical literature, these
are nontoxic classes of nedicines. That's all.

ATTORNEY GENERAL BLUMENTHAL: \What
woul d you typically do if a patient is referred
to you after a period of treatnment with
antibiotics, |I.V. antibiotics, that didn't
produce - -

DR. PHLLIPS: | nean, the I.V.
antibiotics are, like | said, a good and standard
t herapy, but there's a | ot of data show ng that
Lyne bacteria go inside cells. They have been
reported inside five cell types, and in
unpubl i shed data, nyself and ny research
col | eagues have found themin another cell type.
Guess what? The antibiotics, |.V. antibiotics,
Rocephin, beta-lactans in general don't get
i nside cells.

Al'l chronic bacterial infections
have as part of their -- part of their etiology,

an intracellul ar phase; they hide fromthe i mune
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cells. The I.V. antibiotics don't get inside the
cells. Things |ike Doxycycline and nmacrolide
antibiotics do get inside cells. And often that

can be nore effective when people have a
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significant intracellular burden.

But again, these drugs are limted
because they don't have high concentrations in
t he spinal fluid.

Li ke Dr. Katz nentioned,
Doxycycline in higher doses orally can cross the
bl ood brain barrier, but the other ones not so
much. So sonetines you are forced to do it.
mean, | don't like to advise a patient to put a
[ine in their armvery nuch at all. On occasion
|'"ve done it, ny dad had four weeks of [|.V.
didn't advise the neurologist to treat hinm
| onger, but | have on occasion treated |onger
than four weeks. 1've treated a little bit
| onger, but | don't treat very, very |ong because
| figure if it's going to cure it's going to
cure, and if it's not, it's not going to.

But | will do everything in ny

power to get ny patients better, and |uckily nost
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of ny patients get a hell of a lot better. |If
you just keeping plugging at it -- away at the
di sease, it responds eventually in nost cases.
ATTORNEY GENERAL BLUMENTHAL: And
just one -- one other question fromnme. Your

nost recent article describing your culturing of
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the bacteria, | wonder if you could describe what
you see as the |onger-range inplications of
t hat .

DR. PH LLIPS: Well, it's clearly
inits infancy. | nmean, it took us six years to

get this far. Wien | first presented it at Lyne
D sease Foundation conferences and Institutes of
Heal t h, not nany peopl e believed that what we
were growing was really Lynme bacteria. Then
sent it out to a couple of different universities
and it canme back, yes, it's Lyne bacteria. They
did the DNA testing, they did the
el ectrom croscopy, they did another fancy test
cal | ed i mmunoel ectrom croscopy.

So the call cane back positive
saying it's Lyne bacteria. People still don't

believe. W publish pictures. You know, | don't
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know, it's like anything else, it has to be
duplicated, it has to be verified.

Just as often as we have
astounding results, we have m serable results.
It's very, very hard to grow spirochetes. And
that's an understatenent. |It's nearly -- | nean
it took nmonths and nonths for these things to

repeat at trials to get themto grow. There were

209

greater than a thousand experinents involved in
finding a way to grow themthat actually worked,
and that's the way it is. So it's at the

begi nning stages. | hope to make sone progress
soon.

COWM SSI ONER REI DER: The Attorney
CGeneral asked the questions regarding the
antibiotic, and | was interested in a response.
Just an observation, Dr. Katz.

Currently, there are very strict
guidelines as to internal and external appeal,
time lines and so on. | say currently. The
State statutes and the regulations require
conpani es to have an internal process for if
there is a disagreenent, and then to nove it

downside if the patient so wishes, and | just
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suggest if you're finding that you feel there is
undue or deliberate delay, that that's a matter

t hat should be brought to us, and we're able to

respond to that.

DR KATZ: Well, the patient --
think you will receive a ot of patients
conplaints in this, and | believe that it takes
months to get a test approved. Needless to say,

it goes back and forth, and HMOs are not keepi ng
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their witten deadlines thenselves, so --

COW SSI ONER REIDER: Wl I, like |
said, as the Insurance Departnent, we'd be
interested in, you know, know ng of that and
followwng it and, you know, we'd advise you as to
what we did come up with

And, Dr. Phillips, just a
guestion. W were tal king about the treatnents.
VWhat percentage of the patients that have cone to
you do you get denials froman HMO?

DR. PHI LLIPS: Well, because, like
| said, nost of ny patients have been referred
because of their failure to be cured wwth a cure,

| don't treat -- it's nothing against |.V.
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antibiotics. |If soneone has never been treated
with antibiotics and they have persi stent
synptons, definitely go for it, | nmean, try it.
What do you have to | ose?

Yeah, there's sone risks but when
you are disabled, you can't work, you just
i magi ne, you can't work, you can't think
straight, you are forgetting where things are in
t he house, you go back to sleep after being up
for two hours, heart palpitations. | mean, there

is no risk, benefit is very nmuch in favor of
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treating.

But when it doesn't work, and a
| ot of the patients that have cone to see ne have
been on for several nonths, antibiotics, there
were doctors that treated for very long-termwth
antibiotics, and | hear anecdotes that the
patients do get better, and |'m happy and support
that. It's just a difference in personal style.

COW SSI ONER REI DER:  Sur e.

DR, PH LLIPS: But in ternms of
treating, | nmean, what was your original

gquestion?



14
15
16
17
18
19
20
21
22
23
24

25

N

o o A~ W

10

11

(Laughter.)

COW SSI ONER REI DER: Wl |,
everything you said was interesting, but the
guestion was --

DR. PH LLIPS: Not an answer.

COW SSI ONER REI DER: -- what
percent age of the cases that cone to you and you
suggest treatnent are denied by the HM3s?

DR PH LLIPS: Oh. Put it this
way: Qut of the cases | suggest |.V. treatnent,

a significant nunber. Oxford is probably the
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wor st of f ender. | don't think |I've ever had an
Oxford case approved ever. | do not think ever.

Actual ly no, excuse ne, there was one. There was
one, only because of the EM5 and she had good
serology. If it wasn't because of that, it
woul dn't have gotten approved.

But 1'd say a good -- a good 50
percent get denied, and these are | ow nunbers,
t hough, but a good 50 percent, and | wite a
letter -- 1'lIl wite a letter to the insurance

conpany with 30 references. You know, |I'll spend
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hours on the letter, only to have themreply with
two lines: MNope. Sorry. | find 1|l have |limted
recourse. Wat can | do, you know?
So |l try to do the best for ny

patients. | give them sone nore Doxycycline.
You know? But no, sonething has to be done about
this insurance situation.

ATTORNEY GENERAL BLUVENTHAL
Represent ati ve Powers?

REPRESENTATI VE PONERS: Thank
you. |I'mgoing to ask you the sane -- sort of
t he sane questions | asked the HM3s. They kept
tal ki ng about using the CDC guidelines, and then

in response to nmy questions, they indicated that
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| guess he took out the book on pediatricians and
he said they are less detailed, but it's all the
sanme stuff. Is it in fact the same stuff across
these different organi zations that he's referring
to, professional organizations?

DR. PHI LLIPS: Every professional
organi zation has their own, you know, opi nion.
It doesn't nean that it's correct or not
correct. But the CDC case definition is just the

case definition of surveill ance.
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REPRESENTATI VE PONERS: Ri ght

But they are not using it that way?

DR PHI LLIPS: They are using

for clinical purposes, and |I can't enphasize

enough. This has been,

it

this

fromthe CDC s earliest

i nvol venent with Lynme, they said don't use the

case definition for clinical diagnosis.

REPRESENTATI VE PONERS: But t

hey

are using it that way, and obviously Physician's

Heal t h nodded and sai d yes,

he was doing it

t he

sane way, and yet they went on to say, but the

pr of essi onal organi zations are saying the sane

t hi ng.

DR, PHI LLI PS:

Sayi ng the sane

thing, not to use it or saying the sane thing

yes, you should use it?

depth at every professional

recomendati ons on Lyne,

haven't | ooked in

organi zation's

unfortunately, but,

214

you

know, | go -- there's a comment of the FDA as

well that |'m aware of that

| have to get ny

hands on al so saying not to use sone of these

definitions as clinical

pur poses.

for clinical
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So, | can't conmment on the stuff
that 1'mnot directly famliar with in terns of
this pediatric stuff, I"'mnot a pediatrician, so
of course | wouldn't be follow ng those
gui del i nes.

REPRESENTATI VE PONERS: Right. |
was j ust concerned that they were all kind of
copyi ng the CDC gui delines and using them as
their paraneters.

DR. KATZ: CDC guidelines are
di agnostic criteria, not treatnent criteria, and
t heir reconmmendati ons.

REPRESENTATI VE PONERS: | know.

DR. KATZ: They are not witten in
st one.

REPRESENTATI VE PONERS: Ri ght.

But the HMO guy sat there and said yes, that's
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what we use.

DR. PH LLIPS: O course they're
going to say that's what they use, only because,
you know, it is a matter of noney. It's -- the
CDC case surveillance criteria are very strict.
The HMOs wi Il not have to cover the treatnent for

Lyne based on -- a substantial portion of Lyne
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based on those criteria, and they are going to
pi ck and choose whatever the shortest and | east
expensi ve course of therapy, it would seem

REPRESENTATI VE PONERS: |Is there a
way to override that in ternms of whether it cones
fromthe CDC or maybe fromthe State level, to
say that in fact the guidelines are not the
narrow ones that were used for the surveying
techni que, but in fact are broader? And if so,
who woul d do that?

DR. PH LLIPS: 1'mnot really
sure. | think that's why I'mhere. |'m asking

you guys the sane thing.

(Laughter.)

DR. PH LLIPS: | mean | can only

say that it's been said over and over again that
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they are not diagnostic criteria, and the CDC
doesn't really give -- they are not treatnent
guidelines to begin wwth. They are just --
that's all they are, is case surveillance

criteria, to say, okay, we can use this.
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Like Dr. Katz said, if you want to
make sure that sonmeone has Lyne when they are in
the study, so they could say, okay, this is
appropriate treatnment or not appropriate
treatnment, but | have no answer for that.

REPRESENTATI VE PONERS: Ckay.
Thank you.

DR. PH LLIPS: Thanks.

DR. KATZ: Medicine is not an
exact science, and that's the reason we have
gui delines, to keep people in the mainstream by
no means prescribes you the nunber of weeks and
t he grounds that you should give for people with
Lyme. There is sone degree of freedomthat is
hopefully still left with the physician unless we
are getting into a totalitarian regine in
medi ci ne.

So, nedicine is an art, and the
French are saying in nedicine, like in |aughter,

is no ever and there is no never. Everything --
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there are exceptions, so you cannot use
guidelines as treatnent criteria to guide every
physician and to tie his hands in therapeutic or

di agnosti ¢ wor kup.
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DR. PHLLIPS: | think that that's
nost clearly denonstrated in the survey of the 78
doctors from Lynme-endem c areas. 57 percent for
| ate stage Lyne are treating three nonths or
nore. Clearly they are not observing what, you
know, was espoused by Yale; that four weeks is
not a good therapy. | nean, this is the standard
of care, and yes, if soneone is saying that
there's a guideline out there and a majority of
doctors are not follow ng that guideline because
they are in the trenches trying to make their
patients better, then the guidelines have to be
changed.

We have to use a reasonabl e anount
of common sense. | nmean, anybody -- just a very
reasonabl e | evel of intellectual curiosity,
reasonable training in the field can ook at this
and say, there's a major problemand | don't know
how to go about changing it, that's why I'nm
asking you guys to help. But soneone has got to

do it.
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ATTORNEY GENERAL BLUMENTHAL

Well, if we were to respond, though, neaning if
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the legislature and any public officials were to
respond by saying that these decisions about

di agnosi s and treatnent ought to be nmade by the
physi ci an and the patient w thout being bound
categorically by either the CDC guidelines or any
other strict protocol or reginmens right now, that
woul d be a justifiable approach, in your view,

wouldn't it, or not?

DR. PH LLIPS: Yeah. | nean, |
think a simlar bill was proposed in New Jersey,
where they were -- and it al nost passed -- where

t he i nsurance conpani es have to basically listen
to the treating physician. You know, as nuch as
t hey can review nedi cal records, and as nuch as
they can try and get a handle on it, you see the
patient -- there is nontangible interaction

bet ween the doctor and patient, you know, to | ook
at a negative blood test, but you see the
patient, |ike 30 years old, walking with a wal ker
comng into your office and living like alittle
ol d person, basically disabled, and has
previously responded to antibiotics, only to

be -- when the therapy was withdrawn, to rapidly
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det eri or at e. Li ke | said, compn sense should
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prevail .

ATTORNEY GENERAL BLUMENTHAL: And
your idea of an ad hoc commttee, Dr. Katz, have
you ever discussed that with nenbers of the
i nsurance i ndustry?

DR KATZ: Well, the rare

occasions that they responded to ny calls --

(Laughter.)

DR. KATZ: -- they have ot her
pressing issues to discuss, but |I'msure they
will be receptive to it, and only because of the
heat that is now being generated with these
di scussi ons.

ATTORNEY GENERAL BLUVENTHAL
Again, | want to thank both you and Dr. Phillips
for being here today and for your patience and
understanding in bearing with our schedul e.
know you are both busy, and you both nade
sacrifices to be here today. W thank you.

DR. KATZ: Thank you.

(d appi ng.)
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ATTORNEY GENERAL BLUVENTHAL
Dr. Schoen and Dr. Feder, speaking of patience
and under standi ng, we want to thank you as well
and apol ogi ze for the delays in your testifying
t oday.

DR. SCHOEN: M. Attorney General,
M . Conm ssioner, |adies and gentlenen, as | sat
over in the wings, it was quite clear to ne as |
was |istening to sone of the appl ause for
Dr. Phillips what it nmeans to have the home court
advantage. But let nme press on and tal k about
t he i ssues about the diagnosis and treatnent of
Lyne di sease, and al so issues relating to the
treatnent of Lyne disease as | see it in
Connecti cut today.

Lyne disease is a conplex illness
inthat it can affect nultiple parts of the
body. | believe, however, that correct diagnosis
is usually possible. There has been a | ot of
di scussion, this afternoon at |east, about Center
for Disease Control guidelines for diagnosis, and
| don't think anybody in the nmedical community
feels that Center for Disease Control guidelines

are required to nmake the diagnosis of Lyne
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di sease.

| agree with Dr. Katz that in
tal ki ng about surveillance, these things are
sonetinmes used in reporting. | also think that
there are patterns of abnormalities that occur in
Lyne di sease patients that are generally
recogni zable, that it is usually possible to --
in a diagnostic sense, to find objective
mani f estations of disease. But beyond this, |
don't think that there are any rules that anyone
is wedded to at this tinme in making the Lyne
di sease di agnosi s.

| do think that it's inportant
that we distinguish, and perhaps this has been
done al ready, between early Lyne di sease, which
is typically the stage of the illness in which
after the tick bite a rash is often present, and
| ate Lyne disease, in which -- particularly in
patients who are not treated for early disease --
arthritic, neuro, and neurol ogic and cardi ac
probl ens can occur.

You' ve heard already, and | won't
repeat the information, about the fact that
there's lots of evidence that in Connecticut and

in other states where Lyne di sease is endenic
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early Lyne disease is underreported. | think the
i nportance of this is that citizens in
Connecticut correctly recognize that early Lyne
di sease is a very common problem nore conmmon
t han incidence figures give as an inpression, and
recogni ze how nmuch Lynme di sease occurs in their
community. But nost of this Lynme disease is
early Lyne di sease, which is generally not a
severe illness, and is generally a curable
di sease with oral antibiotic therapy.

On the other hand, when we talk
about |ate Lyne di sease, many physici ans,
i ncludi ng nysel f, believe that Lyne disease is
over -- late Lyne di sease is overdi agnosed and
overtreated. Lyne disease can affect or even
permanent|ly damage the joints or nervous system
and not all patients treated with antibiotic
therapy, and in late Lyne disease it's often
i ntravenous antibiotic therapy, are cured by
treatnent. Sonetinmes there is a requirenent for
addi tional antibiotic therapy, although in ny
experience, there's often a dimnishing return to
that therapy. And in that sense | would agree

with Dr. Phillips



25

w

(o2 I € 2 N A

10
11
12
13
14
15
16
17
18
19
20
21

22

And someti nes other nodalities are

223

desirable. For exanple, we've treated a group of
patients with refractory Lyne arthritis, with
art hroscopi ¢ synovectony, in which we've renoved
i nfl amed and presunmably infected tissue fromthe
synovial lining of joints and had good outcones
in situations where antibiotic therapy had not
been successful up to that point.

But | believe that anxiety about
Lynme di sease exi sts anpong Connecticut residents
because they overestimate the |i kel i hood of
devel oping late Lyne disease following early Lyne
di sease if adequately treated, and al so they
underestimate the general effectiveness of
antibiotic therapy given for late Lyne disease.

VWhat's in dispute here is whether
there is a significant popul ation of patients who
have chronic Lyne di sease for whom one nonth of
i ntravenous antibiotic therapy is insufficient,
and whet her nonths, or in sone cases, years of
such therapy woul d provide benefit.

In my experience, and | think

Dr. Katz nentioned this also, insurance conpanies
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in Connecticut and el sewhere generally do not
di spute oral antibiotic therapy for early Lyne

di sease treatnent. It's also been ny experience
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that in general, insurance conpani es do not
participate in a decision by a physician in
Connecticut to provide an initial course of four
weeks of intravenous antibiotic therapy for Lyne
di sease. It's the decision by Connecti cut

i nsurance conpani es to require docunentation of
active di sease for treatnent beyond four to six
weeks with intravenous antibiotic therapy, which
in ny opinion, is at the heart of the dispute
that you're hearing about today.

As | see patients with questions
about Lyne di sease, a frequent concern in ny
practice, just as in Dr. Phillips' practice, is
the patient has al ready received consi derabl e
antibiotic treatment and the synptons that they
are having have not resolved. In ny experience,
t he nost comon reason for treatnent failures in
such patients is that they do not actually have
active Lynme disease, and therefore, in ny
opinion, it's good nedical practice to reassess

t he di agnosi s.
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generalize. Every patient is different. 1In the

10 m nutes provided, | can't discuss this at

great length, | would refer you to the paper that
225

| provided to you as giving you sonme information
about what's happened in ny practice in the past
several years.

But | wish to enphasize that in ny
opinion, this is -- this dispute about
prol onged [tape ended and then began new tape].

what is the appropriate

duration of 1.V. antibiotic, therapeutically
prolonged |.V. antibiotics. As you nove forward
and consider all the information, nuch of it
conflicting informati on that you've heard this
af t ernoon, whether the patient has Lyne di sease
or not, whether prolonged intravenous antibiotic
treatnent is useful or not, is there any harmto
a governnent renedy to help patients receive
prol onged intravenous antibiotic therapy for the
di agnosi s of chronic Lyne disease.

In my opinion, there would be

several negative outcomes to such governnent
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action. At least indirectly, your action would
i nevitably validate the nmedi cal appropriateness
of such treatnent in the absence of new
scientific information of effectiveness.
Physi ci ans are taught above al

el se, do no harm If the patient does not need a
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treatnent, then there is no benefit, and any
ri sks are unaccept abl e.

You asked earlier about the risks
of prolonged intravenous antibiotic therapy.
Sonme of these risks are mnor and can incl ude
such things as drug allergy, a rash, a fever,
et cetera, phlebitis at a catheter site. Sone
are nore serious, catheter-induced septicem a,
cat heter-i nduced probl ens where a catheter | eads
to chronic or nmajor blood vessel collapse and
| oss of part of a |inb.

Patients can al so have serious
allergic reactions. Patients receiving
bet a-|l actam anti bi oti cs can have bone marrow
suppression, as you heard from sone of the
speakers earlier

But | think the inportant issue

here is not so much the risk but the risk-benefit



19
20
21
22
23
24

25

N

o o A~ W

10
11
12
13
14
15

16

ratio. |If there's not a benefit, we shouldn't
take the ri sk.

What |'ve tal ked about so far is
risks related to treatnment. | believe that
there's also a diagnostic risk of prol onged
i ntravenous antibiotic therapy for chronic Lyne

di sease. The patient -- the nmessage the patient
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i nevitably receives fromsuch treatnment is that
t hey have a serious, chronic, intractable
illness, in which powerful, broad spectrum
antibiotics are required, and cure is by no neans
certain. Beyond this, there's the diagnostic
risk that the actual probl em causing the synptons
wi |l not be addressed.
| wish that this controversy did
not exist, and I w sh every patient in whon
there's a question about Lyne di sease gets a good
outcone with which they are satisfied, but I
don't believe the treatnent of Lyne disease in
Connecticut is so broken today that there needs
to be a government renedy to fix it. Thank you
ATTORNEY GENERAL BLUVENTHAL

Dr. Schoen, | assune that you are agreeing with
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the previous panel and with the CDC itself that
t hese case reporting criteria should not be used
as binding guidelines for clinical diagnosis?

DR. SCHOEN: Absolutely.

ATTORNEY GENERAL BLUMENTHAL: And
when we tal k about a governnent renmedy and about
the possibility of the side effects that you
mentioned, | assunme that you'd al so agree that

protocol for I.V. treatnment for whatever the
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disease is, if it took |longer than four, six
weeks, and if it were intravenous, if a conpany,
by certain kind of testing, could at |east
m nimze or reduce the risks of those side
effects, do you understand ny question? |It's
sort of a convoluted question. |If you'd like
"Il try to put it in sinpler |anguage.

DR. SCHOEN: That's okay. [|'11
try not to give a convoluted answer.

| think that | go back to what |
said a mnute ago, which is certainly anytine a
doctor treats a patient and the patient is
participating in that decision, you have to
consider the risks and the benefits. And | would

agree that oral tetracycline is generally a
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wel | -tol erated therapy.

| would also say that in ny
experience, the use of prolonged cephal osporins,
given intravenously, is a therapy in which
toxicity rises over tinme. But ultimtely what
you've got to weigh is the risk against the
benefit. And of course you want the patient to
be nonitored, but | think that goes w thout
saying. The risk -- you want the risk of any

treatnment you give to be as |ow as you can nake
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it when you decide to give it, but | don't think
monitoring justifies the act of giving. Gving
has got to be based on the risk.

ATTORNEY GENERAL BLUMENTHAL: But
doesn't nonitoring mnimze the risk?

DR. SCHOEN: Certainly.

ATTORNEY GENERAL BLUMENTHAL: And
isn't nonitoring an acceptabl e way of reducing
the risk?

DR. SCHOEN. Well, nonitoring is a
| ot better than not nonitoring.

ATTORNEY GENERAL BLUMENTHAL: And

in the course of a lot of treatnents, aren't
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there risks, side effects, and sone pretty
serious side effects?

DR. SCHOEN: Right.

ATTORNEY GENERAL BLUMENTHAL: And
very often a physician will say to a patient,
we're at the limt of what we can do with X Y,
or Ztreatnent, and now we're going to try A, B,
C, which could have the followi ng risks for you
and here's what they are, and here's what we'l|l
do to try to mnimze then? That occurs all the
time, doesn't it?

DR. SCHOEN: Yes. I'mjust giving
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my opinion that the tinme to give treatnent for
Lyne di sease is when active Lyne disease is
present. If it's not present, then if you give
treatnment that carries some risk and there's not
a benefit, then that risk is higher than | think
shoul d be taken.

ATTORNEY GENERAL BLUVMENTHAL: But
on the diagnosis side, Dr. Katz has suggested
that there is general agreenment that the
di agnosti c procedures now avail abl e are at best
not 100 percent, are at best probably unreliable

in large part.
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DR, SCHOEN: Well, there's two
parts to that; the first part is the overal
activity that goes into making the diagnosis, and
the second part is are there tests which provide
a sort of a yes/no answer w thout inperfection,
and | would certainly agree that the testing
isn't perfect, and no single test gives reliable
information. It gives helpful information but it
doesn't give conclusive information. So that if
one could sit back and | ook at a test result and
say yes/no, if it was that sinple, there wouldn't
be controversy. | think you have to take it al

toget her, but at the sanme tine, in giving ny
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i npression, which is that the disease is being
over di agnosed and overtreated.

And | don't think that there's
evi dence that giving therapy beyond a period of
time of four to six weeks in nost instances --
and there certainly are sone exceptions --
conveys benefit to the patients receiving this
t herapy in Connecticut today such that there's a
probl em where they are being deni ed necessary and

needed care.
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ATTORNEY GENERAL BLUVENTHAL: But
if there is controversy about the effectiveness
of the diagnostic tests available as of this
date, and there's also controversy wthin the
medi cal community anong very reputable and
wel | -trained and wel | -regarded peopl e about what
proper treatnment is, why not leave it to the
treating physician and the patient, principally
the treating physician, to nmake these deci sions
about cases that, as you say, should be
determ ned on an individual basis?

DR. SCHOEN: | believe that it is
possi ble in nost instances to nmake a di agnosi s
when everything is taken together. You could

pi ck any single test or any single procedure in
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i solation and say this has inperfections, that
has inperfections. But | believe it's possible
to arrive at a reasonable probability as to
whet her or not Lyne di sease exists, and | would
certainly agree that there may be situations in
whi ch one shudders on the side of treatnent if
one's unsure, but | think the |andscape out there
is different. The |andscape is that there's a

ot nore treatnent being given than | think
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really benefits patients in Connecticut,
certainly, given the limtations of the test.

What you say has theoretica
merit, | think the danger is that too nuch
treatment can be given and carries sone of this
risk. And by "too nuch,” | sinply nmean treatnent
if the disease isn't there in an active form
there is the potential for harm

ATTORNEY GENERAL BLUVENTHAL: But
too nmuch treatment is really in the eye of the
behol der, so to speak.

DR. SCHOEN: That's true.

ATTORNEY GENERAL BLUMENTHAL: And
that kind of generality, when brought to the
| evel of the individual who is suffering pain and

synpt omatol ogy that is consistent with Lyne
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di sease, perhaps should be left to that
i ndi vidual or nore accurately to the treating
physi ci an rather than based on a nore general
concept of what's too nuch and what's too
little.

DR. SCHOEN: It's easier for ne,

in dealing with an individual patient, to have
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this discussion, because these generalities
obviously could go into different directions.
But 1've certainly seen situations in an

i ndi vi dual patient where |'ve seen treatnent for
Lynme di sease because a person was in pain, and in
my opinion, that was not -- that treatnent was in
a sense a dead end, and other things needed to be
done, other diagnoses needed to be consi dered.

So there certainly nay be
situations in which you are right, but for the
pur poses of this hearing, | think you' ve asked ne
to paint sort of a picture of what | think is out
there, and that's what |'ve tried to do.

ATTORNEY GENERAL BLUVMENTHAL: How
of ten have you encountered the side effects as
you described it, that are risks of prol onged
treatment with antibiotics?

DR. SCHOEN. Wwell, actually, 1've
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been involved in seeing patients with Lyne

di sease i ssues since 1981, and the paper that
Dr. Phillips alluded to that | provided to you
was a paper that we started to wite because we
expected to see a lot of side -- we were seeing

side effects in our clinic from prol onged
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antibiotic therapy, and we started working on

t hat paper in around 1993 or so. And that, in ny
recol lection, is about the time when | began to
see insurance conpanies in Connecticut take a
stronger interest, not so nmuch in ny experience
in four weeks of |1.V. antibiotic therapy, but in
t her apy beyond four weeks.

And | really felt as if -- in that
paper, for instance, nost of the problens that we
descri bed were not serious side effects, they
were relatively mnor things in the sense that,
you know, we had sort of the mld, noderate,
severe. And basically they weren't things that
did permanent harmto people, but | believe that
was sonewhat of a change, which reflects the fact
that it is harder today to get open access to
prolonged |.V. antibiotic therapy than it was a
few years ago.

But certainly the exanples that |
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described to you of catheter-induced septicem a,
heart valve infection, a patient losing a linb
because of a catheter clotting, a patient

devel opi ng severe bone marrow probl ens, requiring



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

1
2
3

adm ssion to an intensive care unit because of
[ife-threatening suppression of the bone marrow
fromceftriaxone. Those are all things that |'ve
seen.

ATTORNEY GENERAL BLUVENTHAL: But
those are pretty rare?

DR. SCHOEN: Well, they don't --
yes. Mst -- yes, the answer is yes. Most
patients encountering antibiotic therapy for Lyne
di sease are not harned by that therapy, | would
agree with that. But the longer you give it the
nore risk you take, in ny opinion. So if we're
tal ki ng about four weeks of ceftriaxone or
Rocephi n versus 28 weeks, we're tal king about a
di fferent situation.

And in a study we did conparing
two versus four weeks several years ago, there
was a difference even between two and four
weeks. So again, | think we can't just |ook at
risk. We have to |ook at risk and benefit

together. | think every doctor should do that
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every tinme they treat any patient for anything.
ATTORNEY GENERAL BLUMENTHAL: Have

you ever seen denials of insurance coverage in
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cases where you think it should have been
provi ded?

DR SCHOEN:  Yes.

ATTORNEY GENERAL BLUVENTHAL
Coul d you describe a few of those?

DR. SCHOEN: Well, the best -- |
had one lady cone in -- | make a distinction
between early and |ate disease. |1'll give you
this one first.

In an early disease case, in ny
opi nion and experience, nost of the time patients
can be treated with oral antibiotic therapy
successfully. But once or twice a sunmer | see
patients with early di sease who are very sick
hi gh fever, had stiff neck, neningitis, whatever,
and | saw a situation where a patient who, in ny
opi ni on, should have been treated with -- it
woul d have been safer to treat the patient with
i ntravenous versus oral antibiotic therapy right
at the outset, and that's what the doctor wanted
to do. And in ny opinion, the insurance conpany

prevented that from happening. And instead, sent
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the patient to ne, and | said, let's review
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t hi ngs.

By the tine the person cane to ne,
t hey were doi ng okay, and we nuddl ed t hrough, but
| think that was not right, particularly given
the fact that the sooner the disease is treated,
the Il ess problens you are likely to have. 1In
terms of late Lyne di sease treatnent, | think
that my experience has been that there is so nuch
intense interest in Lyne disease treatnent now,
that that alnost in and of itself to sone extent
di storts what's happening. And | think that
there has been an attenpt to -- there has been an
attenpt to devel op guidelines that allow
i nsurance conpani es to know who's being treated
and why.

And occasionally |I've seen
situations where it's been necessary for ne, for
i nstance, as the treating physician, to provide
nore docunentation today than I would have had to
in the past. But | can't think of a recent -- |
can't think of an exanple where such treatnent
was not al | owed.

In terns -- now |I' mtal king about

| ate Lyne disease treatnment. But |ike
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Dr. Phillips, ny requests are relatively gentl e,
probably, relative to sone.

ATTORNEY GENERAL BLUVENTHAL
Dr. Feder?

DR FEDER: My name is Dr. Henry
Feder, and | do famly nedicine, pediatric, and
pedi atric infectious disease at the University of
Connecticut Health Center and Connecti cut
Children's Medical Center. | think ny insights
woul d be nore in pediatric, but | also deal with
adul ts.

|'"d like to tell you three Lyne
di sease stories. First I1'd like to give you a
tiny bit of background.

In 1977, | cane to the University
of Connecticut. | joined the faculty as a doctor
who |likes to see patients. M primary work is
seeing patients. It's interesting that in 1977,
that was the year that Dr. Allen Steere published
his first paper, really the first paper about
Lynme di sease. His report was pronpted by visits
frompatients fromLyne, Connecticut, where they
gave al nost bizarre stories of fevers, rashes,
arthritis. One of these patients, Polly Mirray,

told about her famly getting devastated by
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arthritis and rashes and fever but said her dog
was | ame.

| think it was a credit to
Dr. Steere to listen to these people, take it
seriously, and with very careful research over
the past two decades, | think nost of the
mysteries of Lyne di sease have been sol ved.

There are lots of questions, but in general they
have been solved, and I want to give you three
exanples that |1've dealt with that each one gives
an i nportant point about sonme of the pitfalls
about treating or diagnosing Lynme di sease.

The first case is a 15-year-old
girl from G eenwi ch, Connecticut. She was in
perfect health until My of 1994, when she
devel oped a swollen knee. The Lyne bl ood test,
"1l say the two-step test, the ELISA and western
bl ot, were both markedly positive, and there was
really no question that she had Lyne di sease and
she was started on intravenous anti biotics.

Four days after beginning therapy,
her arthritis was better, but she had joint pains
in her ankles, shoulders, wists, so her
physi ci an decided to treat her until these other

synptons that were associated first with the
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arthritis resolved. One nonth later after

t herapy, she still had the joint pains and |I.V.s

were continued, and in fact she was treated for a
total of six nonths intravenously, and after six

mont hs, the parents, getting frustrated, cane for
a second opinion and saw ne.

| exam ned her, she was normal . |
redid the Lyne test, although | didn't need to.
It was still markedly positive, and by the way,
once sonmeone has a positive two-step Lyne test,
it my stay positive the rest of your life. And
one of the frustrations of us in Lyne disease is
we cannot tell one who has old disease and a
positive blood test versus sonething that's now
active. W don't have a test |like that, and
that's what we're tal king about with sonme of
t hese newer experinental tests, and we're waiting
for themto get validated.

So her blood test was positive,
her arthritis was resolved. She still didn't
feel good, and | said, the Lyne is gone from your
body. After six nonths of I.V. therapy, |
believe it is gone. | asked that | stop therapy

and the famly agreed. W renoved the |I.V., and
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calls, she did not get better, but two weeks
after that, she slowy inproved and was fine.

What was a surprise was her
nei ghbor worked for The New York Tines, and when
this little girl cane to see ne, the nei ghbor
t hought that | would do new therapies for Lyne
di sease, and she was really amazed at what | did
was | stopped therapy. And she cane and visited
me and spent a day with nme, and when | talked to
this New York Tinmes reporter, and |I think | gave
that in ny packet -- soneone followed nme around
all day to take that picture, and it's not too
flattering -- but | basically said naybe us
scientists may mslead the public a little bit in
that you get Lyne di sease and you get treated.
|'"'ma believer that when soneone has Lyne
di sease, is treated orally for the rash, three
weeks of therapy is fine.

But sonetines there are associ ated
synptons that recur, and | think I even heard
Dr. Phillips say once a week sone of his patients
get sonme aches and pains and think they nay be

related to Lyne di sease, but he waits them out.
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And this exanple of this child was her associ ated

synptons were, | think Lyne di sease, but they
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were self-limted and they did not need oral
anti biotics.

Let me go to nmy second case. M
second case is 36-six-year-old femal e who was
admtted to UConn with 105 fever and no white
cells, she had neutropenia. Her story is as
follows: For two years before she had joint
pai ns, headaches, and saw many, many doctors in
Connecticut, and she felt she had Lyne di sease
but they felt she did not. They did many bl ood
tests that were negative, and then on her own she
sought out a physician in New York, and with this
physi cian had a urine test done for Lyne disease
whi ch was positive.

The physician in New York says
yes, you have Lyne disease, | will treat you
intravenously and in fact started treating with
antibiotics and she canme back to Connecti cut.

On the 23rd day of antibiotic
t her apy, she devel oped a fever of 105, was seen

by soneone who wasn't treating her, and said she
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had no white cells and she got admtted. And
when we traced the case down -- by the way, what
we did is we stopped antibiotics. Over the

course of the next nonth, she got better. But
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what | didn't understand is what was this test
for Lyne disease, this urine test?

And | researched it as best as |
could, and there was no science that | could
find. It wasn't validated, so | published this
case in JAMA. | also put that in your packet.
And the conmpany that nmade the test responded and
said 11, 000 people have been tested and it's
useful .

Ri ght after that paper cane out,
that test was renmoved. And now there are other
urine tests, and they al so have not been
validated, so |I'd like to see sone of these tests
wor k, but validation is very inportant.

My third case: M third case is a
four-year old little boy who had arthral gi as and
a positive Lyne test. Again, ELISA and western
blot. He was treated with oral antibiotics for
Lynme di sease, but his joint pains continued. He

was able to play but he conpl ai ned frequently of
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everything hurting him He visited a few doctors
and ended up at the Children's Hospital, and
after a lot of discussion with the parents, it
was decided to treat himintravenously.

He was treated for one nonth with
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i ntravenous antibiotics and maybe inproved a
little bit. At the end of therapy the parents
insisted on further therapy. W said that four
mont hs was the maxi nrum we wanted to stop, we
wanted to do physical therapy, we wanted to work
with himand we would wait. They refused, and

t hey went to anot her physician, who continued the
i ntravenous antibiotics. And on the third week
of the second course of antibiotics, he canme to
our Energency Roomw th severe abdom nal pain.

He ended up having a cystitis, a
gal | bl adder attack, and had his gall bl adder out.
Anti biotics were stopped, and over the next few
nmont hs, his joint pains went away, so here was
anot her conplication of antibiotics, and that was
a gal | bl adder att ack.

Let me just say a few things about

putting Lynme di sease into perspective. | gave
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you three cases of sone problens that we were
seeing with Lyne di sease. One nay be

m sdi agnosis on a urine test, and two are people
that did have Lyne di sease with persistent
synptons that were resolved on their own and the
dangers of antibiotics, we paid our price.

From 1988 to 1993, | saw 146
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children sent to UConn for second opi nions of
Lynme disease. | also do primary care. In fact,
| go down to East Lynme schools and take bl ood
fromthe kids to check for asynptomatic
seroconversion. | saw sone of these kids so sone
are primary care and sone are referrals.

O those 146, only one needed
i ntravenous therapy, was treated two weeks, had
meningitis and did fine. To ne, intravenous
therapy for Lyme disease in kids is the
excepti on.

Anot her very interesting thing is
a study that, by the way, Dr. Steere was the head
of, where we did 10, 000-plus patients, a study
with a vaccine for Lyne disease which is
noderately effective. What happened was 5, 467 of

t hese patients got a placebo, neaning they got no
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vaccine. They were followed very carefully for
two years.

106 of them devel oped erythema
m grans, they were treated orally, and as far as
| know they all did well, and they were treated
for a nonth or less. One developed arthritis,
two devel oped neuritis. They were also treated

and did well. | don't know of one patient frorm
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t hese 5,000 who were foll owed prospectively that
has chronic Lyne di sease devel op

AUDI ENCE | NDI VI DUAL: | do.

DR. FEDER: Were you in that
st udy?

AUDI ENCE | NDI VI DUAL:  No.

DR. FEDER. Well, that's why. In
my experience, chronic Lyne disease is rare in
children. Wen diagnosed it should be confirned
by a pediatric rheumatol ogi st or pediatric
neurologist. [|.V. treatment should usually -- |
use "usually,” be limted to a maxi mrum of four
weeks of therapy.

The last thing | want to nmention

is something from The New York Times which is not
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in ny packet. It's the front page of the Tines
of January 4, 1994, | have it here. Wat is the
probl em wi th prol onged anti biotics when a patient
or famly believes they wll help? | was there
in her roomwhen her famly says to ne after four
weeks, we want nore, and it is terrible for us to
sit down and say we feel the risk outweighs the
benefit. Because it is very, very, tricky and
very difficult.

This is what they wote in the
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Tinmes. And the title of it was "Prolonged Lyne
Treat ments Posing R sks, Expert Warns.

Al nost two decades after Lyne
di sease was discovered in Ad Lyne, Connecticut,
heal th experts and officials are warning that
overdi agnosi s of the di sease and conplications
fromlong-termantibiotic treatnents nmay pose as
great a danger to the public health as the
di sease itself. In one instance, cited by the
CDC, 14 children had to have their gall bl adders
removed, and 23 suffer from bl oodstrean
i nfections because of conplications from
long-termtreatnment with intravenous antibiotics

at the New Jersey Shore Medical Center. Though
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the children's doctor defends their treatnent,
t he CDC found no evidence that nost of the
children had Lyne disease.”

My goal, when | see a patient with
a problem is to figure out what's wong and hel p
them And | do not want to do any harmwth |.V.
antibiotics unless there is nore data that they
hel p. Thank you.

ATTORNEY GENERAL BLUMENTHAL

Vell, let me ask you, Doctor, just to conplete
the thought, were you -- this is an article in
248

The New York Tinmes of 19947

DR. FEDER: Unh- huh. Yes.

ATTORNEY GENERAL BLUMENTHAL: Have
there been articles since about the effects of
prol onged use of antibiotics?

DR. FEDER: There are papers that
gi ve anecdotal case reports, but | don't know
that the CDC has | ooked into it. Again, | do not
know.

ATTORNEY GENERAL BLUMENTHAL: So
it isn'"t as if there's a rash of -- or to use

per haps an overused term "epidem c" of overuse
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of antibiotics that's produced a wave of these
i nstances --

DR. FEDER. This was a uni que
situation. This was one hospital --

ATTORNEY GENERAL BLUMENTHAL: The
need for 14 cases in one hospital in a discrete
period of time, sonebody nade a m stake?

DR. FEDER: | would agree with
t hat, vyes.

ATTORNEY GENERAL BLUMENTHAL: And
the m stakes could have been due to all kinds of
factors, like not nonitoring what was happeni ng

to these children and so forth and so on? W
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don't know much nore about it than what's in that

article.

DR, FEDER: Yes. No.

ATTORNEY GENERAL BLUMENTHAL: And
you are not really offering it as a -- and your
only -- as an argunent here that physicians who

are listening or who may be reading this record,
shoul d not prescribe antibiotics?

DR. FEDER. What |'m saying, as a
treating doctor, | read about things |ike that.

We can't nonitor themfor the gall bl adder problen
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with ceftriaxone. That either happens or it
doesn't happen. [It's not sonething we can
monitor for. At least in kids we don't nonitor
for that.

And we just had a case, so that
case -- that experience warned ne, and that's one
of the reasons that I'mafraid to use antibiotics
after four weeks of 1.V

Now, anot her thing that was
mentioned that | think it's inportant, and it's
interesting because | don't represent the
i nsurance conpanies, | think | have the sane
probl em as everyone el se does, sonme things | want

to do and we try to get perm ssion, and sonetines
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it's difficult. 1Is there is a difference between
|.V. and oral, and the dangers of |.V. are nuch
greater. An |I.V. in your armor sonetines they
do a central line, can cause sepsis, and you can
get bacterial infections, that is very dangerous,
fromthat.

And the difference, if | see one
with a respiratory infection, if people cone to

me sayi ng, Doctor, antibiotics help ne, and | try
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not to use antibiotics unless | really have to,
and it's very difficult when | deal with these
patients |ike for respiratory infections, where
they want themand | don't believe they help, and

sonetinmes | use them If they want it

intravenous, | would just say so, it's too
dangerous. It's not only the cost that | deal
with, | deal with the dangers, and I.V.,

antibiotics through a line that's either in your
arm which goes into one of your blood vessels,
or what we call a Hickman or broviac [phonetic]

t hrough the chest, we use this in kids with
cancer, there the risk is worth the benefit. |
think in Lyne disease for prol onged therapy, the
risk is not worth the benefit.

ATTORNEY GENERAL BLUMENTHAL: But
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why not let the patient and the physician make
t hat judgnent ?

DR. FEDER: Maybe in kids, then,
it's different. | was thinking about that. In
fact, sone of these patients who -- the adults
who have | ost their gall bladders and maybe | ater
on when peopl e speak here they are going to say

their lives were so terrible and that | osing
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their gall bladder with the antibiotics was well
worth it. So | would say with adults that
certainly is something I respect.
ATTORNEY GENERAL BLUVENTHAL: But
with children --
DR FEDER: It's different.
ATTORNEY GENERAL BLUVENTHAL
Adults are in the position often of being -- they
are guardi ans, they have | egal responsibilities,
why not put, again, that decision in the hands of
whoever is the caretaker, the | egal guardian, the
fiduciary, however you want to characterize it?
DR. FEDER. | would say that's
fair. That's between their doctor and the
famly, and it's just ny own bias that to ne,
that the risk outweighs the benefit.

ATTORNEY GENERAL BLUMENTHAL
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You' ve been very frank and candid, and | think
your suggestion is that naybe it should be the
patient and the physician, the treating
physi ci an, as long as that physician has all of
t he acceptabl e professional credentials and

training and so forth to make that decision.
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DR. FEDER  Yes.

ATTORNEY GENERAL BLUMENTHAL: And
I"minterested in -- not to prolong nmy own
guestions, but your reference to insurance
conpani es sonetinmes not permtting you to do what
you think is the right thing to do, is that true
in Lynme di sease treatnent?

DR. FEDER: It gets interesting.
| have very little experience treating Lyne
disease |.V., but | do pediatric infectious
di sease, and | also do primary care. But | do
sone very unusual things in pediatric infectious
di sease, so if you feel it's something that's
very unusual and you have a special way you want
to doit, and they look at their policies, it's
not part of it.

| have a child, for exanple, that
had neningitis a fewtines, it's not Lyne

di sease, but was due to a defect in his skull.
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And there was soneone in Boston that's fanous and
that could fix it, and to try to get that person
from Connecticut to Boston for a very conplicated
surgery was junping through a | ot of hoops, but

it was well worth it to junp through those
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hoops.

ATTORNEY GENERAL BLUMENTHAL: And
sonetinmes junping through that hoops -- those
hoops, if the physician isn't sufficiently
persistent or the patient isn't persevering
enough, it becones inpossible.

DR. FEDER: It's always possible,
but it's difficult, I knowthat. |It's difficult,
yes.

ATTORNEY GENERAL BLUVENTHAL
Well, | can tell you that ny office deals with a
| ot of cases where it takes a | ot of persistence
and perseverance, sonetines it's a matter of life
and deat h.

DR. FEDER  Yes.

ATTORNEY GENERAL BLUMENTHAL: And
| think once again, to conme back to sonething
that was said earlier by one of the
representatives of the insurance conpanies, and |

don't know whet her you were here, but he said
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that sonetines they do reverse thensel ves, but
not always. And so it takes soneone with your

cal i ber of persistence, perhaps, to have that
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done.

DR. FEDER  Yes.

ATTORNEY GENERAL BLUVENTHAL
Represent ati ve Powers.

REPRESENTATI VE PONERS: You bot h
represent research institutes and you've
referenced a '93 article and a '94 article. \What
are research institutes in Connecticut doing in
terms of advancing the know edge? There's
clearly a difference of opinion on how | ong and
for whom and under what circunstances different
t herapi es are recormmended. Are there any kind of
studi es going on, conparative studies, in other
states, anything like that?

ATTORNEY GENERAL BLUVENTHAL
Dr. Schoen?

DR. SCHOEN: Sure. Two things;
one, 1993 was when we thought about getting
started on this paper. It was actually published
in 1998, so the information |I've given you, at
least in ternms of publication, is up-to-date.

| think that to answer your
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specific question, there is currently an

NI H f unded study to eval uate whet her additi onal
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antibiotic therapy in patients with well
docunent ed Lyne di sease history and persi stent
synptons, whether antibiotic therapies are a
benefit. So there's such a study being
undertaken that was funded by the NIH and there
are several cooperating centers, and we are
participating in that study.

REPRESENTATI VE PONERS: Who el se
isinit?

DR. SCHOEN. One group is at New
York Medical College, and another group is up in
Tufts Medical Center.

REPRESENTATI VE PONERS: So ki nd of
New Yor k, New Jersey, Connecticut?

DR. SCHOEN: Well --

REPRESENTATI VE PONERS:  No,
Massachusetts.

DR. SCHOEN: So --

REPRESENTATI VE POAERS: That's
it?

DR. SCHOEN. That's a mmjor study
| ooking at this particular thing. | can't speak

to anything else that |I'm personally invol ved
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in. | don't know --

REPRESENTATI VE PONERS: Well, sone
ot her things, just as a non, you know, healthcare
person, there's |lots of concerns about the
tests. There's lots of concerns about the
vacci nes, whether the vaccine is worth doing or
not worth doing. W' ve had two different
opi nions from UConn today on the vacci ne.

|s there any other stuff going on
wi th those particular issues which you think
m ght hel p resol ve sone of these questions?

DR. FEDER: You said there were
two different opinions on the vaccine? Wat was
that? The two are what?

REPRESENTATI VE PONERS: Well, we
had soneone earlier from UConn who said they did
not think the vaccine was -- [background | oud
noi se] --

DR, FEDER: From UConn? WAs
what ? Not --

REPRESENTATI VE PONERS: WAs not
wor t hwhi | e.

DR FEDER: | nean it was a study
that was done with the hosted 11, 000 peopl e, and

there was no toxicity, and the instances of Lyne
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di sease after three shots went down 80 percent.
That's not perfect, and the nice thing about the
nmeasl es vacci ne, because | heard that nmentioned

REPRESENTATI VE PONERS: That was
my question.

DR. FEDER: -- neasles is al nost
gone. | deal with neasles, but | haven't dealt
with that in five years. Polio is gone. There
are several things with vaccines that are great.
But the Lynme that decreased the problem 80
percent, then, to nme is a choice between the
patient, physician, to see if it's worth it.

| think some people living in
areas where there's tick bite risk constantly
when they go out and there's a lot of Lyne
di sease, this nakes them happy. But we know the
nunbers; in other words | can say if you get the
vaccine, that your risk is decreased by a certain
amount. | think that's science. It's not
perfect, and we admt that. But | don't know how
one can be against the vaccine or for the vaccine
except to say that if you get the vaccine it wll
decrease your risk 80 percent, and we don't know

about boosters. W don't know about |ong-term
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side effects, and that's one thing that | can see
is a concern, because it's only been a few years
that it's been foll owed.

But, you know, there's data that's
reproducible. And I think that's sonetines what
we discuss, is things to say; this is the odds,
but life is not perfect, and the tests are pretty
good but not perfect, and there's an art of
medi ci ne and a contract between doctors and
patients that each case is unique.

And that's why | can't say things
about sone other patients that | have -- that |
haven't dealt with, |ike when soneone yelled from
t he audi ence and said | have chronic Lyne disease
that was part of the vaccine study.

You know, |ife for each person is
different, and | just try to give you an overal
perspective that many of the nysteries of Lynme
di sease have been sol ved, but there's no
question, it's a problem and we're doi ng our
best now working with new probl ens.

REPRESENTATI VE POVERS: |
appreci ate those thoughts. | was just asking if
our two | eading research institutes in

Connecticut are doing anything with these ot her
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guesti ons.

DR. FEDER: In this policy,
vacci ne surveillance, neaning patients who have
gotten vaccine, were being followed very
carefully for many years, and | was part of that
vacci ne study.

REPRESENTATI VE PONERS: (Ckay,

t hank you.

ATTORNEY GENERAL BLUMENTHAL:  Just
one | ast question. On the diagnostic test in
particul ar, the brain SPECT scan that was
mentioned earlier by Dr. Katz, do you have an

opinion as to the advisability of using that

test?

DR. SCHOEN: | think that, you
know, my own inpression is that the -- that first
of all, that test carries virtually no risk, so

by nmy strategy, | have no objection to SPECT scan
testing. M belief is that it's not been
denonstrated that that test diagnoses Lyne
di sease.

The sanme thing can be said for

neuropsychiatric testing, its SPECT scan, as |
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understand it, |ooks at short-term changes in

brain nmetabolism the blood flow through the
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brain, as Dr. Katz descri bed.

Neur opsychiatric testing, to the
extent it's possible, allows us to | ook inside
the brain and determ ne whether there are
patterns of defects in cognitive function which
is maybe hard to get at otherwise. In nmy opinion
that's very useful, helpful information in
understanding a patient's overall gl obal
functioning, but I don't think that that testing
has been shown to support or refute the diagnosis
of a specific infectious disease. So | would
di sagree with the idea that you can use a SPECT
scan to di agnose Lyne di sease.

| would be synpathetic if a
Connecti cut physician wanted to obtain a SPECT
scan for one of their patients, since | don't
see, conpared to the prolonged antibiotic
therapy, that there is any risk there.

| just want to follow up,

M. Blunmenthal, in a cooment that you made. |
certainly have very synpathetic to your interest

in maki ng sure that wherever possible the
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rel ati onshi p between the physician, the patient
i's not intruded upon.

| sinply want to nake the point that if

261

you | ook at what's actually happening today, | do
believe that there is a danger in overdi agnosis
and overtreatnent, and I do think that, for
exanple, the article that appeared in The New
York Tinmes, is obviously an extrene, but also in
my practice | see situations in which lots of
Lynme di sease treatnents given both orally

i ntravenously and you nay di sagree, that's just
my opinion, whether the patient actually has Lyne
di sease.

ATTORNEY GENERAL BLUVENTHAL: But
| al so understand that you're not here
necessarily to advocate that your --

DR SCHOEN:  No.

ATTORNEY GENERAL BLUMENTHAL: - -
opi ni on be adopted as the policy of the State of
Connecti cut .

DR. SCHOEN: |'m here because you

asked ne to cone.
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(Laughter.)

ATTORNEY GENERAL BLUVMENTHAL: And
we appreciate it, but | don't understand your

bei ng here to advocate that your view, which may
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be a sonewhat nore conservative one on the issue
of treatnent, and | don't nmean to use that word
in any way prejoratively but conservative versus
what ever we want to characterize the other point
of view, and | guess part of the reason we're
here today is to determne really whether it
shoul dn't be the treating physician and the
pati ent who make these decisions rather than the
government, which | don't think anyone wants, or
t he i nsurance conpani es, which now they do very
comonly and using -- using criteria, the CDC
gui delines that both of you as well as the CDC
have said should not be used for clinical
di agnosi s.

| don't nmean to put you in the
position of answering a rhetorical question so..

Anybody el se have any questions?
You both have been very understandi ng and pati ent

and again, ny apologies to you, as to everyone,
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for our del ays here.
We're going to go to the public.

Wiy don't we take a 10-m nute break. W' Il start

at 4:00.
(Recess.)
263
(Tape turned on.)
ATTORNEY GENERAL BLUVENTHAL
for exanple, | know | have to | eave approachi ng

6: 00 because of a |legislative group that | have
to appear before, and the representatives as
well, so with the help of the Assistant Attorney
General and whatever, this is all recorded, we
per haps can get underway. And |I'm going to have
to ask, is there a sign-up sheet that we have
that -- let nme ask you a question.

Wthout the benefit of that, is
there soneone -- here it is. And at ny age,
ei ther have to put glasses on or | have to hold
it way out, but Peter MFadden is the first

person, and | just ask that if people, you know,
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could cone and nmake a statenent as clear and as,
you know, take the necessary tine but to the
point that it be concise, because we do have
quite a list of people that want to talk. So if
Peter coul d...

| just share with you that this is
the list, and we have a |lot of people so we're

going to try to nove as quick as we can. Peter?
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Sit here wwth the mke. If you would just
identify yourself and your honetown woul d be
appr eci at ed.

MR. MCFADDEN. Can everybody hear

me?

ATTORNEY GENERAL BLUVENTHAL
Yes.

MR. MCFADDEN: My nane is Peter
McFadden, I'mfrom Huntsville, Al abama. |'mfromn

Connecticut originally, and I'ma chronic Lyne
di sease patient.

ATTORNEY GENERAL BLUVENTHAL
Wel cone back to Connecticut.

MR. MCFADDEN:. Thank you.

And |'ve got sone science that |

want to present, and |I'mgoing to nove as fast as
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| can and be as brief as possible.

COWM SSI ONER REI DER: Do you have
an idea of howlong this wll take?

MR. MCFADDEN. Well, that depends
on how nuch detail people want ne to go into.

COWM SSI ONER REIDER: | woul d ask
if you have sonet hing you can present to us and
you can keep it in this case to five mnutes we

will appreciate it.
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MR. MCFADDEN. The first page is

just alittle -- I'"'mnot going to go over it at
all. 1t's alittle background on ne and sone of
my struggles. | just wanted to say that we heard

sone stuff about there's no proof that long-term
anti biotics work and whatnot, and | was severely
affected by Lyne disease. | didn't participate
in a recreational activity for five years before
| was di agnosed.

For the first six nonths of that,
| never left ny apartnment except for three
doctors' appointnents and |'ve had to work at
home for two years. And before antibiotics,

di d not have enough strength even to go |ike
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that. ..

(Tape ended, then new tape.)

MR. MCFADDEN: ... that it's the
pl acebo effect or anything |like that. But |'ve
gone off antibiotics four tinmes and each tine was
a disaster, and the last tinme | m ssed six weeks
of work, and | think long-termantibiotics are
hel ping nme. And |I'msurprised there is so nmuch
controversy.

|"mgoing to page 2 right now --
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|"m surprised there is so nuch controversy about
whet her | ong-termtreatnent hel ps, because the
only thing that's rare are attenpts to isolate
the spirochete after treatnent. For the nunber
of tinmes that that's attenpted there are a | ot of
cases of the spirochete being isolated from al
sorts of human tissues and fluids |listed at the
top left of page 2, and points 1 and 2 provide a
mechani sm by which the spirochete is able to
evade anti bioti cs.

There are conpani on studi es that
Dr. Kliner [phonetic] Is an author on both of

these. The first study shows that the Lyne
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di sease spirochete can invade fibroblasts, which
are connective tissue cells. These cells are
porterly [phonetic] vascul arized in the i mmune
system and anti biotics cannot get in there well.

And the second study proves that.
The second study shows that fibroblasts protect
the Lynme di sease spirochete from Rocephin, so
there really shouldn't be a lot of surprise that
there are people that don't get better with four
weeks of therapy, because the spirochete is able
to get in places where the antibiotics can't.

Points 3, 4, 5, and 6 are all
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cases of the spirochete being isolated after
| ong-term some of them many courses of therapy.
Case 4 is a fatal case of Lyne
di sease, and this person received four weeks of
i ntravenous Rocephin succeeded by six weeks of
oral antibiotics, and this poor man died in the
hospital while doctors were trying to save his
life. And at autopsy, he had spirochetes in his
br ai n.
Page 7 is a very inportant study.

There's just been so little work to see why these
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patients have continuing synptons, and this group
that did the study 7 on page 2, when they treated
dogs infected by tick bite right away, they got
better. And they didn't have the spirochete in
their body, but when they waited 60 days before
treating, none of the dogs got rid of the
spirochete. They all remained infected.

Now, the antibiotics reduced the
di sease, because they had had six untreated
controls and those dogs all had full-bl own
arthritis. No, excuse ne, four out of six of
them had full-blown arthritis, and that's about
the proportion we have seen in humans.

O the treated dogs, one had
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continuing arthritis, and if these dogs were
humans and they were | ooked at by Yale, that one
dog, they would say okay, that has continuing
Lynme di sease, the rest of the cases post-Lyne
syndrone, even though they remain infected with
the spirochete. And that was shown with PCR and
culture testing.

Going to page 3, there are a | ot
of problems with the blood testing, and we heard

Dr. Eisenberg say that if you have a negative
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western blot, the chances that you have Lyne
di sease are very small, but that just doesn't
square with the evidence.

Study 1 is the best study of the
performance of lab in Lyne di sease testing,
performance of 45 participating |aboratories. 55
percent of themcould not identify a person --

t hey knew this person had Lyne di sease, they knew
this person was seropositive, they sent thema
sanple. The lab reported it as negative and they
al so -- the authors state that there was a
striking inability of many | aboratories to
reproduce their results and split sanples from
the sane individuals. That neans draw a tube of

bl ood, split it into both -- two sanples, send
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themmarked as if they are fromtwo separate
patients, the lab reports one is positive, one is
negati ve.

The reasons for these probl ens
really aren't well understood, but there are so
many cases where the spirochete is isolated from
peopl e who have negative bl ood tests.

17 patients in nunber 2, although
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these patients had clinically active disease,
none of them had di agnostic | evels of antibodies
on either an ELISA test or a western blot, and by
the rationale we heard earlier fromDr. Schoen
and Dr. Eisenberg, these patients would be

desi gnated as not having Lyne di sease yet they
do.

Case 3 are three children that had
the spirochete isolated fromspinal fluid. None
of them had positive blood test or antibodies in
their serum

And study 4 was a case of 14
patients with the spirochete isolated from
vari ous body tissues or blood. Exactly half of
t hem had negative bl ood tests.

Now, study 5 is very inportant.

It provides an answer as to why this is
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happeni ng. Mny of the patients who have Lyne

di sease yet test negative had sone kind of very
m nimal antibiotic therapy early in the illness,
as did I. For the antibody response to devel op,
the antigen, the Lyne di sease spirochete proteins
have to be present, otherwi se the T cel

maturation will not occur, the T cells stipulate
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the B cells to nake the anti bodies, and the T
cells require the continued presence of antigen.
And if the antigen is renoved by antibiotic
t her apy, which does not cure the illness, the
person will be seronegative. They continue to
have the di sease and the condition is pernmanent.
There is a wi ndow there when the
antigen nust be present, and if it's not, the
person will be seronegative even though they
continue to have the disease.
COW SSI ONER REI DER
M . MFadden, we appreciate your input and you
are about 10 mnutes -- comng from Al abama, we
wanted to recogni ze that, but just so that --
MR. MCFADDEN: Can | just speak
about page 3 for a one-m nute?
COW SSI ONER REI DER: What | was

going to say, we have about 40 people, and why
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don't -- yes, that's what | was going to suggest,
why don't you try to concl ude.

MR. MCFADDEN. All right. Al
right. 1'mgoing to hurry it up. | wanted to

give you a sense of what's happening in the
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trenches out there, whether these patients are
being treated or not and what's goi ng on.

At the upper left of page 3, we
have a copy of a bill for an insurance conpany
consultation. |1've taken the identifying
i nformati on, the insurance conpany out because
that's not really inmportant, but $350 an hour,
there may be a financial notivation for the
i nsurance conpany consultants to accommodate the
financial w shes of the insurance conpany.

Now, this patient had a round rash
the size of a dinner plate, two positive PCR
tests for Lyne disease, a witten diagnosis of
Lynme di sease fromthree physicians, yet the
i nsurance conpany consultant at the left of this
page wote, "I definitely do not think this
patient has Lyne di sease even though he has
publ i shed that the presence of an erythenma
m grans rash is diagnostic for Lyme di sease, and

di agnosti c neans al one sufficient for
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di agnosi s. "
In the letter witten for the
i nsurance conpany, the physician said that in his

opi nion, PCR testing cannot be used
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di agnostically, but the physician has published
that PCR increases confidence in the diagnhosis of
Lynme di sease, and has ot her papers, the nost
recent one, the vaccine study where they are
using PCRs as an integral part of assessing the

t herapeutic nature of the vaccine. They are
using that study but insurance conpany
consultations, they won't allow it.

The bottom of this page is about a
pati ent who wanted to be in a vaccine trial but
she had a positive blood test, she was told you
probably have Lyne di sease and we're not taking
anybody with Lyne disease in this vaccine trial.
She had problens with her knees and arthral gi as
and whatnot. She got a diagnosis of Lyne
di sease, was treated with oral antibiotics, she
got better, she rel apsed afterwards, her doctor
put her on I.V., and her doctor sent her to the
physi ci an at the upper left here, who does
consul ting.

He said that the titer was
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probably a fal se positive and he said |

definitely don't think this patient has Lyne
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di sease, and he said | have repeated this

serol ogy today. Since | do not think she has
Lynme di sease, | anticipate this testing will be
negative in our |aboratory. The test was
borderline positive with four bands on western
blot. In sone |aboratories, that's fully
positive. Yale sets their standard very high,
that's borderline positive.

But as we have seen, antibiotic
therapy | owers the anti body response and | owers
the response to the bl ood test and four bands and
western blot is a pretty strong response for the
anount of antibiotics that she was on. Yet the
i nsurance conpany used this physician's letter to
retroactively deny paynment or retroactively deny
rei mbursenment for the antibiotics already
adm nistered, and it's not consistent wth what
thi s physician has published in this peer review
l[iterature

Do you want ne to continue or do
you want nme to --

COW SSIONER REIDER: | think in

fairness, we better nove al ong because we do have
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about 40 people, even at several m nutes each,
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and it's inportant that the main point -- but we
do appreciate your com ng and for your input and
the fact you' ve left a docunent that can be
understood and it becones part of the record.
Thank you so very nuch.

MR. MCFADDEN. Thank you for
letting nme speak.

COWM SSI ONER REI DER: You are

quite wel cone.

(d appi ng.)

ATTORNEY GENERAL BLUMENTHAL:  Next
is Dr. Steven Phillips, is he still with us?
Yes.

DR, PH LLIPS: | just want to nake
a very short rebut to Dr. Schoen's and

Dr. Feder's coments.

(d appi ng.)

DR. PHI LLIPS: Anyway, Dr. Schoen
has nmade sone very broad and sweeping and

unsubstantiated comments. | nean, he's basically
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agreed with the fact that CDC surveillance case
criteria should not be used as clinical

di agnosis, but if you read his articles, that's
what he uses. So what he said here today is in
direct conflict with what he's published.

Nunmber two, Dr. Feder has tal ked
about that -- well, first of all he referenced a
New York Tines article, it was hardly a
scientific reference.

Al so, the CDC study that he
referred to about the gall bl adder problens in the
children Pat Smith, who is president of the New
Jersey Lyne Di sease Associ ation can give you
better information on this, but essentially CDC
di d not have perm ssion to get those records, and
they were hospital records taken w thout the
benefit of office records, so they nmade their
criteria of whether the patients had Lyne or not
based on hospital records.

And very often when one is
admtted to the hospital, you know, the doctor
doesn't go get their prior Lynme serol ogy and put
it into the hospital record. So they did not do
any followup on that, and they didn't get the

of fice records.
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Nunmber two --

COWM SSI ONER REI DER: Doctor, just
Il et nme ask a question, and again just in fairness
to all the people here, howlong will you be?

DR. PHI LLIPS: Five m nutes.

COW SSI ONER REI DER: Let ne say
you' ve been several mnutes already, and |'m
trying to be responsive because we do have peopl e
anxiously waiting. You had the opportunity to
submt witten testinmony and foll ow up which we
fully woul d expect would conme, so with every
courtesy, and because you've been npbst gracious,
we want to respond, but if you could wap it up
very, very quickly.

DR PHI LLIPS: GCkay. Oher kids
in that |oss of gallbladders apparently had
famly histories of very early onset gall bl adder
di sease, and CDC failed to nention that.

Al so, Feder published a study
where they did 16-nmonth foll ow up of children
treated for Lyme, and | forget the exact
percentage, but around -- but around 25 percent
had recurrent or new synptons. And he had stated
here he has never seen chronic Lyne di sease, but

again -- that's all.
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COW SSI ONER REI DER: Wl |, thank

you very nuch.

(d appi ng.)

ATTORNEY GENERAL BLUMENTHAL
Dr. Phillips and anyone el se who has testified
before, if you want to submt sonething
additional in witing, we invite you to do so.
Anybody who has comrents based on what's been
said after you had testified, we'd like you to
submt those comments.

Next, Richard Mourey.

MR. MOUREY: H . |'mRchard
Mourey. | live in East Hartford. For the
bal ance of this session, you can also find ne in
the bill room | have four mnutes here, which
|"mgoing to cut in half.

First of all, as a longtinme active
Republican I'd i ke to thank you for this. I'm
going to tal k about ny daughter's experience with
Lynme di sease, but | want to bring a couple of
t hings up here that have cone to ne as the day

went on.
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First of all, the overdi agnosi s,
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overtreatnent, overbearing crowd that we have
here are causing three things to happen; nunber
one, a nunber of these people who have ascri bed
to that theory are bringing charges agai nst
doctors who treat Lyne disease. A nunber of

t hose doctors have lost their |icenses, and for
the Attorney CGeneral, there was a case in

M chi gan where a doctor lost his |license and
appealed. [|I'mnot sure of the result of that,
but I do have an am cus [phonetic] brief that |
can supply to you, it's quite telling.

Secondly, the insurance conpanies
are using this attitude as an excuse to refuse to
pay for advanced problens with Lyne di sease.

Third, there are a | arge nunber of
practicing physicians who are using this position
to refuse to treat anybody under any
circunstances. M/ daughter's case is really a
case in point.

She is a 34-year-old attorney now,
and | adies, keep that age in m nd. She graduated

from UConn dean's list, graduated New York Law
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wi th honors, wi nner of the noot court
conpetition, a dozen academ c awards. She was

publ i shed while still in school. A former
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gymmast, she was very athletic. Today it's very
difficult for her to take a | ong wal k.

She was bitten al nost two years
ago. Her first doctor's visit, a physician's
assistant saw her first and told her, based on a
conversation with no tests, that she had M5 or
Lupus. On her second visit, she saw the doctor
and the doctor told her that wonen in their early
thirties who do not have a husband suffer from
anxi ety and exhibit a nunber of false synptons
and advi sed her to take a vacati on.

The second doctor she saw was
confrontational. She gave hima copy of
Dr. Joseph Burrascano's fine paper on Lyne
di sease and its treatnent. And if anybody wants
to know where to get that, you can find it on the
Lyne.net. This doctor literally threwit in her
face and demanded why she thought she had Lyne.
She had 30 of the 38 synptons listed in Dr.
Burrascano's paper.

Her next doctor, a wonman,



22
23
24

25

N

o o A~ W

10
11
12
13
14
15
16
17
18
19

identified Lyme di sease fromthe synptons Lynn
described to her, and ny daughter was ecstatic.
Finally she thought she had a doctor who woul d

beli eve her and woul d treat. Not so. This
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doctor was so afraid of being brought up on
charges that she would not treat ny daughter

Through a bit of heavy research
and a stroke of luck we finally did find a doctor
who woul d di agnose clinically and treat. She is
now on |.V. antibiotics. Wen she started this,
she had the 30 synptons, ranged from extrene
head, spine pain, bone and nmuscl e pain, nenory
| oss, disorientation, dizziness, vertigo, and a
range of cognitive problens.

Today, all those are gone, the
only thing that's left through this treatnent is
she still has severe head and spine pain.

Now, there is one ray of hope here
inthis newtest that the FDA has conme up with
and | certainly hope it's as good as the news
reports say, because | think this is going to
revol utionize treatnment of this disease.

The i nsurance community, | would
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recommend very strongly, that they pressure the
medi cal community to treat people who have sone
Lynme synptons early with a nonth's worth of
antibiotics, will probably save a great deal of
money, a lot of pain, and nuch | ost work tine.

The country now -- by the way,
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there are two bills in Congress, one is sponsored
by Senator Dodd, another one by Congressnen

Mal one, G edenson, and Shays, which provide for

| ong-terminvestigation of Lyne disease. And
very interestingly, the education of the nedical
communi ty about Lyne di sease.

We desperately need strong action
to bring about early aggressive treatnment to stop
the kind of suffering ny daughter and others in
this room have experienced and a strong
educational programis definitely needed to teach
t hese naysayers that this is really a disease
that they need to pay attention to. Thank you

very nmnuch.

(d appi ng.)

COW SSI ONER REI DER: Thank you
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very nmuch. Thank you, M. Murey. Serina
Ber enson.

M5. BERENSON: 1'Il try to read
this quickly. M nane is Serina Berenson, and |
live in New Canaan, Connecticut. |'ma patient
who has been through the death of a child, the

chronic debilitation of a child that | have from
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Lynme di sease, and |'m personally disabled and
inpaired by this crippling disease.

Initially I was told by several
prom nent physicians that | did not have Lyne,
and that | was stressed out, and ny conplaints
were psychosomatic. | was finally diagnosed in
Sept enber 1995, after seeing approximately 30
doctors and specialists in many fields, including
i nfectious di sease, rheunatol ogy, neurol ogy,
endocri nol ogy, psychiatry, et cetera, et cetera.

After two weeks of diagnostic
testing at the Mayo Cinic in Rochester,

M nnesota, in which they said that the final
di agnosi s was nenory decline and fibronyal gia, |
returned to Connecticut and had nore extensive

serologic testing for Lynme. The results were
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negative fromYale and finally positive from
t hree ot her independent |aboratories, including
Stony Brook, | GENEX and BBI

From 1995 to '97 | was bedridden
with fevers, severe pain all over, mnuscle
weakness and cognitive confusion. Fromrunning a
successful interior design business with graduate
degrees, | was unable to dress or feed nyself or

identify the names of nmy children. At |east |
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was one of the, quote, |ucky ones who tested
positive on the ELI SAs, western blot, urine, and
anti gen, SPECT scans, FMs and neuropsych
consistent wwth |ate stage, chronic Lyne.

At the tinme, Oxford cooperated
with intravenous treatnment of Rocephin, which
changed to Doxycycline over the next year.
Slowy |I began to regain functioning, although
was far fromny preillness state. As | sought
out Lynme-literate doctors and pursued aggressive
antibiotic treatnment, Oxford, to whom we were
payi ng prem unms of $900 a nonth for our famly
i nsurance, deni ed ongoi ng treatnent.

By justifying, quote, appropriate

treat nent had been achi eved. My famly, ny
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doctors, and | was appalled that a nedical
director such as Dr. Eisenberg, with no know edge
of ny illness directly, never had net ne or taken
the time to speak to all the physicians invol ved
in my treatment was pronouncing a cure to a
di sease that had just begun to respond to
antibiotic treatnent.

It was at that juncture in '96
t hat we began the arduous, stressful, and

burdensone task of appealing to Oxford for
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coverage of further treatnent and went back and
forth with denials and appeals that only
termnated in Decenber with our term nation of
Oxf or d.

We have had to pay out-of - pocket
since 1996 for intravenous treatnent al nost a
quarter of a mllion dollars. W are now
pursui ng | egal nmeasures to get reinbursenent.

In addition to m cronic persistent
infection with Lynme, our 15-year old son becane
i1l in '94 froma tick bite with a bullseye rash
and was treated with the standard four-week

protocol of antibiotics. Although he had several
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central nervous system synptons, he did attend
school wuntil '"97 and '98, his 9th grade year,
whi ch was | ast year, when he began exhibiting
severe neurol ogi cal synptons, fatigue,
arthral gi as, psychotic episodes.

This has been a very bright
student, in all honors classes with straight A s,
energetic, confident, and active. At this stage,
he becane | ethargic, reclusive, severely
conprom sed, and he had severe cognitive
conf usi on.

Qur son, who took great pride in
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his A average could not follow the directions on
a Canpbell soup can to make his lunch. His
regul ar pediatrician, despite positive bl ood
wor k, continued to deny active Lyne di sease.
Wth nmounting frustration and a child who was
homebound and not attending 9th grade, we were
fortunate enough to find Dr. Charles Ray Jones,
who bel i eved our diagnosis, corroborated it
clinically and serologically and recommended |.V.
antibiotic treatnent for Adam

Al t hough he m ssed the entire year

of his first high school experience, wthout
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Dr. Jones' reginmen of daily I.V.s at honme with
home care, he would not now be an honor student
once again in his sophonore year.

During his year at honme, Adam was
al so hospitalized at Yal e-New Haven children's
i npatient psych unit. He was experiencing
psychoti c epi sodes, depression, and anxiety, and
he was there for an eval uation.

During his week inpatient stay on
the unit, we and his doctors requested continued
treatment with his I.V.s, as he had a centra
line portacath. At first the Yale staff were not

pl eased with the idea, but reluctantly agreed.
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However, when our son was di scharged, their
concl usi on was not Lyne di sease at the present
time. But they could not determ ne any other
di agnosi s.

One of the reputable Yale
physi ci ans proposed that perhaps ny teenage son
was, quote, overidentifying with ny illness. Wy
woul d a previously healthy achi evenent-oriented
student want to do that?

Looki ng back as that nightmare
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cane to a close with his remssion -- | amr
cautious to say cure -- how can any Oxford

medi cal director such as Dr. Eisenberg, who
repeatedly denied treatnment for this child, now
| ook at himback in school, functioning, and say
treat ment was not necessary?

In total related costs our famly
has spent a quarter of a mllion dollars and
continues to private pay for nmy treatnent. W
now are preparing appeals to our new i nsurance
conpany, who al so has randomy decided to deny
further treatnent.

In summary, my hope from sharing
my story with you today is that another voice is

heard, which in turn will convince |egislators
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and HMOs to put treatnent protocol and duration
of treatnent in the hands of the treating Lynme

physi cian and the patient, where it ought to be.

(d apping.)

ATTORNEY GENERAL BLUMENTHAL
Thank you, Ms. Berenson.

Judi Bassett?
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Anyone, by the way, who has |eft
or who has to | eave before we reach you, you are

wel come, as |'ve said before, to submt comments

in witing.

Pet er DePaol a?

MR. DEPACLA: Thank you. My nane
is Peter DePaola. | live in Coventry but | work

in Mddl etown, Connecticut. M son had Lyne
di sease, and that's the story unto itself, but
he's one of the lucky ones. After a |ot of
persuadi ng and cajoling, we were able to get hinm
the services he needed to basically make hinm
di sease-free.

The reason |'mhere today is to
talk about it with a little bit different

di mrension fromthe conversations you' ve had fron
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patients and from physicians. You see, |
represent a conpany called Chartwell Southern New
England. We are a honme |.V. provider.

Many of the folks behind nme are
patients. It's our pharmacy that prepares the
conpound Rocephin. [It's our nurses that go into

t he hone and take care of these patients. Last
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year we took care of about 260 Lyne di sease
patients. About 5 percent of these patients,
about 11, 12 or so, are chronic Lyne patients,
and that's where we get into a real dilenm,
because their physicians call up and they say
t hey need an extension of services, and the
standard regi nen i s about four weeks.

So when we go into that six-week,
ei ght -week, 12-week therapy regi nen, we pretty
much know it's going to be denied by the managed
care conpany, so we go into appeals but we don't
stop servicing our patients, so we end up
incurring a |l ot of expenses.

Now, the patients, they have
signed financial waivers, they know that they are
financially responsible, but in the end what
happens is that debt accunul ates and we end up

getting stuck in the mddle, because our job is
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to respond to the physician's requests for
services, and that's what we do.

So we're there 24 hours a day,
seven days a week, we provide the services. W
i ncur the costs of that, and as you know,

heal thcare is expensive today. Profit margins in
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this industry are pretty narrow as they are. So
what happens is we have a handful of patients
that have a | ot of expenses. To date we have
over $97,000 worth of unpaid bills that we have
to carry, and it's not fair to us as a conpany,
home heal thcare as an industry, and it's not fair
to the patients.

So | guess I'mhere to ask for a
couple of things. Yeah, we'd |like to see sone
i nproved treatnent guidelines so we are all on
t he sanme page, because paynent terns vary from
payer to payer. |'mnot going to fault any one
person or any one conpany, because they all have
to operate as best as they see fit, but 1'd also
like to ask that there be an expeditious appeal
process. That's one area that really slows us
down. If it takes three, four, five weeks to get
an appeal through the organization, we've been

provi di ng those services, and we're working with
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the famlies and with the physician's office to
get that appeal reviewed.
So if there was a way to speed

t hat process up, we could communicate that back
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to the patients in a nuch nore tinmely manner.
That woul d hel p us understand where we are in the
process, and | think it would help the famlies
understand what their financial responsibilities
are as well.

"Il leave it at that since you
have a | ot of other folks. Thank you very nuch.

COW SSI ONER REI DER: Thank you.

(d appi ng.)

ATTORNEY GENERAL BLUMENTHAL: We
appreci ate your spending the time with us and
bei ng so patient and waiting, thank you.

Bonni e Fri edman.

M5. FRI EDVAN: Bonni e Fri edman,

Trunbul |, Connecti cut.

First of all, I"mgrateful for the
opportunity to speak before you today. |1've had
Lynme di sease for 24 years. In 1991, | was

hospitalized. The doctors told nme that they
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ruled out Lyne with what they called the
state-of -the-art test called the western bl ot.

returned home after two weeks in the hospital
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with no di agnosis.

However, four years |ater ny
western bl ot becane positive.

When ny daughter becane extrenely
i1l in 1994, we proceeded on the sane odyssey for
a diagnosis for her, and her synptons were
strikingly simlar. Initially ny daughter's
pedi atrician thought she may have Lyne and
treated her for two weeks wth the antibiotics.
When she began to get even sicker, the doctor
insisted that it nust be sonething el se, because
according to Yale's Lyne protocol, she was over
Lynme. She had been treat ed.

| trusted this physician and spent
the following nonths waiting for Margot to get
better. But her health deteriorated even nore.
In the nonths that followed, | searched, read,
and tal ked to peopl e about what was happening to
her. The nane of a physician who had treated a
| ot of Lynme patients kept coming up. | was very
cautious and wary because | had heard that there

were some physicians who were known for
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overtreating their Lyne patients with too many
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antibiotics. | was fearful because ny daughter
was only 18.

| thought, what woul d happen to
her in the future if her body got punped with al
these antibiotics? Wat a responsibility | had
before ne. Should | submt to this aggressive
treatnent or should I watch her fade away? | saw
her curled up in the fetal position in the
dar kness and solitude of her room She could not
go anywhere or do anyt hing.

Because of the brightness of day
to her eyes and the overwhel m ng exhaustion, she
felt prevented her from continuing her studies at
college. There would be no life for Margot
unl ess sonet hi ng was done to hel p her.

Wth great trepidation, we
approached the Lyne physician's office. | wasn't
sure | was prepared for what he would tell us.

We spent the next hour and a half with the
physi ci an. He was encouragi ng, and God, we
really needed hope. He suggested that Margot may
in fact need to be treated nore aggressively than
before. He urged her to try sone oral

antibiotics and see if she would respond.
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Unfortunately there was very
little response, and she continued to be
i ncapaci t at ed.

It was then the doctor ordered
three nonths of intravenous Rocephin. W agreed
we should go ahead with this plan. At the tine
my i nsurance coverage was through Bridgeport
Hospital. Because it was an enpl oyee-owned pl an,
it fell into the ERI SA guidelines. This neans
that it was governed by the federal regulations
rather than the State regul ations, but the plan
was adm ni stered by Medspan, a Hartford-based
I nsurance conpany.

| could not get Medspan to conmt
to approving Margot's treatnent, and after weeks
went by they finally agreed to covering 28 days.
As the 28 days were ending, it was very apparent
that there had not been rmuch inprovenent in
Margot's health status. M husband and | agreed
that we had to find a way to conti nue her
treatment. We were able to hire an I.V. nurse to
wor k i ndependently, she will come weekly to
change dressings, and the pharmacy at the
hospi tal hel ped by orderi ng Rocephin and selling

it tous at their cost. So every 10 days | would
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wite a check for $600 for Rocephin.

The next three nonths cost
$17,000. Repeated attenpts to justify the need
for continued coverage through our insurance was
futile. Medspan refused. After four nonths of
Rocephi n, Margot's condition was sonewhat
i nproved. She was now enrolled as a full-tinme
student at Fairfield University.

By spring, however, we could see
the ever present signs of her illness becom ng
worse. She was unable to sl eep because of her
tremendous neck pain. Her joint pain caused her
to linmp. Her nmuscles were wasting. She was
living in a world of brain fog and cognitive
dysfunction. She had anxiety and depression.
She told me she felt like life was passing her by
and she had dreans of becom ng a school counsel or
and she wondered in fact if she would ever
continue college. She was m ssing the best part
of her life.

Friends would call and she woul d
have to refuse their invitations. Medspan's
refusal was based upon | ack of information, they
told ne.

So in the foll owm ng nont hs Margot
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was seen by nore consul ting physicians. By now
we had eight letters of nedical necessity to
present to Medspan in favor of continued I|.V.
antibiotic therapy. They still refused

coverage. They blaned ne for the del ay because |
had gi ven themtoo nuch information on Lyne

di sease and too nmany letters of nedical
necessity. They were curt and they were rude.

We argued and even pleaded with
the vice president of nedical affairs. Margot
personal ly spoke with Dr. Cook and he just was
rude and bl ew her off.

Agai n ny husband and | conti nued
to cover the expenses for treatnment and Margot
responded. By now she had dropped out of school,
m ssi ng anot her senester. Determ ned as ever,
she registered for fall senester, she struggled.
Her energy was |low, and her pain high. W
returned to the infectious di sease physician we
had seen earlier, he reevaluated her condition
and agreed that even though by now she had gotten
ni ne nonths of intravenous antibiotics, she
needed nore.

Fortunately, by now our insurance
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difficulty getting Margot treatnment. And after
five nmonths of C aforan, that doctor felt that
t here had been enough i nprovenent to stop her
|.V. This was in February of |ast year.

For a nmonth or so Margot felt much
better than the past. She had adjusted to the
fact that some things wll probably never go
away, she accepted that. |[If her mnd could
remai n clear and she could conpl ete her degree,
she woul d be happy.

On June 14th, after spending the
evening out with friends, Margot cane hone happy
and bubbly, just chattering away, when suddenly
she began to shake, her back arched and
stiffened. | led her to the bed and called 911
By the tine the EMS appeared she seened all
right. They took her vital signs and were
di scussi ng whet her or not she should go to the
hospi tal when she began to seize away and t hat
continued all the way to the hospital.

The physicians and nurses at
St. Vincent's Hospital in Bridgeport had no

under st andi ng of what was happeni ng, even though
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| told them | felt that the sei zures were

resulting fromLyne disease. A psychiatrist, two
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neurol ogi sts and an infectious di sease doctor
deci ded Margot was havi ng pseudosei zures; in
ot her words, they were not real seizures, they
were the result of a psychiatric condition.

| cannot describe the feelings
that | had. | gave the physicians literature
about Lyne to educate them They were not only
rude, but they treated ne like | needed a psych
consult. And by then | can tell you | probably
coul d have used one.

| tried to tell themif Mrgot did
present psychically, Lynme di sease can cause
psychiatric manifestations, and that woul d nean
she needed nore treatnent. Four days |ater
t ook her to her own neurol ogi st and she had an
EEG whi ch reveal ed that she was havi ng conpl ex
partial seizures to the tenporal | obes.

A neurol ogi st at New York Hospital
concurred. So in June, in spite of three
previ ous rounds of intravenous antibiotic, ny

daught er was havi ng sei zures from Lyne di sease.
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She was put back on I.V., this
time penicillin, and it was adm ni stered on a
24-hour punp. And within a week the seizures

showed remar kabl e i nprovenent.
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I n Novenber the line used to
infuse the antibiotic failed, and for two weeks
Margot was off |I.V. and on orals, and her
sei zures worsened. It took her nonths to regain
the sane | evel of inprovenent that she had
al ready gotten after going back on [|. V.
treat nent.

It's now February. Margot has
been on penicillin for eight nonths. Her
sei zures continue to inprove, and there is talk
of discontinuing the I.V. W are afraid, but we
have had to learn to live one day at a tinme. |
appl aud ny daughter for her courage. She wll
graduate cumlaude fromFairfield Uin May with
her BA in sociology. She plans to go to graduate
school for counseling and school guidance, but |
can tell you, if we had not found the
conpassi onat e physi ci ans who believed in us, none
of Margot's dreans would ever cone true. And

doesn't she deserve a chance?
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the drastic --

| am here today to tell you that

that there nust be drastic changes

in the treatnent of Lyme disease. Dr. Schoen

fromYale, who was here today, refused to

establish a balanced forumat the Yale Lyne
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synposi um of fered every year. Last year | wote

to Dr. Schoen and asked himto include testinony

from physi cians who were treating a vast nunber

of Lynme patients,

and he told ne it was too |late

to change the program so this year | wote to

Dr. Schoen in Novenber to ask himto include

t hese physi ci ans.

So -- he didn't reply, so in

January | wrote again.

He finally replied that

it was too early to discuss it and -- first it

was too | ate,

and nowit's too early. So | don't

really know when the right tinme is for that.

state-of-the-art

Yal e i s consi dered

in teaching. Wen physicians

and heal t hcare workers attend an accredited

conference they are expected to cone away wth

accurate, useful information. Yale is remn ssent

[ sic]

i n providing both.

The synposium offers
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the sane 1994 study as new i nformation every
year.

And by the way, | think Dr. Schoen
woul d be able to tell you that he was talking
about the 1998 paper that was witten, that's
about the 1994 study, it's not a new study. |It's

a new paper about a 1994 study.
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Last year there was a cry fromthe
attendees for new information that they can use
to help their patients. Presenters fromthe past
synposium | i ke Dr. Leonard Siegel from New Jersey
charges $560 an hour as well as Dr. Schoen
hinsel f, who | have a bill from 1994 for $450 an
hour .

There's a conflict here. How can
doctors who are working for insurance conpanies
present at a conference? | nean, it just doesn't
make any sense. It serves themto keep insisting
that Lynme di sease is overdi agnosed and
overtreated. |It's bottomline-driven, it puts
nmoney in their pockets. | can't imagine the
I nsurance conpani es usi ng these people to consult
i f they thought that they woul d suggest that

peopl e needed long-term|1.V. treatnent.
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Two years ago Dr. Schoen opened
the conference by displaying a portrait of a
famly wth Lyme di sease on his overhead

projector. He stated in a joking fashion, |ook

at this famly, they are all smling, | guess
they are over it now. Well, the audience
| aughed. | can't imagine going to a conference

on cancer where a spokesperson woul d get away
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wi th making a joke about such a tragic illness.
Maybe Lynme isn't cancer but many
live alife of suffering, both nentally and
physically. They are robbed of a future, and
yes, sonetinmes they die. 1Is that sonething to
| augh about ?
Another thing | would like to see
happen i s maki ng i nsurance conpani es responsi bl e
for the denial of care of Lyne patients. Last
month | was able to recover ny costs for Margot's
treatment. It took four years in suing
Bri dgeport Hospital and Medspan. They really
| ost nothing. They got to keep ny noney for four
years and collect interest. Even if we got nost

of our noney back, they still won. There are no
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punitive damages for themto worry about.

Al so, aren't HM3s practicing
medi ci ne? How can they nmake a nedi cal
determ nation without first exam ning the
patient? |In our case Medspan hired two
i nfectious di sease consultants fromHartford
Hospital. Medspan and Hartford Hospital, by the
way, are jointly owned.

Dr. Quintilano and Matarazza

[ phonetic] were hired to give independent
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consults, and yet their consult letters reflect
that they shared informati on with one anot her.
Dr. Quintilano suggested in his
letter that a PCR test should be done, and yet a
PCR test was done and the results were in the
hands of Medspan, so either Medspan was negligent
in providing the consultants with the information
but they withheld this information deliberately.
Qur biggest obstacle is the
future. R ght now our insurance has been
extrenely cooperative, but what will happen next
year, or in five years if Margot needs nore
treatnent? Must | live in fear that coverage

wll be denied? | cannot allow her to go w thout
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treatnment, but it's unrealistic to believe that I
can afford to provide ongoing |.V. treatnent.
I"'mstill suffering the consequences of Lyne
di sease nyself, and yet | have to go back to work
to provide for her care. No one who is sick and
pays i nsurance coverage should ever have to worry
about paying for needed treatnent.

Anot her grave concern is
protecting our physicians who treat us and give
us hope. There are cases of physicians who have

been scrutinized for overtreating with
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antibiotics. |If patients are receiving inforned
consent regarding the pitfalls of aggressive
treatnent for Lyme, our physicians have done
their jobs. It is no one else's business when a
patient nmakes a decision in his or her own care.

| appl aud these physicians. It
t akes great courage to take the chance of getting
called on the carpet. They are risking their
careers for standing up for what they believe
in. Wthout themwe are left w thout hope and in
suf fering.

It's inportant to protect them so
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that they can protect us and Margot.

M SS FRI EDMAN: | just have one
thing to say. | just wanted to say that it's bad
enough that having Lyne robs you of your health,
but having to fight your insurance conpany whil e
you are sick robs you of your sanity and your
dignity. | amextrenely fortunate to have
wonder ful parents who not only consistently
support ne enotionally but financially as well.
What do people do if they can't afford
treatment? Well, they end up either on
disability in a nursing hone, a psychiatric

hospital, or even worse, they die.
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| can't even explain the guilt
that is harbored when you know your parents can
barely make ends neet because they have to pay
for antibiotics, that they cannot save for their
retirement or that their dream of providing ne a
col | ege education would be shattered if |
continue to need treatnent that would not be paid
for by ny insurance conpany.

| desperately worry about what ny
future holds for ne. | am 22, | have a |l ot of

l[iving to do. WII | always be disabled with
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chronic Lyne disease? WII | always have
seizures? WIIl | be able to have a career and
raise a famly? These are answers God only
knows, but | can tell you that none of ny dreans
will conme true if | don't have access to
treat nent.

Unfortunately, ny fate is in ny
I nsurance conpany's hands. Qur fate is in your
hands. Pl ease protect our wonderful doctors who
so bravely treat us for as long as they feel is
necessary to for us to recover. And protect us

frominsurance denial for coverage. Thank you.

(d apping.)
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COWM SSI ONER REI DER: Thank you
very nmnuch.

ATTORNEY GENERAL BLUMENTHAL
Susan Sinclair and Andrea Sinclair.

M5. SUSAN SI NCLAIR  Good
afternoon, and thank you very nmuch for hol ding
this hearing.

You know, | feel as if | could say
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ditto. Thank you.

My nanme is Susan Sinclair and ny
17-year-ol d daughter, Andrea suffers from Lyne
di sease and has for the past five years.

Thr oughout el enentary school and into mddle
school, Andrea was extrenely active and an
involved little girl. She was a straight A
student who would stay up all night reading and
wor ki ng on projects. She enjoyed the gifted and
tal ented programthrough the school district,
Grl Scouts, playing on soccer and basket bal

t eanms, dance cl asses, gymastic cl asses, art

cl asses, and in the third grade she started

pl ayi ng the tronbone, which is now the | ove of
her life.

Andrea mai ntai ned a near perfect

306

attendance record, only m ssing one or two days
of school each year through her 7th grade year,
and enjoyed a very full social life froma very
young age.

In the fall of Andrea's 8th grade
year, she awoke one norning with an extrenely
engorged right knee. Testing of the synovi al

fluid and subsequent bl ood work led to a Lyne
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di sease di agnosis. Andrea was placed on 30 days
of an oral antibiotic with a reassurance from our

pedi atrician that the oral antibiotic..

(Tape ended, begin new tape.)

M5. SUSAN SINCLAIR ... The
swel ling in her knee went down; however, she
continued to conplain of joint pain. She becane
tired easily and conpl ai ned of feeling nauseous
often. By Decenber of 1995, Andrea conpl ai ned
al nost daily about her health. Now in her first
year of high school, in advanced pl acenent
cl asses, she began to struggle to conplete the
nost sinple homework tasks on a consi stent
basis. Al ways organi zed, she now had becone

di sorgani zed, forgetful, and unable to finish her
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through to the end of a class assignnent and
proj ects.

Sinple witing tasks becane
painful. She was often extrenely fatigued and
nauseous. A local rheumatol ogi st ordered bl ood

wor k, which revealed a Lyne infection, and
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ordered 30 days of |.V. antibiotic.

Andrea felt slightly better during
this 30-day round of treatnent, but after the
treat ment stopped, Andrea becane significantly
worse. Now, in the spring of her freshman year
in high school, Andrea's grades dipped fromA's
to Cs and D's, and she attended school
erratically.

By May of 1996, Andrea was not
able to get out of bed. Her synptons now
i ncl uded excruci ati ng headaches, extrene joint
pai n, nausea, vomting on a daily basis, extrene
di zzi ness, extrene irritability, an inability to
sleep, light sensitivity, and | could go on and
on.

Not only could she not go to
school, but she declined phone calls from
friends. The sanme bright, anbitious girl who

woul d bend ny ear for hours describing the
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chal | enges of the school project, now articul ated
daily physical pain and frustration.

Her doctor was baffled, and
because she had received the standard forns of

treatnent, had referred her to Yale's Lyne
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di sease clinic. And Dr. Schoen.

| can renenber thinking, how great
it was that we were going to be seen at Yale's
Lynme clinic, and that Dr. Schoen would be able to
get to the bottomof this and take care of

everything, and that finally Andrea woul d be

fine. In fact, nmy exact words to Andrea was, we
were driving down there were, "If Yale can't help
you, nobody can.” This was truly our great

medi ci nal hope.

At that time, we took Andrea to
Dr. Schoen, literally the previous nonth -- I'm
sorry -- at the time we took Andrea to Dr. Schoen
and Yale's Lyne disease clinic, Andrea was barely
able to get out of bed with excruciating joint
pain, having mssed literally the previous nonth
of school, unable to hold down food, unable to
sl eep, she had problens with her eyesight, a
chronic, excruciating headache, but hopeful that

perhaps Dr. Schoen woul d know or coul d understand
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what was wong with her, the extent of her
suffering, and be able to do sonething to provide

her with sone sense of relief.
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Let nme rem nd you that Andrea had
attained a near perfect attendance record in
school up to 7th grade. Once in fourth grade
this girl cried because she had to stay home with
the flu.

Dr. Schoen exam ned Andrea and
ordered blood work. And on the return visit,

Dr. Schoen explained to us that Andrea, although
she was seropositive by Yale standard and with
active synptons, was suffering from post-Lyne
fibronyal gia, and that she no | onger had an
active Lynme disease. And in tinme, he explained,
nmost of her remai ni ng synptons woul d go away.

Andrea, for all her |ove of school
and |ife and friends, but who couldn't get out of
bed, he said had to be nore active. Dr. Schoen
sai d perhaps swimevery day to alleviate her
joint stiffness and tire her out so that she
could sleep nights. And then Dr. Schoen
suggested that perhaps Elavil would help. His
comments too included that Lyne disease in

t eenagers does go away.
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Well, if Dr. Schoen was stil

here, | nust say that as a school teacher in New
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Britain, | would | evy the nost, the greatest
adnoni shnent that | could think of. Shanme on
you, Dr. Schoen, wherever you are now. Shanme on

you!

(d appi ng.)

MS. SUSAN SINCLAIR: By Decenber
of 1997, Andrea had becone barely functional, her
synptons were nore severe and staggered. The
wor st part was Andrea now articul ated a why
bot her attitude. No one knew t he personal,
physi cal, and enotional health she was enduri ng,
and if Yale couldn't fix her, nobody could. No
one could do a thing for her.

Every day she tried to get up and
go to school on tinme and could not. Every day
she tried to read and by the end of a sentence
she couldn't renenber the beginning of the
sentence. |If she fell asleep she was awakened by
vi ol ent nightmares and by her screans in the
m ddl e of the night. The list of her synptons

were staggering and horrific. School success and
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an active school life were distant menories, and
now at 16, a part-tinme job and a driver's |icense
was a pi pe dream

Keep down food was a real
chal l enge. By luck and by chance we were bl essed
with Dr. Jones' phone nunber, and al though Andrea
clearly felt he couldn't do anything to help her,
she went. One year ago, March of 1998, Andrea
began 1.V. antibiotics and has continued to this
day. Although she has not seen conplete
resolution of all her synptons, Andrea has her
life back, and the hope of a life back too.

Al t hough Andrea is on parti al
school day, she does attend regularly, and she's
pl anning to go away to college this fall. She
may need to bring her 1.V. with her. Sone days
she feels so good that she tal ks about getting
her license. And her grades are back on the
rise.

Andrea knows she needs her |.V.
medi cati on. There have been a few tines when she
has had to go off and she has rel apsed
horrifically. | have a 17-year-old who wants to
give herself |1.V. injections daily. |In March of

1998, our insurance conpany, Anthem Blue Cross
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and Bl ue Shield, approved 28 days of her [|.V.
therapy. They knew after 28 days that she'd be
cured because they approved 28 days before she
even started. And as | was told, they only have
my daughter's best interests at heart.

Despite clinical data and dozens
of studies shown that four weeks of antibiotic
t herapy gives inconplete resolution of synptons,
i nsurance conpani es are advocating with the
support of Yale Lynme study and i nappropriate
standard of cure, a cure by the clock.

Renmenber, Andrea was told by
Dr. Schoen that she had received the standard
course of treatnment, and her synptons, although
present in seropositive blood work, would
eventual |y go away.

There are nultitudes of patient
studies. Cearly Andrea's own nedical history
provides us with the know edge that a cure by the
clock is inappropriate, and that prolonged and
aggressive |.V. therapy is appropriate.

Ant hem Bl ue Cross and Bl ue Shield
has ignored the fact, and the docunentation that
she continues to inprove.

Very briefly, 1'd like to address
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costs. As | nentioned, | work for the school
district in New Britain. |1'ma 7th grade
teacher. M tine off to take care of ny daughter
has cost the school district since March of 1998,
$4,620. The cost to Southington School District
where ny child goes to school for honmebound
instruction has cost $6,400 anticipated to the
end of June of this year.

Qur personal debt for Andrea's
|.V. therapy since April 9th, the | ast day that
Ant hent Bl ue Cross and Bl ue Shield approved
paynent is $40,000. That total cost of those
three factors is $50,000, to date. Anthem Bl ue
Cross and Blue Shield has paid $5, 600.

In closing, the nost common
question | get asked fromwell-intended friends
is why isn't the insurance conpany paying? |
don't know. | don't know. They pay for ny noms
di abetes nmedi cation. There's no hope for a cure
and no one woul d argue or even question the
medi cal necessity of her diabetes nedication, nor
her bl ood pressure nedication, for that matter.

They paid for ny son's antibiotics
for acne when he was younger. They paid for ny

friend' s nmedication for MS with no hope for a
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cure and no know edge of the origins of this
horrific disease. | don't understand at all why
Andrea is denied treatnent that clearly has
hal ted her horrific spiral down, which
described to you.

| don't understand why Andrea's
treatnment, which clearly prevented her froma
very real and near certain possibility of never
being able to pursue her education, live a nornal

productive and i ndependent life, is being

denied. |If Andrea needed chenot herapy, as |
bel i eve sonebody el se had nentioned, | wouldn't
be here.

Qur fight is omnous. It's a

fight for credibility, treatnent, sinple
conpassion, integrity, peace of mnd, wellness,
until a cure is found. And it's a fight for
financial security too.

Let nme reassure you, Lyne di sease
does exist and it may becone chronic. Lyne
di sease i s not always cured by the clock. Lyne
di sease can be life-threatening, and not treating

Lyne disease is nothing | ess than crimnal.
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1 (d appi ng.)

2

3 ATTORNEY CGENERAL BLUMENTHAL

4 Andr ea.

5 M SS SINCLAIR Good afternoon. |
6 have a bit to say but | think it's inportant to

7 hear fromthe kids who are suffering fromLyne

8 disease because there are tons of us.

9 | stood on the Capitol steps nine
10 nmont hs ago and spoke about nmy struggle with

11 Lyne. | shouldn't have to be here again. 1've
12 lived through five years of hell, five years of
13 bei ng di agnosed wi th everything under the sun and
14 being told to live with it. Five years of being
15 out with friends and passing out or getting too
16 sick and ruined the night's plans, five years of

17 bei ng through tines where | couldn't wite ny

18 nane.

19 In 8th grade | was di agnosed with
20 Lyme. [|I'mnow a senior in high school, and I'nm
21 on the road to being better, but | still have a

22 ways to go. If insurance conpanies are so sure
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that the treatnent fromny doctor is so
phenom nally wong, is sonehow wong, then what

do they suggest | do? What do they suggest that

316

nmy parents do when | wake up blind or when ny
joints are swollen to the point that | could be
m st aken for el ephantitis? Wen the roomwon't
stop spinning?

Explain to ne and the coll eges
that | apply to why I went from being a straight
A student until | got Lyne and then ny grades
pl unmet ed.

Dr. Jones had the answers for al
of these. But insurance conpanies say to see
ot her doctors. Trust nme, |'ve seen ny share.
|'ve seen Yale's so-called "Lyne specialist.”
|'ve seen rheunatol ogists, |'ve seen
neurol ogi sts, and still insurance isn't paying.
And by the way, 28 days of oral antibiotics
didn't scratch the surface.

What should we do? |'ma high
school senior, and while all my classmates are
trying to finance their coll ege education, I'm

trying to finance ny nedicine and going to school
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Responding to the accusations of
the inappropriate treatnment of Lyne di sease, the
only inappropriate treatnment |1've received is

that of Dr. Schoen and all the other doctors who
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told nme | didn't have Lyne di sease because | was
cured after 28 days of oral and | would have to
l[ive with whatever | had.

Dr. Schoen's diagnosis, along with
others, left me with nothing. | would have had a
l[ife full of pain and agony and | wouldn't live
with that. |If you treat the disease, you win --
you lose. If you treat the patient, you w n.
Dr. Jones has won in both respects. He has
successfully treated Lyne di sease and he has
heal ed the parents of his patients also. I'nm
very sorry to hear that he has cost the poor
I nsurance conpani es too nuch.

| love Blue Cross's notto, "Qur
plan is to keep you healthy."” They should really
change their notto to our plan is to keep you
heal thy at your own expense and w thout your

doct or.
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(Laughter.)

MSS SINCLAIR | sit here today
anong many kids infected with Lyne. It is a
living hell for all of us. W should only have

to worry about getting better. W shouldn't have
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to worry about the financial strain we're putting
on our parents and siblings. Qur parents should
only be worried about being our caretakers, not
our insurers, and we should never have to fear
that the only doctor who is making us better is
bei ng taken away.

|"ve been on |.V. antibiotics for
a year now continuously, and on the way to
getting better. | don't enjoy giving nyself
needl es on a daily basis, but it's making ne
better. If | wasn't undergoing this treatnent,
who knows where | would be today. But it is this
extended treatnent that has made it possible for
me to speak today.

The bottomline is things have to
change. Children and adults can no | onger be

going wi thout the treatnent due to ignorant
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doctors and cheap insurance conpanies. The
future of this country is being destroyed. W

are here, we are sick, and we need to be

treated.
Thank you for your tinme and
pati ence.
(d appi ng.)
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COW SSI ONER REI DER:  Thank you
very nmnuch.

ATTORNEY GENERAL BLUVMENTHAL: Let
me ask, how many nore people wish to testify?
Can you rai se your hands? So we still have a
consi derabl e nunber. Let nme suggest that we all
want to hear certainly fromall of you and again,
we want to be very respectful of that, but | do
notice that a nunber of people have had to | eave
during the tinme. | would just suggest if you do
have to | eave, would you | eave whatever witten
testimony at the desk, which a nunber of you have
done?

Also if you want to wite

sonething to the Attorney Ceneral or to the
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| nsurance Departnent then you certainly may do
that as well. | would ask, and as you hear
testinony, it can becone sonething that has been
spoken to, if it has been spoken to already, if
you coul d acknow edge that and then nove to the
points that you'd |ike to nmake, we'd appreciate
it.

And again, | was chair to the

council in Farm ngton, Connecticut, and conducted
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a nunber of town neetings and you want to keep
the balance. So as | said, out of respect to
everyone here, if we can nove it, we'd appreciate
it.

So with that, | would like to cal

the next person, which | believe is Robin

Prewitt. Robin, are you still here? Yes.

M5. PREWTT: Hello. [I'm Robin
Prewitt and | live in MIford, Connecticut, and
|"mgoing to be very, very brief. | just want to

address sonething that |I'm not sure has been
addressed to the magnitude in which it is a
probl em here in Connecticut, and that is the

issue of initially getting di agnosed.
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It took ne three years to be

di agnosed. | had the telltale rash, |I had the
flu-1ike synptonms, and ny physician, ny primary
care physician at the tinme, all PHS physicians |
should say, | was told that it was probably a
spider bite or a bug bite, and that it was a
viral infection and that it would go away. And
true to Lyne di sease, the synptons wax and wane
and cone and go, and it did go away, and from
that point forward, ny |ife has been changed

f orever.
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Like | say, it took three years,
was very ill. | have since lost ny job

Anot her issue that | would just
like to nmention is problens wth discrimnation
of enpl oyers when a person gets Lyne di sease and
has to go out on disability |leave. | am since
not back at work and I just wanted to make those
points. And | amon disability now and am unabl e
to work. Thank you

COW SSI ONER REI DER:  Thank you

very much. Appreciate that.

(d appi ng.)



14
15
16
17
18
19
20
21
22
23
24

25

N

o o A~ W

10

11

ATTORNEY GENERAL BLUVENTHAL
Joanne Sturges is next. Joanne?

MS. STURGES: | know you said to
us that you wanted to not repeat a lot of the
t hings that people have said, so I'll try not to
do that, but | think all our concerns are very
much all of ours; everyone has the sane concern.

COW SSI ONER REI DER. May | j ust
comment there if | may? | certainly recognize
that fully, and as | said, that's the point we're

trying to allow people to express. But to the
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extent that as many of you can be heard as
possi ble --

M5. STURGES: | understand.
COW SSIONER REIDER:  -- it's

inportant, and that's what we are trying to get

to. But we appreciate it, you go right ahead.
M5. STURGES: First of all, |

really would Iike to thank everyone here,

i ncluding the doctors and the supporters that

cane. Especially for you to even set up this

nmeeti ng, because | feel that it restores our
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faith to the governnent, that it does represent
the voters and the people and not necessarily the
I nsurance conpani es.

My nane is Joanne Sturges. | live
in East Lynme, Connecticut. |I'mmarried, | have
two beautiful children. W cone froma long |ine
of hard-working, trustworthy social caring
famlies. As a matter of fact, many of the
peopl e in the governnent know ny father-in-Iaw,
Ral ph Sturges, the Chief of the Mhegans, and
have worked very closely with him

Five years ago | was infected with

Lynme di sease. Prior to being diagnosed or

infected with Lyne disease, | was a very active
323

person. | was a physical therapist, | worked one

full-time job, one part-tine job. | worked out

two to three tines a week and ran every norni ng
seven mles. But Lyme disease changed ny life.
My joints becane swollen, there
were a large -- great deal of neurol ogica
conplications and cardiac conplications. After
goi ng from physician to physician prior to the
recommendati on of having the valves of ny heart

renmoved, | then found Dr. Phillips, who has been
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a godsend. | amno longer -- after being treated
with long-termantibiotics -- I'"'mmaking it very
short but | haven't been seen in quite a while.

COW SSI ONER REDI ER:  Sur e.

M5. STURGES: | amno | onger on
any cardiac nedications. | can do a flight of
stairs w thout passing out, w thout having a
heart attack. At age 37 you should not be having
heart attacks. He has been fabul ous.

In this nightmare, also ny
12-year-ol d son becane very ill. He also was
very, very active and all of a sudden was

conpl ai ning of severe headaches, swollen joints,

I i ght - headedness, hot flashes. | took himto the

pedi atrician, and this -- at this tinme was going
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on before we nmet Dr. Phillips. | took himto the

pedi atrician, his titer was negative. He
continued to beconme worse. W continued to treat
hi m

Wthin three nonths, he |lost the
ability to talk, to walk, no nmenory what soever
Visual inpairnment. He had just tunnel vision,

that's it. Again, the night sweats, not being
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able to sleep, his glands along his neck were so
swol I en shut | renmenber one Christmas norning
using a straw trying to get juice. That's not
how you shoul d cel ebrate your holidays.

Hi s physician said to us he cannot
have Lyne, his titer was negative. Just prior to
hi m com ng dowmn with the disease -- | just want
to tell you something that he surprised his
grandf at her during the federal revolution of the
| ndi ans.

During a cel ebration, he |earned
t he anci ent Mbhegan dance, and the purpose of the
w shes of this dance was to teach people that al
peopl e, no matter who they are, no matter what
nationality, they are all one on earth and
everyone should live long |lives of happi ness and

health. And ironically, he was now fighting for
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his life.

Agai n, many physicians, Bl ue
Cross/ Bl ue Shield denied treatnent, denied
further testing to be done, everything. W went
to Dr. Jones, Dr. Jones, we believe saved our
son's life. For the courage that he took to

fight the nonbelievers, to continue to
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i nvestigate what was wong with our son and to
continually try to fight Blue Cross/Blue Shield.

Blue Cross/Blue Shield finally, after
hospitalization of Jess, because he was too
unstabl e cardi acally [phonetic] to be at hone,
rented I.V. treatnent, 28 days. Wthin 10 days
of being on the I.V., his synptons were getting
|l ess and | ess. He had regained the ability to
open his nouth, his glands were no | onger
swollen. He regained the ability to wal k short
di stances. He was com ng along. W finally saw
our son back

Then Bl ue Cross/ Bl ue Shield upon

constant requests from our physicians, from other
physi ci ans we junped through every | oophol e they
requested of us, and they denied treatnment. They
refused to give us an explanation. |If they

deni ed treatnent they should never, ever not give
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soneone an explanation and back their expl anation
up with facts. They are dealing with human
bei ngs.

Because over the 20 years of

havi ng Bl ue Cross/ Bl ue Shield, paying ny paynents
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every two weeks, never have they ever denied ny
check. We fought them and fought them Finally,
on the second denial, he was denied even though
he showed proof in tests that he was getting
better.

We continued the I.V. on a
financial burden of our own. W nortgaged our
home. He continued to show i nprovenent and they
denied it again. They said after 28 days,
gquot e-unquote, we have it in witing, "He should
be cured."

We continued to appeal. Jessie
continued to get better. Finally the governnent
stepped in, the federal governnent, Indian Health
heard of our situation and canme to our rescue,

t hank God, and they started payi ng present
medi cal bills.

We still went through appeals with Bl ue
Cross/ Bl ue Shield because we feel that not

everyone has that as a backfall and it's just a
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grant. On the third appeal they denied Jessie
further treatnment of |.V.s based on the fact that
our son did not have Lyne di sease. He had

juvenil e M.
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This medi cal information or
di agnosis was cone up with w thout eval uating our
son, W thout review ng his nedical records,
because we were paying for themfinancially, so
t hey had no access to them unl ess they asked.
But they were provided with -- you can see the
brain SPECTs, you can see the spinal fluid. You
can see his evaluations. But with no nedical
expertise per se, we felt that it was totally
unet hi cal , unprofessional, as well as devastating
for our famly to be told this w thout any
backup. That was our | ast denial.

We continued with I.V.s for Jessie
for months. W incurred over $80,000 in bills,
not counting what Indian Health has hel ped us.

Jessi e, back at school, playing,

pl ayi ng basketbal |, playing baseball, is doing
wonderful. He was then put on, by Dr. Jones, a
small, a |l ower dose of oral antibiotics. He did

great for six, seven nonths and then a rel apse.

We're at that relapse right now
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He is no | onger able to wal k, he

can't do stairs. He is having a hard tine
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opening his nouth, the sane nightmare is
occurring as we speak. W have been dealing with
Blue Cross/Blue Shield for just a denial. W're
not even asking themto pay for it. W want in
witing at |least a denial so we can now go to
I ndi an Health and provide our son with the
medi cal care that this civilization should be
abl e to provide.

There's nothing worse in life,
ot her than maybe | osing your child, but to see
themslowy slip away fromyou when you know
there's a treatnent and there's a way that he
coul d get better.

They have verbally told Indian
Heal th, a representative from Mohegan Sun, that
yes, they will help us. This has been nine
weeks, so if you would |Iike a project,
Comm ssioner, | would Iove for you to take this
on.

COWM SSI ONER REIDER: | was goi ng
to ask you, why don't you, if you would --

M5. STURGES: | did submt

ever yt hi ng.
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COW SSI ONER REI DER: Ckay. And
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if youd -- 1'"Il cone down and I'I|l get your nane

and address --

M5. STURGES: | would love it.
woul d I ove it.

COW SSI ONER REI DER -- and
t el ephone nunber and we'll follow that up.

M5. STURGES: Well, indeed, they

have said to Indian Health they will help us, but
when the |.V. conpany called themto verify their
approval, they denied it. Wwen we called themto
verify it, they denied it. So we have for nine
weeks, including our doctor calling, including

I ndian Health calling, they have conpletely

i gnor ed us.

We have met wth themin person
just two weeks ago, and | have that
representative from Bl ue Cross/Blue Shield and
they said oh, no problem we'll -- put it in
witing because we need it in witing in order to
get hel p.

And | think what's happening is
they are playing a very political ganme. | think
they don't want to | ose the Blue Cross/Blue

Shield contract with Mohegan Sun. And | think
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that it is horrible to think that they could put
people's lives nore ahead of the almghty
dol | ar.

VWhat's nore inportant, the benefit
of the treatnent or the benefit of the profit
margin? And | feel that's exactly what is
happeni ng.

Now, in the last four nonths, our
daught er becane very ill with synptons,
conplaining of swollen joints, fatigue,
headaches. W immediately called Dr. Jones, we
took her up there. Wile waiting for the -- what
ended up being positive Lyne test results, she
awoke with conplete facial paralysis, no vision,
no bal ance. So now we have two that we are
fighting for, and if you really want to do
sonet hi ng, you need to nmake these insurance
conpani es responsi bl e.

Dr. Jones, before he was dropped,
was an in-network doctor, and they refused to
accept his decision. W went through the
neur ol ogi st they recomended, they al so said our
son needed the treatnent. They again denied it.
They shouldn't be able to. |If you have in al

honesty paid for your policy, they should pay for
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it. Is it better that we all go on welfare?
Wul d we nmaybe have to go through these | oopholes
t hat insurance conpanies present us? | don't

t hi nk so.

Anot her thing that they have just
recently denied is the treatnment of Nephron for
Lynme di sease. Both ny son and | are on that.
Nephron has worked wonderful for our type of
di sease. Wien | spoke with Blue Cross/Bl ue
Shi el d, they have deni ed Nephron treatnent now,
which is an oral antigen, it's new, and it's
expensive is the bottomline.

When | asked why was this di sease
deni ed, they said once a year they audit al
treatments and all physicians and all tests and
they take what tests, treatnent, or antibiotics
or any kind of nedication, whatever is show ng
t he highest rise, and they audit. And if they
can show you they can supply you w th anot her
type of simlar nedication, whether it works for
you or not, they can. And | don't think they
shoul d be able to.

What |1' m asking and |' m beggi ng,
is that you really wll take this situation

seriously and deal with these nedical insurance
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conpani es and hel p these peopl e get proper care.
Lyne disease is here to stay and it's not a
fantasy as nmuch as it's a nightmare.

| also feel, like | had said
earlier, if they deny you, they should give you
the right -- why have they denied you, and put it
in facts, back up their denials. W have to back
up why we are claimng we want the treatnent, so
why shoul dn't they reciprocate?

| also feel these insurance
conpani es should not be allowed to drop these
physi ci ans who prescribe long-termantibiotics or
|l ong-termcare for Lyne disease. |Is it another
obstacle so patients can't now get that?

| also think, as sonmeone had
mentioned earlier in New Jersey, there is a | aw
for continued education in the school systemfor
Lynme di sease. |If a teacher has a student that
has neurol ogi cal Lyne, they have to show that
t hey have continued education to use, course
hours that they can adequately teach that child
because of the neurol ogical conplications,
short-termnenory, word retrieval, reversals,

things |ike that.
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Wy can't physicians have to be
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required to becone know edgeable in this? And
whet her they ever -- a group practice, send one,

| don't care, but they need to be accountable for
the know edge. This is out there and readily
avai |l abl e.

And | also feel that there are so
many people with a wealth of information on Lyne
di sease, and | et those people be part of the
deci si on-maki ng on grants, who gets the grants
for education on Lynme and who doesn't? It would
save you noney, and you would get to the end of
this cure and treatnent faster.

And again, | really, truly want to
t hank you very much for having us.

COW SSI ONER REI DER: Thank you

very nmnuch.

(d appi ng.)

COWM SSI ONER REI DER: Jenni fer
Krasinski. |1'mgoing to have to ask, | hate to

do this, but we're just not going to make it
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through this list unless people are a little bit
nore conci se, so we appreciate all your comments,

and if you want to supplenent them afterward, we
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woul d wel cone you to do so.

M5. KRASINSKI: Thank you very
much for allowing ne to speak, and thank you so
much for holding this. | amJennifer Krasinski.
| was born in Connecticut, but at this nonent |
hal e from Mountai n Lake, New Jersey, kindly known
as Lyne Lakes or Muntain Lakes.

|"mgoing to be very brief. |
won't go into my own story, ny children's
stories, they are very nuch the sane as the ones
you've heard. But | will share a little story
t hat happened here today.

In 1994, there was an article in
The New York Tinmes which Dr. Feder referred to
which | also saw, and shortly thereafter | was
| ucky enough to neet the doctor, the pediatric
neurol ogi st, that had been charged with these
di scretions of overtreating and overdi agnosi ng,
and | began to learn sone facts which horrified
ne.

Nunber one, that the records that
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the CDC had used to define whether or not these
children had Lyne were at best inconplete, they
were sinply the hospital records.

Nunber two, several of the
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children, three or four, | believe, who were
included in this study were in fact on |.V.
anti biotics but were not diagnosed, nor were they
being treated for Lyne. This was an egregious
error.

And so subsequently | called
Dr. David Dennis at the Centers for D sease
Control. Wth nmuch persistence, | was able to
speak with himdirectly, and | asked hi m about
this situation, and he infornmed ne that they were
wel | aware of these m stakes, and that they had
publ i shed a foll ow up study which nade a
correction.

| then called the author of The
New York Times -- of this article, and | tal ked
to her about what | had | earned and asked her if
| sent her this article, which Dr. David Dennis
sent to ne, would she publish a foll owup story?

Her answer to ne was no, she would not, not
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unl ess Dr. David Dennis contacted her and asked
her to.

| then called Dr. David Dennis
back and | asked if he would please do this, and
he said to ne, | do not have tinme for this. And

that's the end of ny story.

336

| think you'll understand that
there are ganes here that are being played.

Thank you so nuch.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Kat hl een Di ckson.

M5. DICKSON:. Hi. | first would
i ke to thank Tom and Karen Forschner for the
sacrifices that they have nmade and that have been
put upon themin their efforts to help other
people with this disease and towards its
prevention, and we are grateful for this
opportunity to explain the problens we have been
havi ng getting accurate diagnosis and treatnent.

In my opinion -- this is ny

opi nion of where we are wth this disease and
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where we should go. The nature of the problem
it generally starts like flu, there is no better
or nore accurate description, only this flu never
| eaves. Lyne disease | eaves us sick for weeks
and nonths and years. Only fellow sufferers of
Lynme di sease and chronic fatigue syndrone

under stand what this neans. People who have not
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been sick for longer than a few days with the flu
have difficulty understanding this concept.

Peopl e who have Lyne di sease are
often m sdi agnosed. The average nunber of
doctors a patient sees before diagnosis is five.
Wt hout treatnent, encephal opathy can becone so
severe that the synptons mimc Al zheiner's
di sease. W forget why we are in the car driving
and not know what road we're on.

Extrenely frequent checkbook
errors, kitchen fires, lost articles of every
kind, loss of the ability to speak fluently,
sudden | oss of enotional stability, inability to
remenber fromone second to the next what we were
doi ng and what we had done, it is a genuine

mental disability and in no way subtle.
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The extent of inflanmation of the
brain and nervous systemis well docunented in
aut opsy studies and in studies in which Rhesus
nonkeys were infected with Borrelia burgdorferi.
The | onger one goes undi agnosed, the longer it
takes to inprove and the less likely one wll
recover fully.

My personal Lynme story is | got a

Lynme rash, it was synptomess. | took a picture
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of it because it was weird to have a rash that

didn't itch or yield any disconfort. It was warnm
and red and radiated. | forgot about the
picture. | got a summer flu, but it never went

away conpl etely.

| kept working and working out and
riding centuries [phonetic] and training for a
triathalon, but | just got sicker and sicker. |
t hought | had chronic fatigue syndrone. |
explained this to nmy famly doctor in MIford and
listed ny synptons. He told ne that there was
nothing wong with ne, to please |eave his
of fice.

| went to UConn Health Center and

saw Dr. Peter M new [ phonetic] Wo, despite ny
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presenting with fever and swol |l en gl ands and ny
i nsistence that | was not depressed, concluded
that | was depressed. Endurance athletes are
general |y not depressed.

He never ran any tests, and there
was a journal on his desk, psychosonmatic
di seases, in which he published his concl usion
about SEFITS [phonetic]. H's subjects were
femal e UConn students, and based on survey

i nterviews, he concluded that SEFITS [ phoneti c]
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was depression, and anybody that asked coll ege
students if they are tired and feeling
overwhelned is, in ny opinion, no genius. | did
not stay with Dr. M new [ phonetic].

| called the SEFITS [ phoneti c]
peopl e to ask their recommendati on about having a
baby. They told nme there was no data but
anecdotal. It appeared to be okay. | had two
kids, which is brutal when you have the flu al
the time, but |I didn't regret it. It was a
gquestion of do | want to be sick the rest of ny
[ife with or without kids, since there is no cure

for SEFITS [ phonetic].
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The SEFITS [ phonetic] people told
me about a doctor in d astonbury who treated
SEFI TS [ phonetic] people as if they were
seronegative Lynme di sease. | nmade an appoi nt nent
as soon as possi ble, because the prospect of
having a treatable illness was nuch nore
desirable than being sick the rest of ny life.

When | saw this doctor, | had ny
first western blot and the result was positive.
| had ny children tested. | had had |ingering
concerns about their health. One definitely

tended to be a sickly baby, the two-year old had
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nore positive bands by western blot than | did,
and the eight-nonth-old had a questionable
result. Later SPECT scan studi es showed

anomal ies that correlated wth her cognitive and

speech probl ens.

| amstill uncertain. They see
Dr. Jones. A few nonths later, still sick but
being treated with Zithromax, | becane pregnant
again, and yes, | know how this happens. And in

a panic | nmade an appointnent with the Yale Lyne
clinic, ny doctor in dastonbury wanted nme to

start taking anoxycillin because it was safe in
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pregnancy. | did not tell himl was going to
Yale. | was afraid | would infect a third baby,
| thought surely Yal e physicians woul d know what
to do.

The Yal e rheumat ol ogy experience
is very simlar to everybody else's. | saw
Dr. Robert Schoen. During the exam Dr. Schoen
acted like he believed and understood everything
| said. He seened to ask all the right questions
and when he was done with the exam he left the
room and canme back and said, so you' ve conme here
as an advocate for your child. And | said yes,

and he said, | don't think you have Lyne
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di sease. | don't know what you have.

| was shocked but at that point
remenbered that everybody told ne not to go to
Yal e for Lynme di sease, and now | understood why |
had been warned. Dr. Schoen deflected all ny
protestations but sent me down the hall to the
lab for a western blot. It was the only negative
Lyne test result | ever got.

The phl ebot om st was a pl easant

woman who asked nme what test | was having, as she
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was | ooking at the order, and she said, Oh,
Dr. Schoen. | should have known it was going to
be a western blot.

And | just sat there feeling
really stupid, and | said, He says | don't have
Lynme di sease. And she said, Mm he tells that
to all his patients. They conme down here crying
and saying if | don't have Lyne di sease, what do
| have?

| went back to ny doctor in
@ astonbury and he convinced nme to take part in
the LDF's Lynme and pregnancy study, and | took
anoxycillin throughout the pregnancy and ny son
was negative by their criteria and testing and

he's ny healthiest child.
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Three years after | saw Dr. Schoen
| finally got better, inproved significantly. |
don't feel sick -- | don't feel sick every mnute
of ny life like | did for the first nine years.
| am not the person | was intellectually and
energy-w se, and | have bad days, but | can talk
now. | can drive and | can plant things.

| amtotally amazed to be this

much better, and | have never -- and |I'll never
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be able to describe how grateful I amto the
three doctors that helped ne to get this nuch
better.

The i medi ate sol ution, assure
t hat insurance conpanies no | onger attenpt to
limt or restrict nmedical treatnent or practice
medi cine without a license. Insist that experts
practice in their real mof expertise; that is,
rheumat ol ogi sts only performindependent nedi cal
eval uations for rhematil ogical di seases and not
i nfectious diseases.

We know t hat the insurance
conpani es send patients to Yal e because Yale is
going to tell everybody it's not Lyne.

The | ong-term sol uti on, since

there is no cure for Lyne disease, |I'd like to
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recommend a long-termsolution for people with
this, our State di sease, and that would be a
genui ne Lyne di sease clinic.

These clinics should be staffed by
i nfectious di sease specialists or doctors that
have been specially trained in the education to

treat Lyne disease patients. They shoul d include
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managenent of visiting nurse services, financial
advisors for assisting patients with filing for
disability, and handling the financial fall,
because people with Lyne di sease do not do
accounting things very well.

Phl ebot om sts, nutritional
counsel ing, psychiatric counseling, which would
i nclude group, individual, famly and famly
group to help prevent famlies from
di si ntegrati ng because one or nore of the nenbers
have this burden

Meal s on wheel s, visiting,
cl eaning services and grocery shopping. This is
just the tip of the iceberg. Many, many people
just would not have the strength to have cone
today. And for people who finally have the
i nfection under control, cognitive renedi ation

and physical therapy, vocational rehabilitation,
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woul d be necessary for sonme patients who have
per manent neurol ogi cal danage and just can't
| earn things or rather to work with what they
have left.

The State should pay for a portion

of these services, and where peopl e have becone
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eligible for Social Security disability.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Thank you very much, Ms. Dickson. | just want to
mention, as | said earlier in the afternoon,
have a | egislative hearing which I'll be
attendi ng now on our budget, and then onto
anot her neeting, but Mary Ellen Roe, who's life
and health, and deals directly with the appeal
process, and also the |life and health issues with
you, and will capture the information.

And | appreciate very nmuch your
participation and your input and your patience as
well, and | think it's certainly inportant to

hear what everyone has to say, so | thank you

(d appi ng.)
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ATTORNEY GENERAL BLUVENTHAL
Next, Alison Schettini, aml| getting that right?

Susan Tr emai ne?
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Jane Devi ne Conpton or Canpton?

Harri son Pease?

Karen Ferraro?

M5. FERRARO I'Il be fairly
brief. The issue of Lyne disease treatnent and
I nsurance coverage is very inportant. It's of
the utnost inportance to nme, ny famly and our
wel |l -being. | have to say that |'ve given public
testinmony twi ce before for the State | egislature
for two separate bills proposed for |aws
requiring coverage for Lyne di sease, and our
testinony seened to have fell on deaf ears.

The State | egislature essentially
did nothing. The bills never noved. | hope and
pray that our efforts to obtain treatnent are not
invain. | hope for a judiciary renedy, as |
feel that attenpts to pass al ong through the
| egislature are unlikely, since they in the past

failed and they don't seemreceptive...

(Tape ended, new tape begins.)
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M5. FERRARG. ... our problens,

our concerns. | fear not only for noncoverage
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but the inability of ny physicians to treat ne in
the future. 1've had Lyne disease for over five
years. |'ve been under the care of three
physi ci ans who' ve nmade the clinical diagnosis of
Lynme di sease. In ny case, Lyne di sease

serol ogical tests ordered by all physicians
returned a negative result, due to the fact that
| had started antibiotic treatnent w thin weeks
of being bitten and infected by the Lyne di sease
bacteria, which prevents the production of

det ect abl e anti bodies, therefore the tests show
as negati ve.

Bei ng serol ogi cal negative is like
the worst position you could be in on top of
havi ng Lyne di sease. You're kind of caught in a
Catch 22 where you have no proof that you have
the disease and to try to prove that to the
i nsurance conpanies is near to inpossible, but I
didn't give up

| persisted and attenpted to get
coverage through ny carrier, Blue Cross/Blue

Shield. They were ny primary heal th insurance
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conpany, and denied ne many tinmes. | went
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t hrough the appeal process, which is very
| engt hy, and consistently each appeal was over
the time limt that Blue Cross/Blue Shield was
required to respond in. By the tine | received
the final denial, | was in desperate need of
i nfusi on therapy.

| then requested coverage for
i nfusion therapy fromny husband' s carrier,
Connecticut General, through his enployer, being
my secondary coverage. After one appeal,
Connecti cut General approved four weeks of
i nfusion therapy. At the conclusion, because
synpt ons decreased and ny wel | -bei ng inproved,
four additional weeks were requested frorm
Connecticut General and two weeks were approved.

Agai n, two additional weeks were
request ed based on persistence, but reduced
synptons, this tine, being denied by Connecti cut
General for further coverage of treatnent.

| then had to pursue another
appeal back with ny primary carrier, Blue
Cross/Blue Shield, and in that | go through the
information and it's docunented that they

consistently did not provide witten
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docunent ati on or communi cation within the 30-day
time limt stated in their appeal grievance
process. The only way | was able to get answers
were through the advocacy of United States

Congr essi onal Representative Nancy Johnson and
her contact with Blue Cross on ny behal f. And
al so through Senator Joseph Lieberman's office
and their contact with Blue Cross on ny behal f.

Their delays and | ack of diligence
during the process resulted in obtaining a final
determ nation, denying infusion therapy coverage
after nore than 19 nonths fromthe time the
initial request for the treatnment was nmade by ny
physi ci an.

Due to ny failing health condition
and the nedical necessity for infusion therapy as
determ ned by ny physician, | obtained the needed
treatment over an extended period of tinme fromny
enpl oyer, New Britain General Hospital, rejected
the determ nation to deny infusion therapy, nade
by the group health plan carrier, Blue Cross/Blue
Shi el d of Connecticut, and provided for ny
treatment at the hospital facility.

W need to get equitable treatnent

frominsurance conpanies for Lynme di sease.
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| nsurance conpanies nmust fulfill their
contractual obligations and provide treatnent as
prescri bed by the patient's treating physician.

| assert that any therapeutic
deci sion should be made by the patient's
physi ci an, not on the determ nation of nedical
consultants hired for fee by the insurance
conpany or biased and in favor of noncoverage
resulting in no treatnment for the insured. This
denonstrates a conflict of interest.

In my opinion, the practice of
establishing a protocol that limts the treatnent
for Lyme disease is corrupted if many insured
peopl e are covered by conpani es using the sanme
consul tant or nedical opinion. Thank you.

ATTORNEY GENERAL BLUVENTHAL
Thank you very nuch.

Mary Ell en Robertson.

Brian Carroll.

MR CARRCLL: M. Attorney
CGeneral, | had planned on doing a presentation
with a very brief videotape that | had put
toget her and despite [unintelligible] by the
Attorney Ceneral, we weren't able to get the

right machine to play it. |It's a regular VCR
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tape, so she has gracefully accepted this with ny
witten testinony that went along with it, and
she will be able to do that at a later tine.

ATTORNEY GENERAL BLUVENTHAL
We'll look at it later this week.

MR. CARROLL: | think it would be
hel pful to underscore sonme of the inportant
i ssues that are recurring in [unintelligible]
t oday.

ATTORNEY GENERAL BLUVENTHAL
Thank you. Thank you very much.

Laurie Blair.

M5. BLAIR My nane is Laurie
Blair. | live in Chester, Connecticut. | was
di agnosed and infected with Lynme di sease 15 years
ago in June of 1984, when | was 28 years ol d.
This was Lynme neningitis wwth a severe headache,
stiff neck, vomting and 104 fever along with a
bul | seye rash

Was | treated quickly? Ch, yes, |
was. Wthin days. Was | treated properly? Yes,
| was, | was treated with Doxycycline. Was I
treated | ong enough? Well, | was given seven

days of Doxycycline and | threw up the first two
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agendas. The only thing he was guilty of was
ignorance. | don't think back in the early

ei ghties that everybody realized that there is a
ot nore to Lyne disease than a skin rash, a
fever, and a couple of aches and pains. So |
didn't get better.

And then in 1987, when | tested
positive for Lynme, | was treated again, with 10
days of penicillin. Since that time, | had
devel oped problens that affect nearly every
portion of the body; the skin, the bones, the
joints, the eyes, the lungs, the heart, the
bl ood, the brain, and finally in this |last stage,
the nervous system But | was told that it
wasn't from Lyne di sease, because | had been
treated. | don't know where anybody got t hat
i dea.

My neurol ogi cal issues are now so
pai nful and incapacitating that | have gone from
a full-time job with sone of the best insurance
t hat noney can buy to a disabl ed m ddl e-aged
woman whom you are supporting. To a shadow of

who | used to be, who I could be, and who | m ght
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have been.

There's a quote from Seneca, it
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says, "A disease is also on its way to being
cured when it breaks forth from conceal nent and
mani fests its power." Today we have seen sone of
t he shocki ng and awful power of Lyne disease.

Now, |'ve had three weeks of [|.V.
Rocephin. Now I'mon six nonths of Doxycycline.
Now |I'm just praying that it's not too little too
| at e.

So we've got new vaccines for Lyne
di sease and we' ve got quicker test results. Does
this now nean we can treat confirmed or suspected
cases of Lyne as nonaggressively as | was
treated? How nuch | onger and in whose nane are
we going to go on treating our young?

There are as many unforgi vabl e
reasons for not adequately treating Lyne disease
as there are patients and providers. As we
beconme a nation of people crippled financially,
enotionally, socially, and physically, a ravaged
| andscape straight froma Stephen King novel, we

are reaping the tragic harvest of these excuses,
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because we know better now.

(d apping.)
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ATTORNEY GENERAL BLUMENTHAL

Thank you.

Ver a DeSt ef ano.

M5. DESTEFANO. M nane is Vera
DeStefano. |'mfrom Wstport, Connecticut.

Thank you for the opportunity to be heard today
on the matter of Lyne.

My main concern relates to the
di agnosi s of Lyne and the subsequent treatnent.
Since 1984, | had requested Lyne tests and
received the sanme di agnosis of negative for Lyne
disease. | realized that little was known about
this disease in the eighties, but the fact that
was m sdi agnosed until 1996 is inexcusable.

| experienced m nor visual
synptons in the eighties but they were so mld |
t hought they were caused by ny contact |enses.
By 1992 | was in dire straits. | won't torture

you with ny synptons. Suffice it to say |I was
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goi ng blind, deaf, on anticonvul sives, and on
heart medi cati ons.

Bet ween 1991 and 1996 | saw no
| ess than 18 physicians for my worsening

synptonms. | consulted with neurol ogi sts, aphemc
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[ phonetic] neurol ogists, infectious disease
experts, nostly in Connecticut, but also
Val hal I a, New York, Montefiori Hospital, WIlis
[ phonetic] Eye Hospital in Pennsylvania, and
after relaying ny nedical history and synptons to
each physician, they all seened to have the sane
expression the RCA dog has hearing his master's
voi ce over the Victrola, you know the | ook, head
tilted to the side wwth a perpl exed expression.
During this tinme, | had countl ess
bl ood tests, lunbar punctures, those are spinal
taps, brain scans, MRIs, all indicating a
wor seni ng condi tion, cause unknowmn. M life
becane a de jour nenu of diseases.
One day it was Lupus attacking ny
brain. That was wong. The other it was a brain
tunmor, that was wong again. Miltiple sclerosis,

strokes, fibronyalgia, they were all wong. One
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neurol ogi st went so far as to say that nmy M
| ooked exactly like Lyme in the brain, but I
didn't have it.

| may not be a physician but ny
theory is that if it looks like a pig and it
snells like a pig, nmaybe it's a pig.

In October of 1996, sonething
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remar kabl e happened. | was helping a friend in
W lton, Connecticut, with her garden. Two days
later | found a deer tick on ny upper armand for
the first tinme had a rash. Two days later, |
began treatnment for Lyne di sease. Wthin weeks,
my prior synptonms began to inprove. | then
realized it was Lyne all al ong.

| sought out a Lyne specialist and
found Dr. Steven Phillips, who has brought ne
back anong the living. H s treatnent has been
i nnovative, effective, and caring. Synptons |
had in the eighties are beginning to inprove.
am no | onger on anticonvul sives, heart
medi cations, or anything else that woul d suppress
synpt ons.

VWhat is truly baffling to ne is

that | was never told that evidence of Lyne
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appeared in all three spinal taps taken from ne
over the years, and while | was never negative to
Lyne, excuse ne, while | was never positive to
Lynme, | al so was never negative. M life was

al l oned to becone unbearabl e because | was not
positive enough. They watched ne dying a painful
death but persisted in the belief that I had to

be a full-blown positive to deserve treatnent.
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Had | not been bitten by a second
tick and exhibited a rash, | would not have
received treatnent. Wthout a doubt, their
m st ake woul d have been buri ed.

Physicians allowed faulty tests
and an even nore flawed interpretation of the
results to dictate ny fate. Please help pass al
| egislation to support research, diagnosis, and
appropriate length of treatnment for this deadly
di sease. The next Lyne victimm ght not be as
lucky as ne. Thank you.

ATTORNEY GENERAL BLUVENTHAL

Thank you.

(d appi ng.)
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ATTORNEY GENERAL BLUVENTHAL
Billy dinton? Dee Cinton? Susan Cinton?
They were here | know earlier.

Donal d Danot h?

Cheri e Paranto-\Warren?

Debbi e Procaccini ?

Debbi e Siciliano?

Dougl as Mer shi nmer ?

MR. MERSH MER: So that |I' m not
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duplicating everything else, the differences that
| have to present to you today is that |'ve
chal l enged Dr. Schoen in his decision to deny ne
the benefits and continued therapy only after
was able to get a positive spinal tap froma test
fromDr. Coyle, and this proved that what he
considered to be anple treatnent was very
conclusive wwth the Gsp A protein that is done
with the test fromDr. Coyle that | was able --
I"'msorry -- that | was able to denonstrate what
he so continuously says to everybody is anple
treatment. | was able to disprove that.

The other thing that |I don't think

was nentioned enough today was the fact that
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there are several coinfections. |'ve also been
treated for early gliosis [phonetic] and
babesiosis. [|'ve inproved since then.

And the newest thing that |
haven't heard anybody discuss at all today was
about the stefires [phonetic]. Al these are
very serious and possibly fatal coinfections that
do exist and are carried by the Lyne ticks.

W need al so to investigate these
since they help the Lyne di sease continue to

exi st even along with the nost aggressive
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treatnments of therapy.

(d appi ng.)

ATTORNEY GENERAL BLUMENTHAL
Thank you.

Cynt hi a Onor at o.

M5. ONORATO.  I'Il submt ny
testinmony in witing.

ATTORNEY GENERAL BLUMENTHAL
Thank you very nuch.

M5. ONORATO  Thank you.
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ATTORNEY GENERAL BLUMENTHAL
Nancy Ber nt sen.

M5. BERNTSEN: |f anybody t hat
wants to read ny statenent, | have one on beige
paper over there. |I'mnot going to read it.

ATTORNEY GENERAL BLUMENTHAL: We
will.

M5. BERENTSEN: Good. |'m going
to change ny focus based on a need | see here, a
need for sonething uplifting.

I'"'mfromthe town of Scotl and.
|"ve lived in Connecticut all ny life except

three years. | have four children who've all had
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Lyne disease and |I've had it nyself. | still
have Lyne di sease. But the good news is that |
feel great and | have good insurance coverage. |
t hi nk everyone should be entitled to the kind of
coverage |'ve had.

| was only granted four weeks of
|.V. treatnent, which did not help ne, and I had
t o change physici ans, because the physician | had
was doi ng cookbook-style treatnent, and she
referred nme to anot her doctor, an infectious

di sease doctor who was spoon-feeding her. So
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certainly I didn't want to go to himand waste ny
time to get the sanme news that | was cured when
wasn't.

|"ma registered nurse. |
graduated fromthe University of Bridgeport, and
| think because of ny background, |'ve been very
perceptive to the synptons. | detected it in ny
children, | detected it in ny parents. They
didn't listen to ne until they went to a lecture
on Lyne di sease.

But | just want to reiterate,
everyone should be entitled to good coverage, and
the ability to make deci si ons about your

heal t hcare with your physician are very
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inportant. |It's inportant not to you just for
your physical health, but your nental health and
your self-esteem

None of us -- or alnost none of us
wanted to be nedicated for Lyne disease but it's
necessary, it's a necessary evil. The
antibiotics can make you feel sick. You can feel
better after you' ve stopped taking antibiotics

because the antibiotics make you feel sick. That
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doesn't nean you didn't have Lynme di sease.

|"ve conme to a high |level of
recovery. | would say with the antibiotics | was
about 90 percent well after an undeterm ned
anmount of years with Lyne di sease. That deci sion
to cone off the antibiotics was not easy, but it
was sonet hing that ny physician and | di scussed
several tinmes over several nonths. W had trials
of stopping antibiotics, seeing how | felt.
Finally I got to a point where | was about 90
percent well and | pl ateaued, so that was for ne
an optimal tinme to discontinue the antibiotics.

Since then | took an
over-the-counter renedy, that is antimcrobial
it's not approved by any Lyne physician at all,

but it has helped ne, it has hel ped ot her people,
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and it's kept ne out of the doctor's office.
|"ve gotten ny independence back. And I'm here
not for nyself, not to boast about how good I
feel. 1'mhere to represent the people who have
not gotten well yet.

|"'mvery commtted to not just ny
famly but all these other people who are not

well, and 1'd like to see them all have the
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opportunity to perhaps achieve inproved health if

not a cure. Thank you very nuch.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Could I just ask you, Ms. Berentsen, you
menti oned that you were satisfied with your
insurer. Could you tell nme who it is?

MS. BERENTSEN. Well, actually
there were several changes, and | was very
nervous when | was | earning ny husband' s conpany
was changi ng coverage, but we've had Metro Health
and United Healthcare. They would only cover
four weeks of 1.V. fromwhat | understand, but
wi th consultation they woul d have extended it,

and that was from 1994 through 1996. Mst of ny
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treatnent was oral antibiotics, and not everyone

responds well to orals. Thank God | did.

ATTORNEY GENERAL BLUMENTHAL

Thank you.

(d appi ng.)
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ATTORNEY GENERAL BLUMENTHAL
Thank you very nmuch, M. Berentsen.

Brian and Cathy Morrissey.

M5. MORRI SSEY: Brian and Cat hy
Morrissey from W Iton, Connecticut. W're going
to let our children speak and we'll be very
brief, because for us this is a famly illness.

ATTORNEY GENERAL BLUMENTHAL: By
the way, | have received fromyou as you
i ndi cated, you would send to ne a fair anount of
material which we will make part of this record
if you would Iike.

M5. MORRI SSEY: Yes, please, thank
you.

KEVIN MORRI SSEY: M nane is
Kevin. | amin first grade. 1've had Lynme since
| was four years old and now | am seven years

ol d. It is bad because a kid can look fine |like
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me. They can play and be strong but it's hard
for themto say their brain is sticky if they
were |ike nme. Your head doesn't hurt but your
brain won't work. | had sone probl ens being good

in kindergarten but | took |lots of nedication and
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|"mdoing great in first grade. | am al nost al
better because of Dr. Phillips and Dr. Jones. |
know | will get all the way better if you can

help ny -- nme and ny doctors. Thank you.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Thank you, Kevi n.

BRI AN MORRI SSEY: M nane is Brian

Morrissey, I'"'m16. In ny own experience with
Lyne, 1've seen a serious effect on neurol ogical
synptons. | think the easiest things -- synptons

to pick up are always physical ones, and in ny
case | knew right away that | was experiencing
arthritis and fatigue. However, it was 18 nonths
after ny original diagnosis that | was di agnosed
with a wide range of cognitive problens,

i ncl udi ng nenory probl ens, dyslexia, word

retrieval, and poor concentration.
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| was always a bright student and
my grades were good and | scored well on the SAT

in 7th grade, but over the next three years ny
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academ c performance was extrenely inconsistent,
as ny arthritis and fatigued worsened as wel |.

| had to drop many honors courses
and was placed in special ed. Since then |I've
conme across at |east a dozen other students with
neur ol ogi cal conplications of Lyne just in ny
smal | high school, and many others that we've net
across the state. Like all aspects of Lyne
di sease, the neurol ogical manifestations are
extrenely difficult to pinpoint, and despite ny
school's accommodations, they really didn't know
how to help, but this is a relatively unexpl ored
di sease.

| was treated with nunerous oral,
I.V., and intranuscul ar therapies over two and a
hal f years by Dr. Jones. M condition slowy but
surely inproved, and | have been synptomfree for
the past seven nonths. 1'd |like to consider
myself a study in the benefit of long-ternm
treat nent.

| think this hearing today is

vitally inportant, and w thout the support of
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people like you, it isn't possible for the

average patient to find a diagnosis, treatnent,
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and nost inportantly, answers. The inportance of
the continuation of research and the ability of
physicians to treat the clinical synptons of this
di sease is the only possible hope that many
patients who have witten and spoken here today
have.

| thank you all for your tinme and

effort here today.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Thank you.

M SS MORRI SSEY: |'ve had Lyne for
four years. | suffer fromlight and sound
sensitivity, and sonetines | have to wear two
pairs of sunglasses. | have dizziness, |earning
probl ens, and in the past have experienced
par al ysi s, narcol epsy and novenent di sorders.

|'ve spent tine in a wheelchair
and m ssed nonths of school. |, like so many
ot hers, was m sdi agnosed, ridicul ed, and

abandoned by doctors who called ny problenr
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psychol ogi cal. Eventually long-termtreatnent
has hel ped nme to get back to school and achieve
an al nost normal life.

Just three nonths ago, | nade
hi ghest honor roll and was on the varsity swm
team However, now | suffer froma serious
rel apse. Because only a handful of doctors are
know edgeabl e about this disease, it is very
difficult for me to get help from neurol ogists,
even though it is clear to anyone that | arr
suffering froma brain infection

Lynme di sease is caused by a tick
so small it is alnost invisible. It causes
synptons that can be invisible. It is so
nmystifying that it is often invisible on tests.
The nunber of cases is underreported, meking it
more invisible. In away |I'mlucky, ny disease
is very visible to others, it is tangible and
real .

But all of the people who suffer
fromthis are real. Pain and suffering and sense
of loss are devastating and very, very real. W
are not just nunbers, but people in a real
famly, whose way of |life has died. W are

grieving and we need hel p.
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" m so thankful for the
opportunity to speak to you and hope that you
will help me, ny famly, our doctors, and all the

peopl e who suffer fromchronic Lynme. Thank you.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Thank you very nuch.

MR. MORRI SSEY: A ground swell of
people are finding thenselves victins of a
chronic debilitating often incurable illness that
the nost influential nenbers of the nedica
establ i shnment have told them absol utely does not
exist. Qur honetown is honme to scores of
famlies going through this terrible ordeal

M5. MORRI SSEY: Lyne and ot her
tick-borne illnesses are nysterious and
potentially serious, as our famly has | earned
the hard way. M sinformation about its
preval ence, severity, and chronicity account for
the illnesses in the five out of six nenbers of
our famly who are present here today.

We all contracted Lyne within 18

mont hs of nmoving to Wlton, which is a very
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hyperendem c area. Qur illnesses alnobst run the
whol e spectrum of Lyne di sease. M husband
devel oped a very classic case but was
undertreated and so became chronic.

At the other extrene, our daughter
Erin started out only with flu-1like synptons, was
eventual | y di agnosed, but given treatnent that
proved i nadequate. This has led to a four-year
ni ght mare of serious problens that include a
novenent di sorder, profound trouble w th thinking
and nenory, and pain throughout her body. She
has m ssed many nonths of school and spent tine
in a wheel chair.

The rest of us fall sonmewhere in
bet ween t hese extrenes, and we never woul d have
connected the subtle, disturbing behavior and
cognitive problens our boys were experiencing had
we not | earned about it fromErin. The nature of
this disease is such that it affects each person
differently, as evidenced here in ny own famly.

Doctors like Dr. Phillips and
Dr. Jones understand this, but know that
di agnosi s, treatnment, and care of Lyne disease
patients requires individualized tinme-consum ng,

conpassi onate care.
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The heal th insurance industry's
favored nmanaged cooki e cutter approach and the
establ i shment of uniform standardizati on of
treatnent is sinply unconscionable, especially
with new insights into the problem of coinfection
with other tick-borne illnesses, which, by the
way, several of our famly nmenbers have.

Al t hough our daughter is visibly
ill, we are no |l ess concerned for her brothers,
who suffer fromdifferent yet serious form of
brain infection. There is no guarantee for cure
for any of our children, which is absolutely
unaccept abl e to us.

We are deeply troubled by the
harassnent of our doctors who are brave enough to
fight the bureaucracy and treat. W believe that
funding for the study of tick-borne illnesses has
been i nappropriately skewed to rheumatol ogi sts,
when it is clear that in later stages this is a
brain infection. W do not believe that
r heumat ol ogi sts shoul d govern the research of
brain injured people such as our children.

lronically, we realize the only
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way to get the help we need is to becone

politically active to help bring about research
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for an effective cure for our famly.

MR. MORRI SSEY: As parents of
children with Lyne disease, it is extrenely
frustrating and di scouraging to deal with the
politics, the lack of understanding, and
conpassion in the medical community. Children
are often m sdi agnosed, their synptons di sm ssed
or belittled because they are not verbali zing
their synptons or the doctors explain them anway
as grow ng pains, stress, depression, anxiety, or
behavi oral issues.

Many | ocal physicians rely on
m sinformation that conmes out of Yale from
supposed experts on the subject. The danger here
is that these children often go undi agnosed or
m sdi agnosed for nonths or for years and devel op
serious neurol ogical problens that are nmuch nore
difficult to cure or control. Children are at
the greatest risk of tick-borne illnesses, they
pl ay outside at hone, school, and at friends'.
The outdoors is a great place for children to

expl ore and have fun, yet it was in such
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i nfected.

Qur greatest fear is that our
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three children with Lyne di sease will be
reinfected or that our one healthy daughter wll
becone infected. The vaccine currently being
devel oped is not for children under the age of

15. \What are parents to do? Can we risk
sentencing our children to a lifetinme of physical
and neurol ogi cal problens? What is being done to
save our nation's npst precious resource, your
children and m ne?

W were given perm ssion froma
friend to share some of his story. He believes
his previously healthy seven-year-old child died
froma tick bite sustained in the child s scalp.
In two days tine the child becane suddenly
| et hargi ¢ and began having sei zures. Tests taken
for Lyne were borderline, just short of arbitrary
standards set by those who dictate treatnent.

The child was placed in a nedically-induced coma
to control the seizures. The parents were faced

w th a maddeni ng range of di agnosis and suggested
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Mont hs | ater when we heard of the
case, we sent her to a physician know edgeabl e
about Lyne, who prescribed an appropriate and

reasonable treatnent, but it was al ready too
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| at e.

| nsurance was al so a problem and
the child died. Autopsy results failed to
identify any known cause of the child' s illness.

Qur friend has submtted the
private details of his account in the hope that
it will help our children. M. Blunenthal has
been given his conplete story.

M5. MORRI SSEY: We would like to
cl ose by reading an excerpt fromour friend' s
letter.

"Connecticut is honme to this
country's largest and nost influential insurance
firms, and it is also the state hardest hit by
tick-borne illnesses. Mst patients have been
told that their illnesses were not Lyne-rel ated.
| hope you will exam ne the facts, acknow edge
the uncertainty, consider the notivations of the

opposition and do the right thing."
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Thank you.
MR. MORRI SSEY: Thank you.
ATTORNEY GENERAL BLUVMENTHAL

Thank you.

(d appi ng.)
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ATTORNEY GENERAL BLUMENTHAL
Thank you very nuch.

Dolly Curtis.

M5. CURTIS: Thank you for your
pati ence and havi ng spent this whol e day, which
was | ong overdue.

My nanme is Dolly Curtis, |'ve
lived in Easton, Connecticut, for about 21
years. The town is | oaded with Lyne di sease
patients, but many of themdon't know t hey have
Lynme disease. |'ve also lived in Norwalk,
Connecticut, for about 12 years, so about
30-sone-odd years living in Connecticut.

I|"'ma New York City-born person
and | should have stayed there. | was diagnosed

in '91 and |'ve been battling infection ever
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since. It has been a |lot nore disabling than
had ever, ever dreaned. | was m sdiagnosed in
'91 by a dozen different doctors, and | sought
hel p i medi ately, because |'ma very active
person, and | didn't let a day go by that |
didn't try and get to a doctor to ask for help.
And sonet hi ng happened to ne that is different

than nostly what everyone el se spoke about, so |
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t hought | mght nmention it.

| was born with one foot that's
not normal, and for nost of ny life |I've been
able to get by. Wen the Lyne di sease attacked
my system it went right into ny foot, and |'ve
been told that it goes to the weakest part, so |
never, nor did Dr. Ligner [phonetic] or any other
speci alist put together the fact that | couldn't
wal k on ny left foot and that | had Lyne
di sease. It was very hard to put those two
t hi ngs toget her.

So I went naturally, eventually,
to the Hospital of Special Surgery in New York
City because | was in a wheelchair on and off,
and | was a nother of several children and an

active person and | was trying to find a way to



17
18
19
20
21
22
23
24

25

N

o o A~ W

10
11
12
13

14

continue to live ny life with nobility. And
ended up at Yale. This tine not in
rheumat ol ogy. |'ve been there too, but | ended
up with their orthopaedic people, and | just
thought it mght be a little shocking to let you
know that after three years, going back three
times because | couldn't walk on ny left foot,
and | had nentioned that | had been treated for

Lynme, they suggested that | have ny left foot
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anputated or part of ny left foot.

And | told themthey were crazy
and | eft, which annoyed the orthopaedi c surgeon
greatly that | didn't listen to his advice. And
| had been there three other tinmes, three years
in arow

Actual ly, the person that really
saved ny life was here today, her nane is Martha
Accol a [phonetic] And she was a physician's
assistant to Dr. Kenneth Ligner [phonetic], and
she told me not to | et anybody operate on ny foot
because ny foot was comng fromthe Lyne disease
spirochete. And actually | wasn't sure that she

was right, but it has turned out to be that she
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was correct.

So this disease, as you' ve heard
today, takes many different fornms. | have lots
of other synptons, | have many neurol ogic
synptons, but it seened at first with many
different relapses it comes back into that part
of ny body, ny left foot and ny hands.

| nyself produce a tel evision show
in about half of Connecticut, and | do this
w thout salary, so it makes ny life very

interesting and sort of it's a sacrifice not to
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have an incone, but |'ve been able to reach
t housands of people.

|"ve cone froma famly of very
socially active philanthropic backgrounds, so |
don't know what else to do. So what | have done
is, we didn't have hearings like this in the |ast
ei ght years, | have asked sone of the top
specialists in this Northeast to cone on
tel evi sion, which they have, w thout force, and
|'ve done the best | can to try to put forward to
the tel evision audi ence what | knew.

At first they were nore rel uctant,

but in the last few years they have been
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out spoken. And so there are many of us who have
tried to bring public awareness, and many of themr
sit in this roomtoday.

And one of the things | wanted to
mention that no one has nmentioned, is there has
al nost been in the Fairfield County area, no
public health awareness, it's all been done
t hrough volunteers like Mrrissey's famly or
mysel f or other people who have been running
support groups, C ndy Onorato. W have been
runni ng these groups for years, being there for

people who first get infected, trying to help.
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| nmust have at about this point
have answered a thousand phone calls in the |ast
ei ght years nyself personally, just trying to
direct people, and I'mnot a doctor, in sonme way
to give themsone affirmation that there is
help. So | amjust hoping that rather than
vol unteers |ike nyself and G ndy Onorato and
Morrisseys, that somewhere the governnent coul d
step into the Public Health Departnents and hel p
us educate the people, because honestly,

M. Blunmenthal, we have been doing it al
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ourselves for a long tine. But we have no
budgets, we just ask these doctors to cone and
speak, and they have been very gracious.

And then we hang up flyers and we
publicize it and 200 people will conme to an
address like that, so it's getting to be so many
people that it's very hard for us to handl e that
type of situation

| also wanted to say that |'ve had
no difficulty with insurance conpanies. | alnost
didn't want to say that today for fear that they
m ght red flag ne, because for eight years |
haven't had any real denial. | nean they have

denied ne if | want to see soneone out of
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network. | know | have to pay for that
out - of - pocket, but |'ve been | ucky enough that
|'ve been able to get HMO coverage.

| have a Lyne doctor within the
system so far so good, and |'ve been able to get
all ny medications paid, and |I've been on oral
nmedi cations and that's probably why.

So if there's one person and then
anot her person spoke, | just wanted to say | have

not -- | amfearful to say that, because |I nean
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if they read ny testinony and they say oops,

m ssed her, you know, go back to the conputer and

pull me off the list, there goes ny coverage.

| don't know if anyone nmentioned
this either today, but there has been a | ot of
famlies that have gotten divorced and broken
through this whole thing, and |I feel that many

phone calls |like that, where people have called

me and told nme that they just cannot |ive anynore

with the Lynme-infected spouse, and it's just nore

than they can handle, and I try -- nobody could
imgine what it's like tolive with this, so |
try in my own way to ask people to be nore
patient.

But | have seen famlies really
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just unwind. |'ve seen a few people go into
nursi ng hones, and we've had one person commt
sui cide that we know of in the | ower part of
Fairfield County, just very sad.

| really think it's a suburban
nightmare, that's what |'ve always called it.
And it's a little bit like polio, just like a

polio of the nineties, but nobody is paying
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attention. FDR, where are you? W don't have
anybody.

We have been waiting for a
weal thy, inportant celebrity to conme forward.
Paul Newman |ives about a mle and a half from
where we neet, support group site. | never neant
hi many harm but | was al ways hopi ng he woul d
get Lyne di sease and stand up and be counted, but
t he peopl e who have gotten Lyne di sease, the
runmor goes |ike Whody Allen, that fanous basebal
pl ayer, a few other people, | think they are so
afraid for their career, |ike Governor Witnman,
that they just don't want having the stigma of
bei ng attached to Lyne Di sease. W have had no
spokesperson [unintelligible] and they are quite
-- it's a very sad and i npressive story.

Nobody today either has nentioned
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the great risks that a person who is pregnant
takes while they are carrying a child. | think
it's an incredibly sad thing to think that we
haven't brought an awareness to people who woul d
be carrying a child and go to a Menorial Day
picnic or just for going to a famly picnic but

end up being bitten. It's just an easy thing to
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It doesn't -- | was -- it doesn't
hurt, you woul d never know, especially in My,
when the ticks are so small, June. It's a
nightmare. That parent can walk right into it
just by wal king across their front |awn, or
owni ng a dog or a cat, which the pets -- you
don't have to go outside. If you have a famly
pet, they bring the ticks inside.

And | think the whole country is
| ooking at us with a -- we are the heart of this
pr obl em because of Polly Murray and all her
cour ageous work, her book, and the Forschners,
and we really have the heart of what the whole
country sees as Lyne Di sease, because it's been
named after our state. And | don't knowif we're

doing the best job in helping the rest of the

country.
381
It's in every state now ot her than
Al aska and Hawaii, that | know, and it nakes you

wonder how. It's spread on many peopl e by birds,
but it is a thought; how has this spread across

the whole United States?
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| just feel that people don't
realize the risks that are around just wal ki ng
across to their mailbox, and it's a real risk,
and the children are at nost risk because they
are closest to the ground and ticks don't fly,
they are on the ground, and they crawl up bl ades
of grass, they are in your pachysandra.

And | just w sh everybody can give
alittle thought to their grandchildren or their
children or their own health because this is not
sonet hing that can be prevented. There has been
a lot of tal k about prevention, and those of us
that have Lyne are not so sure that -- yes, you
have to do tick checks, and | don't nean to nake
[ight of that, but this is really not sonething
that can be 100 percent prevented.

Atick is soinfinitesimally
small, it's just sonething that can happen to
you. You may not get any synptons at all at that

time. It could be six nonths, a year l|ater, the
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synptons cone on in nmany, nmany different ways.
As | said, with nme, | couldn't walk, and | had a
crippled foot to begin with, so everybody just

said well, you have a deforned foot, so, you
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know, what did you expect, you are 47 years old,
you' ve just been lucky until now.

Then the next thing is what, mgjor
surgery on your foot. And if it was com ng from
a spirochete, any surgery on ny foot wasn't going
to do any good.

So | thank you for taking --

ATTORNEY GENERAL BLUVENTHAL

Thank you very nuch.

M5. CURTIS: ~-- [unintelligible]
hours.

ATTORNEY GENERAL BLUMENTHAL
Thank you.

(C apping.)

ATTORNEY GENERAL BLUMENTHAL
Dr. Lionetti.

DR. LIONETTI: Thank you very
much. M nane is Anthony Lionetti, |'man
internist. I'mfromthe state of New Jersey,
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actually fromHam Iton, New Jersey. M sister is

a physician in the state and she lives in
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Burl i ngt on, Connecti cut.

| wanted to -- very quickly, |
wanted to submt sonme witten report -- a witten
comment about sone of the nore technical aspects
that were di scussed today by the various
experts. One thing, though, | want to cut to the
chase, and | think is very inportant in terns of
| ooki ng at the involvenent of the insurance
i ndustry in devel opnent of guidelines and
practice paraneters, which | think is the
greatest issue here, for diagnosis and treat nment
of this disease and perhaps other diseases, for
that matter.

One of the things that the nedica
pr of essi on has been | ooking at in this issue over
the past, 1'd say eight to nine years, as we try
to focus in on healthcare and decreasing cost and
maxi m zi ng benefits for patients, as Dr. Feder
has shown and di scussed to sone extent, however,
very inportantly, all of the literature that has
been written about this subject has stated that
no practice paraneters or guidelines should

really be witten unl ess observer bias is renoved
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fromthe evaluations that the paraneters are
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based on.

VWhat |'mtrying to say is, one of
the biggest issues in Lyne Disease is testing,
and the testing is indirect testing |ike the
ELI SAs and Western blots, which can tell you you
may have been exposed to the di sease but may not
prove that you have it currently are two good
tasks that are underutilized and had not been
used in any of these studies, such as ploanri's
[ phonetic] chain reaction, PCRs, which can prove
the person actively has the infection. That is
the gold standard-type test or culture where you
grow t he organi sm

St udi es based on the results of
patients who are di agnosed and treated using
either cultures or PCRs can't be used as a gold
standard, they sinply do not exist. The
i nsurance conpani es do not have really a correct
basis for establishing these guidelines or
paraneters, and that's why all these people here
are having so nuch trouble.

It's basically one where
physi ci ans who are outsiders, they need opinions

but they are not basing it on any gold standard
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where we have proven the infection, and they have
even worked to the point of denying the ability
to have access to the direct detection tests.
They have stated that PCRs are experinental.

The Col | ege of American
Pat hol ogi sts in 1988 conducted a clinical survey
of 16 | aboratories in the United States that do
PCR tests commercially. They have stated with
certainty that there is no problemwth false
positivity with PCRs, therefore they are not
consi dered experinental. They are actually being
rei nbursed by the insurance conpanies that if the
result is positive, they are not allow ng
treatment for patients.

Il will submt the rest in witing,
but | thought this was a very inportant point to
bring out now as you start to look at all the
data that you're getting and | ook and say, you
know, like the old story, where is the beef? The
beef is in the gold standard test, it's not
avai |l abl e yet.

The | ady had asked a question in
Connecticut, what is being done in terns of
research? There is no research being done using

a gold standard test of any sort. It is a
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rehashi ng of the observer bias of a group of

observers, physicians, scientists.

(Tape ends, then new tape begins.)

ATTORNEY GENERAL BLUVENTHAL
Carla -- I'msorry.

UNKNOMWN SPEAKER: |'Il keep this
really short because it's getting late. M son
is one of the unfortunates who is seronegative.
During the course of being diagnosed he had six
tests in several different |abs, including Yale,
over a period of three years. They were all
negative. However, he had a history of tick
bites. He had physical and neurol ogi cal synptons
of Lyne Di sease. He had exposure of living in a
hyperendem c area, canping in Lyne, Connecticut.
But we could not find a doctor in Connecticut who
woul d treat himor diagnose Lyne Di sease.

W went to the Lyne D sease
Foundation and they reconmmended a doctor in New
Jersey, who is currently still his doctor
Al t hough he m ssed a year of school he did
recover, and by 1996 he was doing well, both

academ cally and in sports.
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The doctor said well, let's stop
the antibiotics and see how he's doing. He'd
been on the antibiotics for three years at that
time. Things seened okay but then his teachers
noti ced he wasn't doing well anynore. He was
m ssing things on tests and just wasn't sharp
i ke he used to be, so we put himback on
antibiotics and his grades went back up. He is
currently in college, still on antibiotics,
getting a B average. He's extrenely fortunate.

So there are two things we know
for sure; the lab tests aren't reliable, and
antibiotics are not a sure cure.

Wiy are we told that the clinical
di agnosi s of Lyne Di sease nust be confirnmed by
| aboratory evidence? A cure is defined by faith
and 21 days of antibiotics. That's all. Thank

you.

(d appi ng.)

ATTORNEY GENERAL BLUVENTHAL
Thank you very nuch.

Carl a Sout hwi ck.
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M5. SOUTHW CK: Hi .
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ATTORNEY GENERAL BLUMENTHAL: Good
af t er noon.

M5. SOUTHWCK: M nane is Carla
Southwick. [I'mgoing to submt what ny testinony
isinwiting |later because ny famly tragedy is
so simlar to what |I've heard today. |'mso
enotional ly distraught just seeing what we've
suffered and continue to suffer played out in so
many other famlies.

W have -- 1'll just say that two
of ny children and nyself have chronic Lyne
di sease and all that goes with it. |It's just --
it's just been horrible and it's a huge tragedy
and nmade nuch worse -- the spirochetal illness
and the other coinfections we have woul d have
been enough to deal with, enough of a chall enge
without all this other nonsense that goes with
it, our delayed treatnent, our doctors have been
intimdated resulting in changes in doctors and
regi mens.

And ny children have been on

| ong-termtreatnent of | ow dose anti biotics,
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whi ch ny question to the conservative doctors
that put themon that was, | thought this was the

way that you -- if you wanted to devel op
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antibiotic imunity, what you do is give
low-term-- very | ow doses over a |ong period of
time, and that's what we've had.

Well, the result is ny children
have been out of school for several years, they

are just now trying to get back and their |ives

are -- | just never would have anticipated this
for ny children, and -- but I'"'mtoo enotional to
go into that. "Il just submt it.

| just want to read one quote.
This is fromMrk Cutner, Dr. Cutner, the
princi pal investigator of the National Institutes
of Health extramural chronic Lyme study which is
currently underway.

"These chronic Lyne patients are
in a condition worse than patients with
congestive heart failure. They are two and a
hal f standard devi ations fromnormal, anong the
nost deviant of any chronic illness.”

Thank you.

ATTORNEY GENERAL BLUMENTHAL
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Judy Ring or Jody Ri ng?
Any Kal af a?

Dawn St evens?
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That concludes the |ist that we
have here. 1|s there anyone whom|'ve m ssed?
Yes?

M5. FIELD: My nane is Anita
Field. | live in Southbury, Connecticut. | have
a 15-year old son who's been ill and out of the
school for the past two years. He becane ill
while we were living in Wlton. He started in
July of "97 with a flu and a rash on his chest.
He needed help to get up and walk to the
bat hroom to the bedroom He got over that in
about six or seven days, and around the end of
August, had such severe pain in his abdonmen that
he was doubling over.

| took himto the Enmergency Roomr
and the surgeon was called and they took him
i mredi ately and renoved his appendi x, and when
t he surgeon cane out of the operating suite, he

said to ne, if his pain continues, if | would
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seek sone ot her opinions, because his appendix is
normal but his pelvis is all inflaned. So I
asked himwho | should see, and he said probably
a gastroenterol ogi st, which we did.

From the end of August until the

begi nni ng of October, it was sinply back and

391

forth to the surgeon, back and forth to the

pedi atrician, and waiting for an appointnent with
the G specialist. No one could give us any
answer .

Danny was repeatedly given CAT
scans, thinking that m ght be | eakage from
surgery, there m ght be an abscess postop. There
was not hing. The night of surgery, the surgeon
was very concerned that Danny's appendi X was
about to rupture so he started himon [|. V.
antibiotics that night and continued to run then
until the next norning, when he was di scharged.

Danny started having really bad
seizures. He was collapsing. He could not go to
school. By the mddle of October we went to
Yale. W then saw soneone, a pediatric
r heumat ol ogi st, he told us Danny had rheumatic

arthritis, secondary to val [phonetic]
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i nflammation, and put himon 60 mlligrans of
Predni sone, which he stayed on.

Canme hone, he was on
anti-inflanmmatory drugs, he was seeing a G
specialist. He just continued to get worse until
i n Decenber he was havi ng sei zures that were

lasting two and a half to five hours, with the
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| ongest stretch being two hours in between and
then back to the seizures again. And this was
goi ng on 24 hours a day.

W went to the Emergency Room at
Norwal k Hospital and they admtted him ran sone
nore tests. Said they didn't know what was wrong
with him He could not wal k and they di scharged
hi m because they were very concerned about what
the i nsurance conpany would say if they kept him
there, because they didn't have a di agnosis.

So Danny was discharged. | had to
call a friend to help nme get himto the car and
out of the car into the house.

I n Decenber, we were at hone still
continuing two, three, four hours of seizures,

now two hours in between, and he was so bad that



17
18
19
20
21
22
23
24

25

N

o o A~ W

10
11
12
13
14

15

his head was flailing, his arns were flailing,
and all of a sudden |I noticed that Danny was
having a | ot of trouble breathing, so | called
t he anbul ance.

When t he anbul ance got there, they
told me he was in cardiac distress, he was in
respiratory distress, and they started |.V.
nor phine in the house. He was admitted to

Norwal k Hospital, he was seen by the
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gastroent erol ogi st .

Fortunately for the first tinme
that the doctor canme into the hospital, he saw
Danny havi ng sei zures and he stood there while
this child was flailing all over the bed and told
me this is not happeni ng because the tests are
proving it couldn't be happening. And he was
standing watching this child literally flailing
all over the hospital bed.

There happened to have been a
priest who is a very good friend visiting, and
stayed in the roomwhile the doctor was there and
Il will never -- it was the one hunorous thing
that's happened in this whole two-year

ni ght mare. \When the doctor left, he said to ne,
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You know, Anita, | amso glad | had ny collar
on. And | said, Wwy? He said, Because | would
have knocked himon his ass if | didn't. He said
how coul d anybody watch this, observe this and
| ook you straight in the eye and say it's not
happeni ng?

So we were in Norwal k, we had
al ready made the appointnent at Yale, and Danny
was transferred from-- he went honme for one day

or two days, | don't renenber. He went to Yale.
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Wi |l e he was bei ng exam ned by the doctors at
Yal e, he went into the seizures again. The
doctor at Yale admtted himto Yal e Hospital

i mredi ately, because she thought he had
sonet hi ng, probably an abscess that was about to
rupture. She put himinto the hospital at Yale,
they ran sone tests, they found not hing.

Two days |l ater, they wal ked into
the roomin the hospital and said to us that
Danny is crying out for help, that he has
enotional problens, that all tests were negative
and he needed psychiatric help. And I kind of

stood there and | ooked at her and | said, why do
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you believe this is psychiatric? She said
because all the tests are negative. | said, have
you run all the tests that are possible to run?
And she said yes.

And she said Danny is -- Danny had
been -- Danny got sick the sumrer he graduated
from grammar school, and prior to that he had
been on the student council, he helped wite the
school constitution, he was on the basket bal
team he was an incredibly active kid. He won
the president's award for maintaining a straight

A average fromfourth grade through eighth
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gr ade.

During all those years, Danny had
very severe asthma that required himto be in
intensive care repeatedly. Danny could m ss
easily two and three nonths of school. Wen he
was having difficulty with asthma, which usually
was started in the fall and would be triggered by
flu and carry right through the winter, through
the spring season, he m ssed nont hs of school.
He still went back to school and maintained a
straight A average with sonme B's. He graduated

wi th honors.
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And now the doctors at Yale were
telling ne that all of a sudden for sone
unexpl ai ned reason this child now had psychiatric
problenms. And | said, | don't agree with you.

But I'mnot going to | eave any stone unturned, so
we sought a psychiatrist.

The psychiatrist said, after
seeing Danny three or four tines, he wote a
report to Yale that Danny was a wel |l adjusted,
articulate, very bright, goal-oriented adol escent
who becane very depressed in direct relation to
t he amount of pain he was suffering.

So |l went to Yale with that and
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Yal e asked ne to see another psychiatrist. So |
said okay, fine, I'lIl see a second psychiatrist.
They want ed anot her opinion. Before we got to

t he second psychiatrist, Danny had gone
continuously -- the kid was in continuous
horrendous pain, and finally one Saturday
nmorning, and | believe it was |ike January or
February, after 10 adm ssions to the hospital he
had had since August of that year, he just gave

up. He just gave up. And he said to ne, no
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matter what | do, it gets worse, and on top of
that, they don't believe me. They think that it
is in ny head.

And | said well, we're just going
to have to keep trying. He said, Mom the
medi ci nes are not hel ping. The doctors aren't
hel pi ng, and the psychiatrist said that |'m
enotionally stable, and that he coul dn't
understand that | would be feeling down.

So he refused to take his
medi cine. And as the days went on, he becane
grossly depressed. | took himup to the
Emer gency Room at Yal e and the one doctor up
t here who was seeing him who he | really think

beli eved that Danny was physically ill, was a
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fellow -- and he was the one that nmet Danny in
t he Emergency Room that night. He spent from
8:00 at night on a Saturday night until 2:00 in
t he norning on the phone arguing with the
I nsurance conpany.

| could hear him scream ng at themr
that this kid was having gross spasns. He was
havi ng very serious seizures, he needed to be

admtted, and they would not allow himto be



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

adm tted.

So finally around 1:00 in the
nmorning he came in to nme and called ne out in the
hal l way and he said, Anita, Danny can't go hone,
he's too sick. He is just too sick. He said,
he's already gone into cardiac distress once. He
needs to be nearby. |I'mgoing to try, if you'l
allowne, to get himadmtted to the psych ward.
And | asked himwhat that neant, and he said it
means he's here. If he gets into any kind of
serious distress, he's right here.

So he called the insurance conpany
back again, and after an hour of scream ng, they
said that they would allow Danny to be adm tted
to Yale Psychiatric Institute providing he was

brought in by anbul ance. Danny was right in the
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Emer gency Room right there, and the doctor
argued and argued and argued, and finally he
agreed, and they had to take Danny on a stretcher
out of the Energency Roominto an amnbul ance,
because he was i ncapabl e of wal king, ride around
the bl ock, and admt himin the psychiatrist

institute at Yal e.
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That was Saturday. He finally --
| left Danny there at 2:00 Sunday norning. At
m dni ght Sunday night, | got a phone call from
the attending psychiatrist. Danny had been
seizuring [sic] for 50 m nutes, was not
respondi ng, wasn't answering questions, and the
psychiatrist said to nme, he does not bel ong on
the psychiatrist floor, he belongs on a nedical
floor, what kind of a nother are you.

| said, I'mthe kind of nother who
can't fight the insurance conpany, | can't do it,
they won't allow himto be admtted to a nedical
floor. | said |l just -- | couldn't afford to pay
for Yale w thout insurance, and | would rather
have himthere where at |east there are doctors
avai | abl e than at hone where there are no doctors
avai | abl e.

And he said to ne, if you were a
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good not her, you wouldn't care about noney. And
| said well, if you were a good doctor, you

woul dn't care about noney either, you' d pay for
your patients' care. | said, you want to be a
really good doctor, you foot the bill. And when

t he t housands upon thousands cone in, you pay for
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them He said well, | can't do that. | said
well, neither can |. He said, well, Danny
doesn't belong here. That was Sunday at

m dni ght .

Monday nmorning | got a call from
Yal e. The insurance conpany said that Danny had
to | eave because he had no psychiatric problens,
he was physically ill, and they had requested
that Danny be admtted to the hospital, and the
I nsurance conpany said no, so he canme hone.

W conti nued and continued and
continued and Yal e kept insisting that there had
to be a psychiatric problem the doctors that
wer e seeing Danny.

W went to a third psychiatrist.
The third psychiatrist, sane thing, articulate,
bright, goal-oriented, perfectly well adjusted
young man. | went back to Yale with that. They

asked for a fourth opinion. And | said no. |
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said absolutely not. | said you want nme to keep
seeing psychiatrists until finally sonmebody
agrees with you that this kid doesn't have a

physi cal problem | said you' ve had three
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opi nions, one of which was right out of Yale, |I'nm
not having this kid go again.

It was incredibly difficult for
Danny to walk. He is five, nine and he wei ghs
160 pounds. | can't carry him | said each trip
to a doctor is a nightmare for nme and for Danny.
So | would not do that. | told them!| wouldn't
do that. | told them!|l was going to start
seeki ng hel p el sewhere, because | felt we had
just cone to a dead end with them and they
deci ded they wanted nme to have Danny tested for
mlk allergy. And | said why? They said because
Danny presents with a lot of G synptons, mlk
allergy can be very difficult to diagnose and
cause these synptons.

| said okay, fine. | had hinm
tested, it was negative. | called themon the
phone, and | said it's negative. They said we
still want you to continue with our allergist,
and | said why, the tests are negative. And she

said to me, because the tests aren't valid with
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mlk allergy affecting the G tract, they can
often be negative and it doesn't mean anyt hing.

| said but if a Lyne test is negative, then it's
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really negative, but if a mlk allergy test is
negative, it really could be positive? | said
don't you see how inconsistent you are? She

t hanked ne, told ne she could no | onger help ne.

One day later | got a phone cal
froma woman who introduced herself as the social
wor ker at Yale. And she was on Danny's case and
consulting wwth the doctors. | said okay. She
said, | understand you're not comng to have
Danny checked for mlk allergy, and |I said no,
I"'mnot. And she said, can you give ne a
reason? | said, because Danny has been a highly
asthmatic child since he was three. He has been
tested and retested. He has never turned up a
food allergy ever. |It's all environnmental. And
| said, the last test that you did said it was
negative. He does not have a mlk allergy.

And she says well, | just want you
to be aware, Ms. Field, that if you decide to
pursue other things and we feel that it's not
adequate treatnent, we can and wll take |egal

action. And | said, what kind of |egal action?

402

And she said to ne, well, if we feel you are not
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gi ving your child proper nedical care, we have

every right and the obligation to go to the

courts and get your child proper nedical care.
| mean I'milrish, and you don't

talk that way, to this Irishman anyway, and nobst

of the Irish people I know | flipped. And I
said, I'd invite you, | dare you. | absolutely
dare you to say you are going to take -- | said,

who do you think you' re dealing with up there?
Who do you think you're dealing with? | am
Danny's nother. |'m Danny's advocate, SO no one
besi des ny husband and | will make those
decisions. And she said, if you pursue this, you
know, your insurance conpany can refuse to cover

you, and we are in contact with the insurance

conpani es.

| couldn't believe she was saying
it. | said, | dare you. | absolutely dare you
| said, | want in witing fromyou that you have

a firmdiagnosis for Danny that can be proven and
|"mrefusing it. And then | dare you to take ne
into court. | said, I would love to go into
court and describe what's gone on in this place

called Yale up here. Danny was repeatedly told
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he had a psychiatric problem even though
psychi atrists kept telling himhe didn't.

W |left Yale. W went back to ny
own primary care doctor, Danny's pediatrician in
Wlton, and he said Anita, | want Danny on
antibiotics, Danny has Lyne. And he said, | have
dozens of kids like this and Yale consistently
sends them back sayi ng psychiatric problem they
need counseling, overachiever, too nuch stress,
parents that are too demanding. He said all of a
sudden | have a ton of kids who are well
adj usted, healthy achievers who Yale is telling
me all now need psychiatric help. And then the
other problemis fighting the insurance conpanies
to get the treatnent.

ATTORNEY GENERAL BLUMENTHAL: \Was
he put on antibiotics?

MS. FIELD: Danny was on |. V.
antibiotics fromJune until Septenber. He cane
of f in Septenber.

ATTORNEY GENERAL BLUVENTHAL
Septenber of this year? How is he doi ng now?

M5. FIELD: Septenber of this
year, and was doing pretty terrible. Horrible.

He did pretty well for about three weeks and then
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he crashed again. He was all
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back to school. | nmean this kid was accepted

into the --

ATTORNEY GENERAL BLUMENTHAL

Coul d you do nme a favor? Could you

put this --

perhaps give ne a letter or -- | don't think

you' ve signed up so we don't have your nane.

M5. FIELD: Yeah, | did sign up

but | don't know.

ATTORNEY CENERAL BLUMENTHAL: | f

you could just give us your

get back in touch with you

M5. FIELD: 'l tell

name and so we can

you

honestly, | found, naybe because Danny didn't

stay on |.V. long enough, Danny is now on oral

antibiotics, that he definitely has had a brain

SPECT and better than half of his brain is

abnormal. He cannot go to school.

fromwhat Wlton called their gifted student to a

He's gone

kid who can't even wite a sinple sentence. He

can't watch a novi e because he can't

concentrat e.

| live in fear that sonehow

soneday, the insurance conpanies are going to

start saying we wl|l

no | onger cover

Danny, but

exci ted about going
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found Yale far, far intimdating --

ATTORNEY GENERAL BLUMENTHAL: Have
you been covered so far?

MS. FIELD: | have PHS and they
have covered --

ATTORNEY GENERAL BLUMENTHAL:  You
have PHS?

M5. FIELD: Yeah. They covered
the antibiotic therapy, they have been wonderful
with me on the phone. M biggest problem was
Yal e, because when Yale couldn't come up with an
answer and | started saying |I'm goi ng el sewhere,
they used every tactic in the book to intimdate
me into doing what they wanted, even though they
couldn't offer a valid reason. And when they saw
that | was furious and I would have |oved to go
into court, which | really wouldn't have, but I
was really angry, they backed off and left nme
al one.

ATTORNEY GENERAL BLUMENTHAL: We
real ly appreciate your being here today, we do.
M5. FIELD: Ckay.

ATTORNEY GENERAL BLUMENTHAL: And

if you could just |eave your nanme, we'll be back
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Thank you all very much. W
appreci ate your participation, your help, and you
have given us really an enornous service, and
many ot her peopl e who have suffered the sane kind
of fate that many have descri bed here today.
Thank you very nuch.

AUDI ENCE: Thank you for listening

to us.

(d appi ng.)

(End of hearing.)
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CERTI FI CATE

|, LEE ANN BI ANCUCCI, LSR 224, RPR, do
hereby certify that the foregoing 408 pages of a
Publ ic Hearing on I nsurance Coverage of Lyne
Di sease, which was held at the Legislative Ofice
Building in Hartford, Connecticut, on February
24, 1999, is a true and accurate transcription of
the cassette tape-recordings provided to ne, to

t he best of ny know edge and ability.

Lee Ann Bi ancucci, LSR 224, RPR
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