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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
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21

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



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

25

10

11

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
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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

31

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



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

25

g A W

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
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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 a