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CHAI RMAN OLI VER: This meeting will now
to order.

Good nor ni ng.

The members will introduce thenselves,
starting frommy far right.

REPRESENTATI VE MANDERI NO: Good mor ni ng.
Kat hy Manderi no, representing parts of Phil adelp
and Montgomery Counti es.

REPRESENTATI VE TAYLOR: Representative J
Tayl or, from Phil adel phi a.

MS. BAROWSKI : Val eri e Barowski, anal yst
House Health and Human Services Commttee.

REPRESENTATI VE KENNEY: George Kenney,
Republ i can Chairman, representing different part
Phi | adel phia and Montgomery Counti es.

CHAI RMAN OLI VER: Frank O iver, majority
Chai rman, Representative from Phil adel phi a,
195th District.

MR. M TCHELL: Stan Mtchell, staff.

REPRESENTATI VE BI SHOP: Loui se Bi shop

come

hi a

ohn

s of

representing Phil adel phia, the 192, Wnnefield and

Over br ook.
CHAI RMAN OLI VER: Thank you very nuch.
Today's public hearing will be pertainin

House Bill 98. W, do have the prime sponsor of

g to

t he
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| egi sl ati on here, Representative WII|iam Adol ph, who
will certainly appear before this commttee at this
time. Thank you very much.

Representative, you may proceed.

REPRESENTATI VE ADOL PH: Thank you, M.
Chai r man.

Good nor ni ng.

Chairman O iver, Chairmn Kenney, nmenbers of
the Health and Human Services Commttee, | want to
t hank you, nunber one, for this opportunity to
testify today and for giving us an opportunity to
have a public hearing on House Bill 98. | really
appreci ate that.

Epi | epsy, for those menbers that may or may
not know, is the most conmmon neurol ogical condition
in children. In fact, it is the third | eading
condition just behind Alzheimer's and stroke. There
are over 3 mllion people in the United States that
have some form of epilepsy, and over 30 percent of
t hose fol ks are under the age of 18.

House Bill 98 would sinply amend Section 3
of the Generic Equivalent Drug Law by adding that a
pharmaci st may not interchange an antiepileptic drug
wi t hout prior notification of and the signed,

i nformed consent of such interchange fromthe
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prescri bing physician and patient or |egal guardi an.

What this really means is that a pharmaci st
may not change one brand name with another brand
name, a brand name for another generic drug, or for
that matter, a generic drug with another generic drug
wi t hout prior notification and consent from both the
prescribing doctor and the patient.

It seems |ike a very sinple | aw, okay? And
| think the folks that are going to follow me
testifying will go into nmore detail regarding some of
t he consequences and sone of the results that they
see out there when a pharmaci st changes the
prescription froma generic to a generic without
first notifying the neurol ogist.

| feel that with the passage of House Bil

98, it will affect actually thousands of people in
t he Commonweal th and i mprove their quality of life.
So wi thout further ado, | would like to |et

the experts of this legislation testify in front of
this commttee. Thank you for this opportunity.
CHAI RMAN OLI VER: Thank you very nuch.
REPRESENTATI VE ADOLPH: Thank you, M.
Chai r man.
CHAI RMAN OLI VER: Any questions?

Represent ati ve Manderi no.
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REPRESENTATI VE MANDERI NO: Thank you

Bill, I just want to, because | do not want
to presume that the experts will know the current
status of the law;, they know their issue.

REPRESENTATI VE ADOL PH: Yes.

REPRESENTATI VE MANDERI NC: Under the current
law, if a doctor fills out a prescription and they
put a brand name down and they check on the bottom of
the form "no substitution”™ -- or | don't know what it
says, "brand name necessary” or "no substitution" --
| am assum ng that the only difference between the
current status of the | aw and what your bill is
asking us to do is that you are addi ng not just
physician consent, which |I believe exists now, but
pati ent consent as well.

Am | correct that the only change to the
current status of law that you are asking for is
patient written consent as well, or is there nmore to
your change to current |aw | anguage than |I'm
under st andi ng?

REPRESENTATI VE ADOLPH: You are correct.
Addi ng the patient would be new, okay? However, |
believe that there also would be a change regarding
t he generic to generic, okay?

And for some reason -- and there are going
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to be patients testifying, | understand, |ater, who
will tell you what is going on out there. | know
that there's a check mark that the doctors are
supposed to be signing as they are prescribing the
medi ci ne, and for whatever the reason is, and | have
been told that there is a little flaw in the | aw and
t here has been some serious consequences as a result
of this breakdown in the current |law, and this would
tighten it up and prevent these types of seizures
from taking place.

REPRESENTATI VE MANDERI NO: Okay. So if |
may, just one follow-up.

The tightening up of the |law that you are
suggesting is for all substitutions or just
substitutions for antiepilepsy drugs?

REPRESENTATI VE ADOLPH: Just antiepileptic
drugs.

REPRESENTATI VE MANDERI NO: Okay. SO0 someone
el se may say that the flaw in the current |aw exists
for more than just antiepilepsy drugs. It is just
that your bill is trying to cure it for only
antiepil epsy drugs.

REPRESENTATI VE ADOLPH: That is correct.

REPRESENTATI VE MANDERI NO: Thank you, M.

Chai r man.
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REPRESENTATI VE ADOLPH: Any ot her questions?

CHAlI RMAN OLI VER: Thank you very much,
Represent ati ve Adol ph.

The Chair al so recognizes the appearance of
Representative Smth.

The next schedul ed person to testify will be
Judy Painter, who is the Executive Director of the
Epi | epsy Foundati on for Western/ Central Pennsylvani a.
You may proceed.

MS. PAI NTER: Thank you.

Good mor ni ng. My name is Judy Painter, and
| am here this norning representing the Epil epsy
Foundati on organi zati ons i n Pennsyl vani a.

Our organi zations provide support,
education, and services to the more than 120, 000
Pennsyl vani ans and famlies who live with seizures
every day.

The Epil epsy Foundation Western/ Central
Pennsyl vania and the Epil epsy Foundati on Eastern
Pennsyl vania -- Jeanette Chelius, representing the
Eastern Pennsylvania -- are the only two agencies in
our State solely dedicated to protecting and
advancing the interests of people with epilepsy.

We are here this morning to ask for your

careful consideration of an issue that affects
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virtually all seizure patients, children and adults
al i ke.

| want to begin by thanking the menbers of
t he House Health and Human Services Comm ttee for
taking the time to | earn nore about epil epsy, about
how nmedi cations affect those coping with seizures,
and about how seizure patients are affected by the
way i n which various medications are di spensed by
| ocal pharmaci es.

We owe a special debt of gratitude to
Representative Bill Adol ph, who is the prime sponsor
of House Bill 98. This pharmacy issue is critically
i mportant to people who take anticonvul sant drugs,
but it can be a conmplex problem and we thank
Representative Adol ph for taking a | eadership role in
addressing this issue.

You will hear a | ot today about breakthrough
sei zures and epil epsy drugs. You are likely to hear
some technical discussion about regulations and
clinical issues as well. | am certain you will hear
t hat generic drugs are "the same" as the branded
product.

| want to talk to you about the very
personal, very human aspects of this issue, and nost

i mportantly, | want to drive home the point that in
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t he case of
generi c does not mean

Li ke many Anmericans,
seen a seizure. | want

has a clear idea in our

medi cati ons used to control

to be sure that

m nd of what it

sei zures,

"the sanme."

per haps you have never
each of us

means to have

a seizure, and | al so want

to encourage you to keep

in m nd what

happens to a person who is having a

sei zure.

| have a very brief video | would like to

share with you, but first to the parent and the

person who definitely asked to be excused while we
show this video.
(A video presentation was given):

MS. McVEY: This man is currently having a

compl ex partial seizure. Ri ght now he is not aware

of his actions or novement or responding to people.

The seizure is starting at the face and shoul der and

it will spread throughout the rest of his body

momentarily.
He is now convulsing in his entire body.

Anyone that has this type of seizure, they can | ose

bl adder and bowel control; they can bite their

tongue. They usually last about 1 to 2 m nutes. | t

becomes an emergency at 20 m nutes when breakdowns

can occur.
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This little boy is having an absence
sei zure. | f you watch the face, he is in and out of
consci ousness. These seizures only |ast about 5 to
10 seconds, but they can affect his alertness and his
ability to concentrate for the rest of the day. He
is not aware he is having seizures, but he is.

This little boy has nmyoclonic jerk seizures.
You will see that his arms jerk forward during the
sei zure. It usually happens in the form of clusters.
He is aware that it is happening, so it is very
frightening to him He may | ose whatever he may have
been hol di ng, but he won't | ose consciousness during
this seizure. He can also jerk in the |legs as well.

And finally, this man has atonic or
drop-attack seizures. You will see himdrop forward,
head first. Obviously, the emergency here is the
head injury that can occur.

Thank you

MS. PAI NTER: Thank you, Patti.

Those are just some types of seizures. As
you hear testimony today, | would ask that you keep
t hese i mages in m nd.

What you have just seen is the undisputable
truth about what happens when a person has a seizure.

Anytime a person has a seizure, that person is in
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j eopardy of injury, and in sonme cases, even death.

Those at greatest risk are patients whose
seizures are currently controlled. There are
approximately 120,000 Pennsyl vani ans with epil epsy.
Of those 120,000, 70 percent have control because of
medi cati on.

Can you i magi ne being a patient or the
parent of a child who thinks this condition is
controlled by medication? |[|magine you or your child
has been seizure free for many years, and then one
day you are blindsided by a breakthrough seizure.

| f you are an adult in Pennsylvania, you
i mmedi ately | ose your driver's license and possibly
your job. Your i ndependence is gone, and you are no
| onger able to provide for your famly the way you
were the day before. As a child, there are constant
struggles with school, friends, and confidence.

Now i magi ne finding that the reason you or
your child had a breakthrough seizure is because your
pharmacy changes your medi cati on.

The problem as we now understand it in
| ayman's ternms, is that the Food and Drug
Adm nistration's rules allow for differences in the
formul ation of all medicines that are | abel ed as

generi c equival ents. | will defer to our medical
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experts to explain this issue |later.

| want to make it very, very clear that what
we are seeking as a renmedy to this problemis not a
mandate for the use of brand-name drugs.

The Epil epsy Foundation, both nationally and
| ocally, has al ways recogni zed the benefits of using
generi c drugs. Our organi zation has never advocated
for a mandate on the use of brand-name epil epsy
drugs, and we have al ways encouraged patients to take
advant age of generic medications whenever possible.
Agai n, our position is that epil epsy patients deserve
initial and continued access to all potenti al
treatments for seizures.

The problenms related to this issue occur
when a pharmacy substitutes a generic medication for
a brand-name drug. It al so occurs when a pharmacy
i nterchanges one generic medication for another from
a different supplier.

There are many men and wonen who will be
com ng back fromlraq with Traumatic Brain Injury who
will devel op seizures in the next 4 or 5 years.
Studi es show us that 50 percent of veterans returning
from Vietnam with TBlI experience a seizure within the
first 5 years. Our veterans don't deserve to fight

anot her war against the pharmacy and the insurance
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company to remain seizure free.

Anot her study suggests that children who
have seizures as infants are 15 percent nore |ikely
to develop autismlater in life. Any parent of a
child with autismwll tell you that the |ast issue
they need to worry about is a breakthrough seizure
due to medi cati on.

Epi | epsy patients in Pennsylvania nust be
protected. OQur primary position on this issue is
very sinmple: W believe that once a patient achieves
seizure control, nothing should interfere wth,
change, or limt the patient's access to that
treatnment. And if there is anything that could
change or affect the treatment, then the patient and
t he physician should be notified and given the
opportunity to carefully consider the potenti al
i mpact of that change.

The other thing I wanted to note was that
Senat or Kennedy had a seizure over the weekend. The
whole famly came to see him He was life-flighted
to a hospital. | think he had two seizures.

| well remember when Chief Justice Roberts
had his seizure. You know, the press constantly
t al ked about the fact, is he still going to be able

to be Chief Justice? There is still so much stigm
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attached to people having seizures that a | ot of
peopl e do not talk about it.

You probably are wondering, you know, why
there isn't nore mlitancy about this happening and
peopl e tal king about it, and the reason i s, nost
people won't talk about thenmsel ves having epil epsy.
And the other thing is, most doctors will tell them
t hat they have a seizure disorder. So now what they
are doing with the children who are autistic is
saying that they have a seizure disorder. But what
we are really trying to talk about is the
antiepileptic drugs that are used to treat seizures.

And | want to thank you so much for taking
the time to listen to what we had to say this
mor ni ng.

CHAI RMAN OLI VER: Thank you very nuch.

Any questions from any of the members?

| f not, thank you so much for appearing
t oday before this committee.

MS. PAI NTER: Thank you.

CHAI RMAN OLI VER: The next schedul ed persons
to testify will be Diane Smth, who is a parent, and
Laura Little, also a parent.

And who m ght you be?

MRS. SM TH: | "' m Di ane Smt h. Good nor ni ng.
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CHAI RMAN OLI VER: Good nor ni ng.

MRS. SM TH: Well, good norning. | am
Di ane Smth, and | have had epil epsy for 40 years.

| stand before you in prayer to represent ny
brothers and sisters who may not be as bl essed as |
am this norning, who may not be able to speak the way
| can, so | thank you for this mment.

| come here today to share ny story and ny
strong support for House Bill 98. My story begins as
| had my prescription refilled at our | ocal pharmacy
in October of 'O07. My seizure medication allowed me
to be seizure free for several years.

Picking up my prescription order at our
| ocal pharmacy, my husband believed he was given ny
brand prescription, as usual. | nst ead, he was given
t he generic Oxcarbazepine. W remained ignorant to
the fact that that generic had now been di spensed
because we recently changed our prescription plans
due to increased health costs in the sanme year.

Thi s purchase showed no difference in copay,
and no di scussion of a drug substitution took place.
No special |abel was on the bottle saying a change
was made, and the pills even | ooked the same. They
were oval and they were yell ow.

Of course, ny illness took some time for me
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to notice. It began with increased petite mal

sei zures. My diet and the time | took the medication
never changed. | began to search for anything that

m ght be a further reason why.

A few weeks | ater, at work, | had a grand
mal seizure, in front of customers at ny job. | was
rushed to the hospital in an ambul ance. You can
i mgi ne I was shocked when the nurse pulled the
bottle frommy purse and we found that, yes, indeed,
| was on a generic drug. W were so upset, |
reported CVS on the Internet, and | even pl aced
complaints to them

Every disability may inpose a |ife of
chal | enge. Those wi t hout one may never truly
appreci ate what others go through just to acconplish
normal activities. Forty years of epilepsy, with the
ri ght seizure medicine, has allowed ne to make a
choice, a choice to not be disabl ed.

| am a mot her of three, | have been a
financial manager for 20 years, but | am humbled to
t hi s di sease.

| will conclude this morning by mentioning
t hat some savings are not what they may seem CVS
was approached weeks | ater and told that we needed

brand specific. That same pharmacy argued with nmy
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husband that we should select a generic.

When my husband shared our story, he didn't
hear from the pharmaci st that they were sorry that
t hose things had happened to us; we were told that it
was | egal and that the State of Pennsylvania woul d
never allow such an incident to occur. Looki ng back,
l'"'mstill wondering what that statement meant.

| think I have the right to be informed as a
patient, especially with something that directly

affects nmy life, nmy famly, and others that surround

me. | hated those seizures, but | believe |I hated
more that | frightened those that surrounded ne. [ m
still affected by the financial burden and the

emoti onal burden that surrounded that event, but |
will recover.

|'m 46 years old, and yes, | made a choi ce.
| made a choice to not be disabled. There may be
cost savings for some by switching medications, but
it should never come at the risk of the patient. I
hope you feel the same, and | thank you for your
consi der ati on.

Thank you

CHAI RMAN OLI VER: Thank you very nuch.

Any questions from any of the members?

I f not, thank you very nuch for testifying
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t hi s norning.

You may proceed, Ms. Little.

MRS. LITTLE: Good morning. Thank you, M.
Chai r man.

My name is Laura Little, and ny daughter,

Al exandra, has had epil epsy since she was 3 years
old. She is now 10.

Al exandra has tonic-clonic seizures. Sonme
people call them grand mal seizures. \When she
sei zes, she has massive convul sions where she
literally bounces off the floor. She foans at the
mout h; her arms and her |legs stiffen; she gets an
irregul ar heartbeat and shall ow breath. Alexandra is
unresponsive to my touch or to my voice. This is
then foll owed by Al exandra turning white, she
stares at the ceiling, and then becomes linmp |like a
rag dol | .

In 2004, while she was foam ng at the mouth,
her airway was bl ocked and she al most died going into
respiratory arrest. Al exandra suffered through
seizures over 75 times within the first 60 days of
onset. | can't even begin to guess how many she has
suffered through in the last 7 years, as we have
stopped counti ng. Her seizures can | ast several

m nutes or they can go on as |long as an hour.
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Al exandra is very unique in that she only
sei zes when she sleeps. As a result, ny husband and
| take shifts when she sl eeps at night. | take the
first shift from?7 to 11 p.m ; nmy husband takes the
| onger shift from 11 to 5:30 a.m, and then | resune
at 5:30 to 8 a.m My husband does better without
sl eep, so he takes the |onger shift. W have been
doing this every single night for the |last 6 years.

We have had Al exandra eval uated by seven
different neurol ogists at five different
institutions, including Penn State, Children's
Hospital of Phil adel phia, the Cleveland Clinic, the
Mam |Institute for Children, and currently, the nost
successful of the group, Wellspan Neurol ogy of York.
No one can tell us what has caused this disorder, and
t he doctors have no idea if she will ever recover

The seizures affect every aspect of
Al exandra's life. She has extreme speech and
| anguage difficulties, and her notor skills are very
awkward and cl umsy. She could read and write when
she was 4 years old, but she no longer has these
abilities due to the seizures. And | will tell you
she's probably the only 10-year-old out there who has
never seen fireworks or never played a video gane.

This is what we deal with on a routine
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basi s, but you need to understand that it gets worse
wi th medi cati on changes.

Every time Al exandra has a medication
change, we can expect a seizure. \When the doctor
gets frustrated with the lack of efficacy of one
drug, they switch her to another. W pay extra close
attention all night to catch a seizure as soon as
possi bl e.

The doctor has given us prescriptions for
Di astat, which is what this us. This is basically a
rectal injection of Valium and it is to stop the
seizure. Vhen |I'm home al one by nyself, this is a
ni ght mar e. You need to imgine a girl flopping up
and down. | have to literally lie down on top of
her . | have to insert this tip into her rectum
wi t hout perforating her rectumto give her the
medi cati on. It is very, very difficult to do.

You need to understand that seizures induce
more seizures, so it is extremely, extrenely
i mportant to stop them as quickly as possible. W
know to pay extra attention when we know about
medi cation changes, but if we don't know about a
change or if nmy doctor has not informed me of a
change, we could be caught off guard.

From what | understand, the pharmacist is
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supposed to notify the patient if a branded

medi cati on has been changed to a generic or from one
form of drug to another. This may be what the rules
are on paper, but | can tell you firsthand that is

not what happens.

| should tell you that | have an excell ent
rapport with my pharmacist. They know all about
Al exandra, and with that said, | will tell you that

when | went to go pick up ny daughter's prescription,
had noticed that her Lam ctal had changed shape. Now

she takes a tubal Lamctal, which is now in generic

form It went from a square shape to an elliptica
shape. | thought we were given someone else's

medi cation in error. | was then told that the

Lam ctal was now generic. | called my doctor, and he
was not informed. If I wouldn't have noticed that

t his was changed on nmy own, | would have never been

notified. Somebody needs to tell us when these kinds
of changes take pl ace.

We are fully aware that generic medications
are |l ess costly to us and to our insurance conpany
and that they are nore profitable for a pharmacy to
di spense versus a brand drug, but the costs in the
long run are nmore in that | am spendi ng nmore nmoney on

t hese syringes, nore nmoney on ER department visits,
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doctor visits, and lab visits to get my daughter's
bl ood | evel drawn. The costs outwei gh the savings,
and of course the unnecessary trauma to my daughter,
in my opinion, is unconscionable.

Anti sei zure medications are extrenely
sensitive and have different affects on different
types of people. Antiseizure meds are not |ike
prescribing a cholesterol reducer. A branded drug
and a generic drug m ght reduce a cholesterol |evel a
few points, but antiseizure medications are not |ike
that. One antiseizure drug will not necessarily
prevent a seizure and have the same affect as
anot her.

I n addition, Alexandra is on multiple
medi cati ons. My doctor and | need to know about the
medi cati on changes, as the new drug may interact with
t he other medications that she's already on.

Furt hernmore, as you know, every medication
has a different side-effect profile. How am |
supposed to help her if I don't know what's going on?

In conclusion, if you remenmber nothing else
t oday, please remenber this: 1 child in every 100
suffers from epil epsy. This is the most preval ent
pedi atric neurol ogical disorder in our country, even

more preval ent than autism which occurs in 1 out of
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every 150.

Wth respect to our State, there are nore
Pennsyl vani ans, young and old alike, that suffer from
epil epsy or seizure disorders than State residents

wi th Parkinson's, Cerebral Palsy, Multiple Sclerosis,

and Muscul ar Dystrophy combi ned -- combi ned.
This law will have an inpact on the quality
of life of tens of thousands of people, so for that

reason | am asking you to do the right thing and put
House Bill 98 into | aw.

Thank you for your attention.

Thank you, M. Speaker.

CHAI RMAN OLI VER: Thank you very nuch.

Any questions from any of the members?
Representati ve Reichl ey.

REPRESENTATI VE REI CHLEY: Thank you, M.
Chai r man.

Thank you, Ms. Little, for your testinony.

|'mcomng at this froma |ot of ignorance,
so if you'll please accept nmy apol ogies in advance
for some of the questions.

Was your daughter born with the epileptic
condition? Did you know about it right fromthe very
begi nning of her life?

MRS. LITTLE: No. She actually had onset
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when she was 3 years old. And like | said, we've had
her to five different institutions, well-known
institutions, seven different neurol ogists, and
nobody can tell us what the situation is, you know,
why she has it.

| mean, our gut tells us we know what it is,
but Al exandra was the only person in Dauphin County
several years ago to be attacked by a rabid groundhog
and, unfortunately, had to go through the entire
rabi es vaccine reginment. That is done over a 5-week
period of time, and right after that, she started
havi ng sei zures.

REPRESENTATI VE REI CHLEY: Al'l right.

The medi cation which you have descri bed
using, are there other means of adm nistration of
simlar kinds of drugs, or is this the best one for
her and therefore that's why you use it? Do you
know?

MRS. LITTLE: ' m not an M.D. or a Pharm D.;
l'"'mjust a momwith a sick little girl, although I do

have a degree from Penn State from many decades ago.

But this is what | have been told to give her. | f
there is something else | can give her, | don't know
about it.

But for her, | need to lay her on the floor,
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pull her knee up to open up her anus a bit, and then
give her the injection, keep it there for 3 seconds,
and then pull it out, and then pray that it wll

st op. Sometimes it stops in a mnute or two, and the
| ongest one | asted an hour after we gave her the

i njection.

REPRESENTATI VE REI CHLEY: Okay. | didn't
know if this means of adm nistration was exclusive to
this particular drug or if that is true for al
epi l eptic medications?

MRS. LITTLE: This is what | call the
bai | out drug. She takes Depakote and Lam ctal every
day. So she takes her medications three times a day.
This is only when she has a grand mal. | need to
stop it as quickly as possible, because seizures
i nduce nore seizures.

REPRESENTATI VE REI CHLEY: Okay.

MRS. LITTLE: And this is what the emergency
departnments in the hospital give out. Because she
has so many, | have my own supply. | have these in
every car, on every floor of my house, and we have
nine of these at all times. | mean, these are very,
very expensive.

REPRESENTATI VE REI CHLEY: Okay.

MRS. LITTLE: So this is just in case she
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has a grand mal and | need to end it as quickly as
possi bl e.

REPRESENTATI VE REI CHLEY: Okay.

And if you are not able to get the drug
adm nistered in a timely fashion, what can happen
with your daughter then?

MRS. LITTLE: Well, in 2004, she al nost
di ed.

REPRESENTATI VE REI CHLEY: Okay.

MRS. LITTLE: Wth the foam ng of the mouth,
what happened is, it blocked her airway and she went
into respiratory arrest. And fortunately, before it
was too |ate, the paramedics, they got here in time
and they were able to drain it out, and they took her
to the emergency room

REPRESENTATI VE REI CHLEY: And with the
incident that you related about you noticed the
change in the shape of the pill---

MRS. LITTLE: Ri ght .

REPRESENTATI VE REI CHLEY: ---had there been
anyt hi ng acconpanying that? Was there like a little
slip of paper or anything like that fromthe
phar maci st saying this has been switched?

MRS. LITTLE: There possibly could have

been; | do not recall anynore. But | do not renmenmber
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it saying anything was switched. | just remenber,
when we get our prescriptions filled, it kind of
gives you a generic, this is what the adverse events
are, this is what the drug name is, that type of

t hi ng. But nothing that this has been swi tched, no.

REPRESENTATI VE REI CHLEY: Al'l right. Thank
you, M. Chairman.

MRS. LITTLE: s that all?

REPRESENTATI VE REI CHLEY: Thank you.

MRS. LITTLE: Anyone el se?

CHAI RMAN OLI VER: | want to thank you very
much for appearing and rendering your testinmony
today. Thank you so much.

MRS. LITTLE: And I truly do appreciate
everyone's attention. Thank you very, very much.

CHAI RMAN OLI VER: The next two persons to
testify will be Dr. Laura Hershkow tz, the Northshore
Clinical Associates, and Dr. Paul MCabe of Pinnacle
Heal th Systems in central Pennsylvani a.

DR. HERSHKOW TZ: Good nor ni ng.

Thank you so nmuch for my opportunity to

support House Bill 98. | mean, when | |istened to
t hose poignant stories, this is nmy every day. | want
you to know this. | "' m an epil eptol ogi st. "' m a

seizure specialist. This is all | do all day, is
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work with children and adults who have seizure
di sorders.

| work in Erie, Pennsylvani a. | ' m the
Di rector of Neurophysi ol ogy at Hanot Neurosci ence
I nstitute, and each year | treat thousands of
patients, both young and old, who have epilepsy and
seizure disorders, and all too often | see patients
who are having problenms that are related to the
i nconsistencies in the medications that they receive.

In the case of drugs used to treat seizures,
| want you to understand that this is a conpletely
different medical disorder. This is not |ike having,
you know, a headache or a stomachache; you know, if
your pillow is changed, you just get another headache
or another stomachache. Seizure disorder is a
life-threatening disorder, and even the slightest
variation in the formulation of drugs can reduce the
effectiveness of the medication and can lead to | oss
of seizure control. So just sonething very small can
cause somet hing very big.

So there are problens when patients are
changed from branded drugs to generic and from
di fferent generic suppliers. Everyt hing has to be
t he sane.

Unfortunately, there are nultiple suppliers
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of different generic drugs. There is a generic drug
call ed Zoni sam de that the last time we | ooked had

15 different suppliers. | have five written in ny
statement, but it is now up to 15 different suppliers
of the same generic drug.

At the pharmacy | evel, patients are
routinely told that these generic drugs are the sane,
but in fact they can differ significantly. Let me
tell you about one of my patient's stories. You
heard Laura's and Di ane's stories.

| have been T's neurol ogist for 10 years now
in Erie. He's a l1l4-year-old boy who has a mal for med
| eft ventricle in his heart, and | included a picture
of him He suffered numerous strokes as a baby,
which left himin a wheelchair with
difficult-to-control seizures.

He has an incredible spirit. He is obsessed
with sports and determ ned to be a sportscaster when
he grows up.

Finally, things were going well for him He
was seizure free on a delicate combination of three
drugs that | had for him It was 2 years of pure
bliss for himand his famly. They went to the
Eri e SeaWwl ves ganes, and he even got to be guest

announcer.




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

25

32

However, recently, two of T's seizure
medi cati ons became avail able in generic fornulation,
and they were substituted by the pharmacy without ny
perm ssion, despite me signing "brand necessary"” on
the prescription and wi thout his mother's knowl edge.

His first breakthrough seizure occurred at
school . He seized for almst 45 m nutes and was
life-flighted -- so imgine the cost of this. It was
not only an enotional and a medical issue, but he was
life-flighted, because it was that serious, to
Pittsburgh Children's Hospital from Erie where he
stayed for 6 days.

Since this time he has regressed terribly,
and as Di ane pointed out, seizures beget nore
sei zures. The prolonged seizure hurt his speech. He
has been in intensive therapy to try to regain his
skills, and he has also suffered five nore seizures.
And | have been unable to regulate his blood |evels
of seizure medication back to their origina
t herapeutic | evels.

Every nmonth, he is given different generic
medi cations with no continuity, and despite ny
protest and petition, Tanner's Access card refuses
now to pay for brand seizure medication now that

there are generics. And his mother has recently gone
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to the church to try to raise money for T to get
consi stent branded seizure medication if his Access
card will not pay.

So what | want to | eave you with today is
t hat generic substitution of seizure medication is
fraught with danger and uncertainty, any substitution
of seizure medication.

Epil epsy is a unique disorder. Br eakt hrough
sei zures can caucus brain damage, injury, and even
deat h. Persons with epil epsy need conplete
continuity with their medications, and even small
changes can precipitate a seizure.

The FDA does allow variation in the
bi oequi val ents of these drugs, and they can vary
significantly. But the FDA never says that generics
are equal to each other. They say they are equal to
brand in bioequival ents. Unfortunately, the practice
of pharmacy is that they are all, quote,
"equivalent," so they exchange themr regularly -- so
generic A for generic B for generic C, whatever is
cheaper that month.

And the big issue with seizures that | want
you to understand is that we can't measure them
okay? So there is no measurement to warn of an

upcom ng seizure. | can't tell you that there is
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going to be one until it happens.

So to fail a generic medication -- | want
you to understand this, because it is incredible --
to fail a generic medication, which is the
requi rement to get brand again from nost insurance
compani es, you literally have to have a seizure with
all of its devastating and costly consequences. So
that's incredible.

The potential savings of generic seizure
medi cations, or switching themto generic, are ruined
by the cost of the single breakthrough seizure. That
Di astat that Di ane showed you is $200 for a packet of
two of those. It is $200. So that's a rescue
medi cation for a prolonged seizure. So the ER, the
ride alone in the anbulance to the ER is incredibly
expensive, and that doesn't even include if you are
life-flighted |ike my patient and have to go stay in
t he | CU.

In the State of Pennsylvania, patients will
| ose their license for 6 nonths or |onger if they
have a breakthrough seizure and most of them can't
continue to go to work, and the econom c consequences
of this are huge.

And the other thing I want you to remenber

is that I have many, many patients who are on the
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road right now driving who have been seizure free for
years and years. They are driving. So a substituted
medi cation puts all of us at harm should they have a
br eakt hrough sei zure while driving, okay?

So in the next year, there are three nmore
seizure medi cations that are going generic, and the
problemis going to multiply. It is going to
continue without your intervention.

So | stand before you and I humbly thank you
for allowing me to speak in favor of this bill
Pl ease help us to help our patients have conti nued
continuity of their seizure medications. Thank you.

CHAI RMAN OLI VER: Thank you very nuch.

Questions? Representative Pashinski.

REPRESENTATI VE PASHI NSKI : Thank you, M.

Chai rman, and thank you, Doctor, very much for your
testi nony.

| came in a little |late, so | apol ogize and
may have m ssed some of this information.

How many patent drugs are available that you
woul d say you would prefer over the generics?

DR. HERSHKOW TZ: Well, until recently, our
newer medi cations did not go generic. So in the |ast
-- the older medications were generic, and in fact we

had such poor success with them that those were
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switched back nmost often. Peopl e are on the brand of
t hose as wel |l .

So in the last -- well, I will tell you,
ri ght now the concern is that in the next few nonths,
there will be five or six of them now that will go
generic that are very inportant medications to us.

| f you could just get the same generic again
and again, that wouldn't be an issue, but you can't
do that. It's always switched. That's the whole
problem  We're not agai nst generics. " m not
agai nst a generic stomach pill or a generic headache
pill, nothing, but for people with epilepsy, it is a
uni que disorder. That is why we are here.

REPRESENTATI VE PASHI NSKI : How about with
t he new patent drugs, though, how would you i npl ement
them? |1f you have patients that are satisfied at
this point with the medication that you have been
usi ng, whether it is patent or generic, how would you
decide to use some of the new patent drugs?

DR. HERSHKOW TZ: Well, we don't fix things

that aren't broken, okay? So if you are seizure free

on any medication, | don't care what it is, if it is
generic A, | want generic A every tine. If it is
brand X, I want brand X and | only want brand X. You

don't mess with success. So | would never change a
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patient -- never -- as a physician. It would be
mal practice to change a patient who is seizure free.
Okay; now, we do this only under financial

constraints, that now the insurance conpany says,

"Hey, we are not going to pay anynore." Then the
patient goes, "I can't afford $400 a nonth." And |
al ways shudder if | ever have to make a change,

because again, you have seen the consequences.
REPRESENTATI VE PASHI NSKI : Okay. Thank you.
DR. HERSHKOW TZ: Thank you.
CHAI RMAN OLI VER: Representati ve Manderi no.
REPRESENTATI VE MANDERI NO: Good mor ni ng.
Thanks for your testinmony.
If I'"munderstandi ng your dial ogue just
prior with Representative Pashinski, new generics
com ng on the market would only get tried or tested
if the current medicine that someone is on starts to
fail for some other reason.
DR. HERSHKOW TZ: In the ideal world, but
t hat' s not what happens. In the ideal world, as soon
as it goes generic, that's what gets substituted. So
you are on brand for 5 years---
REPRESENTATI VE MANDERI NO: Okay; |
under st ood that point, but what |'m saying is, under

t he | anguage of this bill---
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DR. HERSHKOW TZ: Ri ght .

REPRESENTATI VE MANDERI NO: ---the way it is
drafted, you said, as a physician, | do not mess with
success, and | absolutely understand that. So
therefore, if brand X is working for me, | would
never switch a patient to generic Y until brand X
fails for some other reason.

DR. HERSHKOW TZ: Correct.

REPRESENTATI VE MANDERI NO: Okay.

DR. HERSHKOW TZ: O if I did, if there were
financial constraints, | would want to make sure |
got generic Y every single time. And generic Y that
came from Switzerl and, not generic Y they got cheaper
from China that nmonth, or, you know, generic Z that
was cheaper. That's the whole issue.

REPRESENTATI VE MANDERI NO: Ri ght . I am
understanding this generic to generic issue that you
are bringing up.

Wth regard to the patient that is on the
Access card, | thought that we had an appeal
process- - -

DR. HERSHKOW TZ: You do, and it's a very
| ong, hard one. And sometimes they just, especially,
you know, it's a whole different ball game here, but

especially the Access -- what am | trying to say --
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the companies |ike MedPlus and those, you know, they
are tough. They are brutal.

REPRESENTATI VE MANDERI NO: Okay. So if
you- - -

DR. HERSHKOW TZ: Actually, we have been
turned down numerous times.

REPRESENTATI VE MANDERI NO: From t he appeal.

DR. HERSHKOW TZ: From t he appeal, yeah.

| appeal all day. | literally pay people.
Do you understand? |I'min private practice epilepsy.
| pay people every day to do this, to appeal drugs
all day | ong.

REPRESENTATI VE MANDERI NO: Okay.

DR. HERSHKOW TZ: It is incredible.

REPRESENTATI VE MANDERI NO: Okay.

| s your practice, | take it from your
testinony that your practice is exclusive to patients
with epilepsy.

DR. HERSHKOW TZ: Yes. "' m a neurol ogi st,
and I'"mtrained as an epil eptol ogi st. So | have a
2-year fellowship after neurology in seizure
di sorders.

REPRESENTATI VE MANDERI NO: One of the
guestions that | asked Representative Adol ph at the

begi nni ng was, and the reason | asked it is because
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the story that we are hearing this morning with
regard to patients with epilepsy is not the first
time we have heard this story. W have heard this
story with regard to henmophiliacs. W have heard
this story with regard to fol ks who take psychotropic
drugs that are trying to balance very sensitive
mental illness treatment, et cetera, et cetera.

So | guess going back to my original
guestion, if there is sonmething that needs to be
fixed, why are we fixing it only for epilepsy? 1Is
there something especially more unique to epileptics
than there would be to henophiliacs than there woul d
be to somebody who is mani c depressive who can have a
very severe neurol ogical reaction to a medicine
switch? Or is it all, that this is an emerging
problemin all of these areas?

DR. HERSHKOW TZ: You know, | can't speak on
all those areas. This is ny everyday life, you know,
in taking care of people with seizures and this is
what | know, and it is just an incredible problem
So we are here for them

REPRESENTATI VE MANDERI NO: Okay. But as---

DR. HERSHKOW TZ: l"m sure -- | can't
i magi ne being the nother of a henophiliac. ' m sure

that is also very inmportant, but | do not know the
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issues with that.

REPRESENTATI VE MANDERI NO: Okay. But in
terms of the action or interaction of the medicine
when you are dealing with somebody with some
neur ol ogi cal disorder, the change could be, the
change in and of itself could be a trigger and the
results could be just as dramatic with sonme ot her
condi tions.

DR. HERSHKOW TZ: Yes.

REPRESENTATI VE MANDERI NO: This is just the
condition I know. That is what you are saying.

DR. HERSHKOW TZ: Well, again, | think it is
a fairly unique condition from many other conditions,
because you cannot measure. There's nothing to
measure. You can't measure -- it's not bl ood
pressure pills. You can't measure it. You know, you
can't take their blood pressure and say, oh gee, the
generic bl ood pressure is not working and, you know,
we need to bring it down or add nore. You can't.
You don't know until it's too |ate. | think that is
the point we are trying to bring out.

REPRESENTATI VE MANDERI NO: And it could be
the same for some psychotropic drugs, depending on
what you are controlling as well?

DR. HERSHKOW TZ: Again, |'m not an expert
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in that.

REPRESENTATI VE MANDERI NO: Okay. Thank you.

Thank you, M. Chairman.

DR. HERSHKOW TZ: Thank you.

CHAI RMAN OLI VER: Representati ve Tayl or.

REPRESENTATI VE TAYLOR: Thank you, M.
Chai r man.

Dr. Hershkowitz, | think you will get a few
more questions since you are the first physician.

DR. HERSHKOW TZ: Sur e.

REPRESENTATI VE TAYLOR: But it seens |ike
what we have established is that this is a terrible
condition, not only for the patient but for the
famlies, and that in many cases, when there's a
change in a drug, there are catastrophic
consequences.

From a scientific or a chem cal point of
view, why is that? Because nobody has said why that
is; just because there's a change. \Why?

DR. HERSHKOW TZ: Well, epilepsy is an
electrical disorder in the brain, so it is electrical
short-circuiting in the brain, okay? And everybody
has epilepsy for a different reason, okay? Sonetines
we don't know, sonmetimes we know why. And peopl e

have a very narrow therapeutic -- so it is a very
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delicate bal ance.

Everybody has what we call a narrow
t herapeutic index in thenmselves, so what it takes to
get sonmebody seizure free is unique for everybody.
And it's a bal ance, and anything throws that off. So
for some patients it is flashing |ights. You heard a
mom who said my kid has never seen fireworks and
never played a video game, okay? For some people, it
could be al cohol or change in diet, those kinds of
t hi ngs.

So everything has to be as relatively the
same as possible. And the biggest issue for people
is their medications. Their medications have to stay
t he same, because we are trying to either increase
the inhibition of this electrical short-circuitry
in their brain or decrease the spread of the
excitation.

It is like having a little match in the
forest. You know, you don't know it's there, but it
is always burning, and when the | eaves fall on it,

t he whole forest goes up in flames. That's a
seizure, okay? And what we are trying to do with
these medications, it is like literally putting a

gl ass over this flame in the forest, okay? W can't

put it out; we don't know how to cure it, but we know
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how to contain it, and we are doing everything we can
to contain it.

And it's a very, very delicate bal ance. | f
you put a glass that has got a crack in it over it
instead of the good one, you know, then the flanme can
move, okay? That is kind of the imagery |I try to use
to explain this to people.

REPRESENTATI VE TAYLOR: Yeah; and | guess
the question I"'mtrying to get at, and it may go back
to sonething that Kathy was talking about, where
maybe it's an issue of generic versus brand name
across the board.

But let's say your patient that you said was
seizure free and may be driving right now and
suddenly swi tches medication and has seizures that
they didn't have for years, is there then an analysis
of the new drug that was prescribed and whet her or
not that was not exactly the same as the brand name
t hat they had?

DR. HERSHKOW TZ: In an ideal world, there
woul d be, but, you know, there are tons and tons and
tons of these patients, so nobody -- you know, you
| ook at it and you go, oh, God, it's the generic, but
| don't have any lab that will tell me, gee, you

know, it's a 10-percent difference. | do have a
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bl ood | evel . | go, wow, the level has really
dropped; look at that; it is clearly not the same
drug, or it is not the same anopunt. And t he

excipients in it are different, you know, so.

REPRESENTATI VE TAYLOR: So fromthe results,
we are concluding that something nust have gone
Wr ong.

DR. HERSHKOW TZ: Somet hi ng must have
changed, yes.

REPRESENTATI VE TAYLOR: But we don't really
know.

DR. HERSHKOW TZ: Well, again, we know if
the bottle all of a sudden was different if for
10 years you got the same exact drug and now you got
a different one. That's the whole point.

And you didn't know. | f you know, you can
prepare. When |'m changing people's drugs, usually
t hey are not driving. So if I"'mgoing to make a
maj or change in somebody, |I'"m going to tell them you
can't drive for 6 months or 3 nonths or whatever it
is and we work it out. But if you don't know, you
are going to pick up your pills and you get sonmething
different, that is where the trouble is.

REPRESENTATI VE TAYLOR: So | think that

woul d be a pretty serious reason to take that
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particul ar drug and analyze it and take it off the
mar ket as an equivalent if it is in fact not an
equi val ent .

DR. HERSHKOW TZ: Again, the FDA allows a
range of equival ency, which, again, it depends on
your di sease state. If it's a headache pill, it
doesn't matter. I n our case, with our seizure
patients, it matters. The consequence matters.

But they do allow a range, because that is,
you know, under -- | mean, you can get a range of
drugs. You know, they are not all exactly the sane.
But what we are trying to say is that in this case,
t he di sease state is very different.

REPRESENTATI VE TAYLOR: Thank you, M.
Chai r man.

CHAI RMAN OLI VER: Representati ve Reichl ey.

REPRESENTATI VE REI CHLEY: M. Chairman, |
will wait until the next witness just to help nove
t hi ngs al ong. "1l wait until the next witness to
ask questi ons.

CHAI RMAN OLI VER: Okay.

Representati ve Bishop

REPRESENTATI VE Bl SHOP: Thank you very nuch.

Dr. Hershkowitz, as a doctor, do you have

time or is there time for the patient, when you have
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al ready prescribed a medication that is working and

t hat patient is taken off that medication, is there
time or is it too life threatening to find another
medi cation that m ght possibly be able to control the
seizures?

DR. HERSHKOW TZ: Well - - -

REPRESENTATI VE Bl SHOP: I n other words, do
you | ose patients when they are taken off the
medi cati on you have prescribed, put on a | esser
medi cati on, when perhaps it is not strong enough, not
enough to medicate to keep them where they should be?

DR. HERSHKOW TZ: Ri ght .

REPRESENTATI VE Bl SHOP: s it life
t hreateni ng?

DR. HERSHKOW TZ: Absol utely. Epil epsy is a
life-threatening condition, so | lose in ny practice
probably three patients a year fromthings |ike
sudden death in epilepsy, which is a very bizarre
condi ti on. People die from seizures. They can
choke; they can suffocate.

And t hen accidents. Even a small seizure,
you know, where you are stopped and staring |like some
of those videos, you can veer off on 1-90 into
oncom ng traffic.

REPRESENTATI VE BI SHOP: So in order to keep
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them alive, you are under obligation to find the
ri ght medi cation through your experience that wil
mai ntain the seizures.

DR. HERSHKOW TZ: Correct. And again, if we
don't have good success, people have seizure safety
I ssues. If we know that we are changi ng medi cati ons,
we know t hat we haven't come up with the right
formul ation yet, then we use safety issues.

But it is when everything is great and, you
know, we are blindsided by a change in medication.
That's the issue that we are here for today.

REPRESENTATI VE BI SHOP: Thank you

DR. HERSHKOW TZ: Thank you.

CHAI RMAN OLI VER: Represent ati ve Kenney.

REPRESENTATI VE KENNEY: Thank you, M.
Chai r man.

Doctor, in your testimny you spoke about
Tanner, one of your patients, and it was that two
generics becanme avail able and "They were substituted
by the pharmacy wi thout ny perm ssion, and without
his mot her's know edge. "

DR. HERSHKOW TZ: Ri ght, and | have had this
with several of nmy patients. He's just one exanpl e.

REPRESENTATI VE KENNEY: Okay. But what did

you write on the prescription?
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DR. HERSHKOW TZ: Al ways, | always write
"brand necessary" -- "brand necessary," "brand
medi cally necessary.”" BMN is the State of
Pennsyl vani a, "brand medically necessary.”" You write
it on the bottom of the prescription.

The problemis in the refills, so it is the
refills that get substituted. And I don't know why
that is. | can't speak to that. | don't understand
why that is.

REPRESENTATI VE KENNEY: Was this a refill?

DR. HERSHKOW TZ: ' m sure it was. | mean,
it's not a new prescription.

REPRESENTATI VE KENNEY: Okay. So hopefully
in the pharmacist's systemit said "brand name
necessary."

DR. HERSHKOW TZ: Again, | can't speak to
their systenm | can only speak to my side of the
issue where | write these on these prescriptions and
t hese substitutions happen. \Why they happen, | do
not understand.

So | think that is why we are here today, to
tighten the |l aw to make sure that these things don't
happen, and if they are going to happen, if there's
going to be a substitution from one generic to

anot her, froma brand to another, |I'minformed, the
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patient is informed, or the patient's caregiver is
informed. That's the whole point of us being
t oget her here.

REPRESENTATI VE KENNEY: Okay. So with the
| egi slation, it would be the pharmacist would see
this---

DR. HERSHKOW TZ: Wbuld say, hey, | can't do
this automatically. The kid has been getting brand,
and | can't just write for this wi thout calling the
doctor and telling the nmother and getting perm ssion.

Or if he has been getting a certain generic
froma certain generic supplier and that supplier has
ei ther been changed or is no |l onger available, then
t hat woul d be somet hing that would be reported as
well -- hey, the supplier has changed -- so everybody
signs off on it and says, okay, we understand now,
the drug is now different.

REPRESENTATI VE KENNEY: Do you have patients
on generic that you prescribe generic?

DR. HERSHKOW TZ: | have patients that have
been on generic that | have prescribed because of
financial issues, that we have sat down, we have
under st ood what we are doing, and |I'm al ways worried
because they cannot get the same supplier every time.

So | have had themtry to get as best relationships




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

25

51

with their pharmaci es as possible so they can get the
same drug every tinme.

But again, it is based on the econom cs of
this switch. This switch occurs on an econom c
i ssue.

REPRESENTATI VE KENNEY: I n other words, once
you stabilize someone on a medication you are
confortable with, you would never nopbve them

DR. HERSHKOW TZ: | would never move them
exactly. It would be too risky.

REPRESENTATI VE KENNEY: Thank you.

Thank you, M. Chairman.

DR. HERSHKOW TZ: Thank you.

CHAI RMAN OLI VER: Representati ve Pashi nski .

REPRESENTATI VE PASHI NSKI : Thank you,

M. Chairman.

Doctor, could we pursue this for just a
m nute? |'msorry.

DR. HERSHKOW TZ: Okay.

REPRESENTATI VE PASHI NSKI : It was my
under standi ng that a pharmaci st could never change
the prescription if a doctor wites that it is brand
medi call y necessary. It is my understanding that a
phar maci st - - -

DR. HERSHKOW TZ: It was my understanding,
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t 0o. My Iife has turned out differently. It happens
on a regul ar basis. It was my understandi ng, too.
That is the way | was taught to write it.

REPRESENTATI VE PASHI NSKI : s it with this
particul ar pharmacist or is it many pharmaci sts?

DR. HERSHKOW TZ: It is many, many
pharmaci sts. And it is Medco. You send it away to
Medco, and now the 3-month supplier that, you know,
your drug in now on 3 nonths, and it goes away and it
conmes back not what | wrote for. That was ny
under st andi ng, too. That was why---

REPRESENTATI VE PASHI NSKI : Did you chall enge
t hat ?

DR. HERSHKOW TZ: | challenged it all day
| ong, but | got, you know -- we get nowhere.

REPRESENTATI VE PASHI NSKI : Do you have
written proof that you have done this and that they
have declined?

DR. HERSHKOW TZ: Well, | write appeals for
medi cations on a regul ar basis that are turned down,
because the patient hasn't, quote, "failed" the
generic substitution yet. And what it nmeans to fail,
' m here to tell you, what it nmeans to fail is to
have a seizure. How can | allow that to happen?

This is nmy daily life.
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REPRESENTATI VE PASHI NSKI : Ri ght; | agree.
DR. HERSHKOW TZ: It makes no sense.
REPRESENTATI VE PASHI NSKI : | agree

conpl etely.

DR. HERSHKOW TZ: And you guys are catching
on now, because it makes no sense.

REPRESENTATI VE PASHI NSKI : Well, we are just
trying to sift through it all.

DR. HERSHKOW TZ: Yeah. This is welcome to
my life. Yeah; exactly.

REPRESENTATI VE PASHI NSKI : Okay.

Let me ask you two nore questions.

DR. HERSHKOW TZ: Okay.

REPRESENTATI VE PASHI NSKI : You of course
have Tanner's exanple, you know, which is certainly a
tragedy. Now, do you have other failures that are
going on at this time?

DR. HERSHKOW TZ: Yeah, | have had many
other failures, and to report them first of all, I'm
never sure where to report themto. The FDA has a
MedWat ch Web site, if you have ever gone on it, that
is incredibly complex to try to get through it,
vol umes and vol unes. | can barely, you know,
conclude a day before 10 p.m trying to take care of

all my patients, to be filling out, you know, the
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vol umes of paperwork for everything.

But vyes. So all doctors, when you poll
neur ol ogists -- and ny coll eagues, if they should
ever get a chance to speak, have all this data. But
if you poll neurologists, we all say we have had all
of these, so it is a problem It is our problem

But, you know, as far as making it public know edge

in published studies, | nmean, there is sonme of it,
and my col |l eagues will be happy to tell you that, if
you will let me off the hot seat.

REPRESENTATI VE PASHI NSKI : Well, just one
mor e question, because you are doing real well.

DR. HERSHKOW TZ: Okay; let's do it.

REPRESENTATI VE PASHI NSKI : You are talKking
faster, too.

DR. HERSHKOW TZ: Yeah.

REPRESENTATI VE PASHI NSKI : What is the
difference, how much difference is there between one
generic and anot her generic?

DR. HERSHKOW TZ: Well, again, my
understanding is that the difference -- first of all,
t hese drugs, the generic drugs, are tested on healthy
volunteers. So they are not tested on people with
epil epsy. They don't need to be tested on people

with epilepsy, which is very interesting, and they
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don't need to be tested at the levels that we use in
people with epil epsy. So that is also very

i nteresting. That is my understandi ng, again. My
col l eagues have the data.

So there is an all owabl e variation. It has
to be kind of technical between 80 percent and
125 percent, and then it has to do with confidence
intervals and some stuff | don't understand.

But again, the FDA does allow that sonething
is bioequivalent if there's a certain amunt of
variability. So generic A is bioequivalent to brand
if it falls between 80 and 125 percent and then
90 percent confidence intervals and stuff, and the
same with generic B. However, they never say A and B
are equival ent, because they are not. One could be
on one half of the spectrum and one could be on the
ot her half of the spectrum So they never say that,
but in practice they are exchanged as if they are.

REPRESENTATI VE PASHI NSKI : Okay. And coul d
you give me an exanmple of the difference in the
prices?

DR. HERSHKOW TZ: You know, | don't know. I
have called, my nurse practitioner and I have called
oursel ves and said, hey, we are patients; we want

brand Zonegran; what is the difference between that
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and Zoni sam de? And we were told 30 or 40 bucks. So
they are still expensive. The seizure medicines are
very expensive, the newer ones.

But, however, what we are dealing with is

i nsurance conpani es and other things, and they al ways

give you a nmuch bigger, if your patient wants this,
you know, they will have to pay some huge costs.
They al ways say a bigger cost. So | don't know if

they are getting them bundled or if they have, you
know, a different price that is given to them so |
don't know.

But that's a whole different issue than we
are here today. We are here today about, you know,
bei ng i nformed about changes. W can't, you know,
change the whole system but we can change being
informed at a | evel on the pharmacy, which is what we
are trying to do today.

REPRESENTATI VE PASHI NSKI : And | appreciate
that, and |I'm | ooking forward to the statistics that
are going to be com ng before us. But | do think it
is important for us to know all the pitfalls---

DR. HERSHKOW TZ: Absol utely.

REPRESENTATI VE PASHI NSKI : ---s0 that when
we make our choices and decisions, it is conpletely

i nformed.
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DR. HERSHKOW TZ: Yeah, and | appreciate
your good questi ons.

REPRESENTATI VE PASHI NSKI : Thank you very

much.

DR. HERSHKOW TZ: Thank you. | thank all of
you.

CHAI RMAN OLI VER: Al'l right. Thank you very
much.

Dr. Paul MCabe -- briefly. Thank you very
much.

DR. McCABE: | would also like to thank the

Pennsyl vani a House of Representatives Health and

Human Services Commttee for allowing me to speak in

favor of House Bill 98.
Li ke my associate, | also am a specialist in
the treatment of patients with epilepsy. | have been

| ocated in central Pennsylvania, and | have been
responsi ble for well over 2,000 different patients
with seizure disorders.

| am here to speak on their behalf, on
behal f of all other neurol ogists and physicians, and
al so on the Epil epsy Foundations of Pennsyl vani a.
But as you heard, we are not here to tal k agai nst
generics per se but to bring to the attention sone of

t he problems that can occur with them
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Generic substitution isn't the same in every
di sease state, as you have heard. Some di sease
states you can nmonitor changes; others you cannot.
And there can be variation fromindividual to
i ndi vidual, which is probably the biggest issue we
deal with in epilepsy.

As you heard, the testing for generic drugs
many times is a small group of patients, 15 or 20.
They are given a single dose of the drug. There is a
washout period, they are given a single dose of the
generic equivalent, blood |levels are measured, and
that is how they determ ne their equival ent. They do
not have to prove they are effective. That is based
on the data that was provided by the drug conpanies
t hat made the brand name.

So you have heard many different individual
accounts of problenms that have occurred. \What | want
to review are some of the published studies that show
how wi despread of a problemthis can be, and |I'm
going to bring four different articles and case
i ssues up to express that.

So the first was a survey sent out to al nost
300 neurol ogi sts asking them about issues that
occurred when generic drugs were substituted for

brand- name seizure drugs -- specifically, how many
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times did they have problenms with breakthrough
seizures; how many times have they had problems with
adverse events, because that can also be a problem
Out of this group, 67.8 percent of the
doctors reported an increase in seizures when this
occurred, and 56 percent reported an increase in side
effects when this change occurred.
Even nore inpressively was they | ooked at
the same thing if a change was made from one generic
to anot her generic, and again, they saw an increase
-- 32.5 percent reported an increase in seizures, and
26 percent reported an increase in side effects.
Utimtely, it added to the cost, and this
was seen because 63.4 percent of the neurol ogists
surveyed reported patients needed extra visits;
48 percent reported that patients required emergency
roomvisits; and 17.6 percent reported their patients
had to be hospitalized, and you heard one of the nore
severe cases that that happened.
Canada is very famliar with generic drugs.
They are very proactive with epilepsy. They are
required to keep track of these changes nmore so than
we are. So they | ooked at a conmparison between
epil epsy and sei zure drugs to other disease states,

in particular, high cholesterol and depression. They
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compared three brand-name seizure medicines --
Depakote, Frisium and Lamctal -- to brand name
versus generic -- Zocor, which is used for high

chol esterol, and Prozac and Cel exa, which is used for
depressi on.

What they reported was sw tchbacks were
related to either increased seizures or side effects.
For the seizure medicines, 20.9 percent of people on
Depakote required switching back to the brand nane,
20.7 percent on the drug Frisiumrequired switching
back to brand name, and 12.9 percent on Lam ct al
required switching back to the brand nane.

Of patients that were able to stay on
generics, a significant increase in dose was noted in
most patients to be able to keep their disease state
under control, as nmuch as 6.2 percent of a higher
dose, which ranges to an extra pill in many of these
medi cati ons.

The other thing notable here is you have
heard the tedi ousness that we have to go through with
paperwork. Well, in Canada, they have to go through
several documents that they have to fill out in order
to have their patients go back to brand nanme, and
their doctors were willing to do this to get these

patients back on to a brand-name drug.
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I n another small recent study, one of the
newer drugs, Lamctal, which is due to go generic --
it is one of the most widely prescribed drugs for
epil epsy -- Denmark did a study, a small study, of
nine patients that were switched from brand to
generic. I n Denmar k, their guidelines are much
tighter. Rat her than allowing an 80 to 125 percent
variation of the confidence interval, theirs only
ranges from 90 to 111 percent.

They followed drug | evels much nmore cl osely.
They did blood |levels every 3 to every 4 hours as
opposed to just a single drug level, and what they
found was out of the nine people, five of them fell
out of the expected or required range that was
predi cted based on these generics.

In terms of clinical outcome, one patient
t hat was seizure free had a recurrence of seizures,;
one patient went into status epilepticus -- what you
heard earlier, the continuous seizure that is life
t hreateni ng; one patient became so dizzy that they
fell and devel oped a bl ood clot on their brain and
had to go to emergency surgery.

In the U.S., again, we have an even wi der
variation. And also, since these drugs have been

tested and passed the strict codes that were
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required, the conclusion came about that this had to
be variations due to each individual patient, since
t hese drugs had passed the test to get them
approved.

What this also shows is that even if we do
bl ood | evel s before and after a change, a single
bl ood |l evel still may not be enough for us to predict
whi ch of our patients may devel op sei zures.

The final case | am going to bring was a
single case that occurred here in Pennsylvania back
in the 1980s. A neurologist who is now retired -- |
know him well -- his patient was given generic
Tegretol . She went into status epilepticus and died.
It was |l ater found that the generic fornmulation she
was receiving did not nmeet the standards of the
generic, yet still was released on the market. And
t he conpany had even had reports already of problens
with their generic, and they continued to make them
avai |l abl e.

Therefore, even though generic medications
must test within a tight range and that confidence
interval | nmentioned of 85 to 120 percent in |laymn's
terms equal s about only a 5- to 10-percent variation,
that still does not neet the standards for many

i ndi vi dual patients. And although some disease
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states allow you to nonitor what happens when you
switch to a generic, we don't have that advantage
with epilepsy. As you heard, it's an all-or-none
phenomena.

So in conclusion, | just want to say we are
not objecting to the use of generic medications.
However, generic medications carry many features that
in the condition of epilepsy you need to be aware of,
and if changes are made in these nmedications, the
physician and the patient themsel ves have to be made
aware of these.

| myself, like Dr. Hershkow tz, have had
many times generics substituted, despite nmy writing
"brand medically necessary."

And the price difference does become an
i ssue, because it depends on the contract made
bet ween the individual insurers, and | have seen
di fferences of only $15 but differences of $400 that
a patient would have to pay out of pocket.

So again, | would Iike to thank you for your
time, and | would |like you to keep in mnd that with
Senat or Kennedy and his recent seizures, | find it
unli kely that they are going to find it suitable to
start himoff on a generic medication for seizures,

if they decide to treat him




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

25

64

Thank you

CHAI RMAN OLI VER: Representati ve Pashinski .

REPRESENTATI VE PASHI NSKI : Thank you, M.
Chai r man.

Thank you, Doctor.

Could you tell me, how many epil epsy drugs
are generally used in treating your patients?

DR. McCABE: | would say between the ol der
drugs that have been out for years and the newer
ones, there are about 10 of them Seven to eight are
the maj or players that we use.

REPRESENTATI VE PASHI NSKI : That is it?

DR. McCABE: That's it.

REPRESENTATI VE PASHI NSKI : s the testing
process sufficient to determ ne the expected outcone?
You indicated that there m ght be some inproprieties
in the way it is tested.

DR. McCABE: Well, in the eyes of the FDA
they feel it is. In the eyes of physicians that
treat chronic unpredictable diseases, we find it very
difficult to understand why a single test done on
heal t hy subjects somehow m m cs what we see in
chronic, everyday di sease states.

REPRESENTATI VE PASHI NSKI : So that m ght be

somet hing that has to be also revi ewed.
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And the FDA is the one then, the only one,
that will approve or disapprove the drug?

DR. McCABE: That is correct.

REPRESENTATI VE PASHI NSKI : So therefore,

t hey have accepted whatever testing is being done.

DR. McCABE: Correct.

REPRESENTATI VE PASHI NSKI : Okay.

And you said that there was a difference
someti mes between $15 and $400 between these generic
drugs, or was it the high patent drug?

DR. McCABE: No -- well, that's the
di fference that the patient may have to pay between
t he generic versus the brand name. So it really
depends on the insurance carrier, in part how much of
t he medi ci ne they need.

But | have had one patient come in and tell
me that the difference month to month was $15,
anot her patient that it was going to be close to $400
out of their pocket to have to take the brand name
versus generic.

REPRESENTATI VE PASHI NSKI : Okay.

If a new high-patent drug comes onto the
mar ket for epilepsy, how would you be informed about
this drug and how would you decide to use this drug

on your patient?
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DR. McCABE: Well, for most of the drugs, we
are aware years in advance that they are in the
testing phase, and many of us participate in the
testing phase that is required through the FDA.

Currently, the cost of getting a drug
approved, a brand-name drug, is about $100 mllion.
And | i ke anything else, there are so many years of
patent to recoup that cost. Wth generics, none of
that cost is incurred, which is why they are so much
cheaper. They are able to follow the study results
of the brand name and only prove through this one
single test that they are equival ent.

So mpost of the time we know when drugs are
comng out. Why we may choose to use them varies.
We have patients that have failed everything else, so
they will be the first in line.

There may be specific instances or issues
with that drug that makes it different enough from
ot her existing drugs that favor, you know, side
effects, for exanple, interactions with other
medi cations that could be severe if you are unaware
of them

So those are the types of things we are
usual Iy | ooking at when we are deciding that.

REPRESENTATI VE PASHI NSKI: And the | ast
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gquesti on.

Once a patent has expired, what do you cal
that drug then? |Is that a generic drug?

DR. McCABE: No, the conpany that makes it
still makes a brand-name drug, and they are stil
responsi ble for it meeting all the requirements of a
brand- name drug. However, studies out there show
t hat once one of these drugs |oses their patent,
al most 80 percent of the drug under that name is
going to be dispensed as the generic.

So it is a huge changeover in a very short
period of time. But those conpanies still continue
to make the drugs under the same circunstances, and
the only difference may be whether or not they decide
to change their pricing.

REPRESENTATI VE PASHI NSKI : | see. Thank you
very much. | appreciate it.

DR. McCABE: Thank you

CHAI RMAN OLI VER: Representati ve Reichl ey.

REPRESENTATI VE REI CHLEY: Thank you, M.
Chai r man.

Il will try to get through these questions as
quickly as I can, Dr. McCabe. And | wasn't sure if
Dr. Klein was still testifying, but let me ask you,

since based on your testimny you seemto be a
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practicing physician with the situation as well.

| guess in line with some of Representative
Pashi nski's questions, I'mtrying to still get an
exact sense of when the switchover to the
i nterchanges take place and why if you are writing
"brand medically necessary” on the prescription.

DR. McCABE: It is a question that we have
been trying to answer for years as well.

| have had one instance where | know it was
done purposefully, because a patient obtained their
prescription back from the pharmacist, and the
pharmaci st had actually put a white sticky over the
part where | had written "brand nmedically necessary."

Ot her times, we don't know why it is being
done, despite what we write. But as you heard from
Dr. Hershkowitz, it is probably not the initia
filling of the prescription, because it is there in
plain witing; it is probably comng with their
refills.

And the other instance is when the drugs may
be filled at the pharmacy, and based on the
instruction of that person's insurance conpany that
now a generic is available, they are not even given
the option for the brand nane.

REPRESENTATI VE REI CHLEY: When you write the
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prescription "brand medically necessary" and take it
into the pharmaci st, does the pharmacist then call in
to the insurance conmpany and say, okay, with this
patient | have been asked to give them the XYZ drug;

t he i nsurance conmpany says, we're not going to pay
for that; we are only paying for the generic, and
then the pharmaci st substitutes the generic?

DR. McCABE: That is nost |ikely what
happens, although they may not have to call. They
have a pretty conplex conputer system that they may
just go in and enter it and then it kicks out that,
no, they can't have the brand name based on this
i nsurer.

REPRESENTATI VE REI CHLEY: Now, the
situations you have encountered, are they all in
private medical insurance situations, or are sone of
them Medicaid? And is there an age range of people
that you are treating who experience this difficulty,
or is it just in older patients? younger patients?

DR. McCABE: It is across the board. It is
all age ranges. It is Medicaid, Medicare -- well
Medi care recently, but they haven't had their own
prescription plan before -- and all the private
i nsurers.

REPRESENTATI VE REI CHLEY: Okay. So it is
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not exclusively a private insurance issue that comes
up.

DR. McCABE: No.

REPRESENTATI VE REI CHLEY: Somebody nentioned
Medco. Are there situations where if people go to
purchase their drugs in bulk, this becomes nmore of a
concern?

DR. McCABE: Well, what happens is, it is
very rare you can get themin bulk at a | ocal
phar macy. It is alnmost always mail - away.

REPRESENTATI VE REI CHLEY: Ri ght .

DR. McCABE: So you don't even know what
they are giving you until you receive it in the mail,
and by then, it may be 2 nore weeks until you could
argue and get a brand name sent, because 2 weeks is
about the average turnaround time to get a
prescription through the mail for the |long-term
3-month supply.

REPRESENTATI VE REI CHLEY: | think we have
heard from perhaps Dr. Hershkowitz that there is in
pl ace right now a prohibition upon a pharnmaci st
changi ng or doing an interchange. Are there any
situations in which the pharmacist is legally
entitled to say, the doctor goofed; this is wrong;

this is the best thing for the patient?
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DR. McCABE: To nmy knowl edge, no, they are
not allowed to do that.

REPRESENTATI VE REI CHLEY: | f House Bill 98
went into |law, how would it impact your prescribing
procedures or your habits?

DR. McCABE: Well, | think what it will do
is it will generate a fair anmount of work for a | ot
of people, but that work is needed to protect our
patients. So it is going to require pharmacists
havi ng to make contact. It is going to require us
signing consent or approval to use a generic if we
feel so, and there probably is going to be sone
required time in between of us discussing with our
patients the pros and cons of the generic.

So we realize it is going to add nmore
paperwork, if you will, to us, but it is a necessity
to continue to care for these patients.

REPRESENTATI VE REI CHLEY: Okay. This is ny
| ast questi on.

| understand it probably woul dn't change
much in the way that you do things; if you are
writing "brand nmedically necessary”" now, you are
probably going to continue to do that. But as you
m ght i magi ne, the commttee menbers received a | ot

of information from people across the board on this




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

25

72

i ssue, and one of the assertions is that it wll
delay the ability of patients to receive drugs if the
pharmaci st now has to check with an insurance
provider to see if there is, or check back with you
to see if there is an alternative medication that can
be prescribed that doesn't have adverse side effects.
What is your response to that assertion?

DR. McCABE: | do expect that there can be a
del ay. In nost cases, | do not expect it to be
detrimental, because patients should be going in for
refills while they still have maybe 2 or 3 days'
worth of medicine left anyway. So if it adds an
extra day, that shouldn't really make a big
difference in that situation.

If it is a person comng in for their very
first prescription, a delay of starting the medicine
by 1 or 2 days is probably not going to make a big
difference.

REPRESENTATI VE REI CHLEY: What about a
person |like Ms. Little? Not that she would run out
of the medications, but her daughter, if she doesn't
get that medication and has a grand mal seizure, that
could potentially be fatal. What do you do in that
situation?

DR. McCABE: Well, again, we educate our
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patients and we tell them that they have to stay on
top of when refills are necessary, because we
frequently get the phone call, | don't have any left;
can you call this in emergently?

So the one thing is going to be patient
educati on. | have already started that with ny
patients on these drugs that we know are comng up to
the end of their patent life. So | have been telling
them to watch for changes in drugs, watch for
difference in costs, and to contact me if anything
happens.

' mal so most |ikely going to be doing nmore
bl ood | evel s on these patients, which is going to
defray fromthe costs of savings with the generic
because now |I'm going to have to watch their bl ood
| evel s nore closely from when they are on their brand
name to their generic.

And one of the other issues we will be
bringing up is, don't wait until the last m nute,
because there may be a del ay.

REPRESENTATI VE REI CHLEY: Al'l right. Thank
you.

CHAI RMAN OLI VER: Thank you very nuch.

| do want to say that fromthis point on,

' m going to ask the questioners, please be as brief
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as possible. W are way behind our schedul e

Representati ve Waters.

REPRESENTATI VE WATERS: Thank you, M.

Chai r.

| wanted to ask a couple of brief qu
and that is, you mentioned the conputer syst
the system to your know edge, when they go
| ooking for a brand-name drug and it is refu
on what the insurance conmpany said and what
system is there an equival ent substitute th
given to you that will automatically help th
pharmaci st know that this is the one that wi
safest to give the patient, or is it all jus
specul ati on?

DR. McCABE: | think the short answe
most of it is specul ation.

The cl osest, theoretically, would be

estions,
em I n
in there
sed based
is in the
at is

e

Il be the

t

r is,

t he

generic equival ents. But we have had cases where

t hey want to substitute a conpletely differe

claimng that it is simlar, and that, nost

nt drug

of the

time, is based on the drug company's fornulary and

what drugs they want us to use.
And as you have heard, every patient
i ndi vidual, and therefore, we can't make the

assumption that they are equal.

is an
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REPRESENTATI VE WATERS: For physicians, |
know that Mcare is something and physician liability
problems. What, if at all, factors in when it comes
down to, for instance, |ike a patient that receives
the wrong kind of medication as a result of that
whil e they are operating sonme kind of machinery, a
car or whatever, causes death maybe to themsel ves or
to anot her innocent person? What is the liability,
to your know edge, incurred there?

And I am finished. Thank you, M. Chair.

DR. McCABE: Well, | think the best exanple
| can give is the case from Pennsylvania that is
included in your handout, where because of that
substitution being done without the physician's
knowl edge, came to a $950, 000 settlement in favor of
t hat patient, or that patient's famly because the
patient hinmself had died, and that was not including
any physici ans. That was mostly through the pharmacy
and the drug conmpani es that that nmoney had to be
pai d.

But in this current litigious society, the
sky is the limt, and you could be | ooking at
| awsuits much higher than that in a patient who
really wants to, for |lack of a better word, sue the

system
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REPRESENTATI VE WATERS: Thank you.

Thank you, M. Chairman.

CHAI RMAN OLI VER: Thank you very nmuch.

Thank you very nmnuch, Doctor, for appearing
t oday.

DR. McCABE: Thank you

CHAlI RMAN OLI VER: The next person schedul ed
to testify is Dr. Brad Klein from Jefferson Hospital.

DR. KLEIN: The Thomas Jefferson University
Hospi t al .

Good nor ni ng. My name is Brad Kl ein. | am
actually the President for the Pennsylvania
Neur ol ogi cal Society, representing the interests of
over 750 neurologists in Pennsylvania, as well as a
practicing neurol ogist in Philadel phia.

| would like to thank Chairman O iver and
the menmbers of the House of Representatives Health
and Human Services Commttee for allowi ng us to speak
in favor of House Bill 98.

You have heard a |lot of testimony, and | do
not want to repeat what has been said before, so |
will cut down nmy testinmony a little bit. You have ny
full testimony, though, if you would like to read
t hrough it.

I|f a pharmacist is allowed to substitute one
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brand or generic drug for another -- generic to
generic, or brand to generic -- the person with

epil epsy, as you have heard, is placed at risk for
br eakt hrough sei zures, seizure-related injuries, and
even deat h.

Br eakt hrough sei zures financially burden
patients in the health-care system as you have
heard, due to unnecessary ambul ance transportation,
ER visits, hospital adm ssions, |aboratory and
di agnostic testing.

As you can see, the costs associated with
br eakt hrough sei zures have the potential to be
monument al, financially as well as on a personal
l evel . What matters nost is that a person with
epi l epsy has access to the exact drug, generic or
brand, that is proven to work for him or her, new or
ol d.

This legislation is supported by nultiple
nati onal and State organizations, including the
nati onal Epil epsy Foundation, the Epilepsy Foundation
of Central/Western PA, the Epil epsy Foundati on of
Eastern PA, the American Acadeny of Neurol ogy, the
Pennsyl vani a Neur ol ogi cal Society, as well as the
Pennsyl vani a Medi cal Society.

And perhaps to respond slightly to
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Representati ve Manderino's coments, the physician
community, the |eadership across all the counties in
this State, have also supported this bill, whether or
not you are a neurologist, a primary-care doctor, a
hemat ol ogist. So there is some interest by other
physicians that are not neurologists that this is an
i mportant issue as well.

Some may oppose this |egislation on the
grounds that it adds unnecessary or burdensome steps
in order for a person to obtain a prescription AED.
However, these extra precautions go a |long way to
ensuring patient and public safety, which is of the
ut most i mportance.

| f the pharmacy does not have the same AED
prescri bed, the pharmacy should make all attempts to
ensure the patient's safety by obtaining the same
drug where avail abl e. If not, this legislation
ensures effective comunication to the patient and
t he physician regarding potential substitution.

This does not inmply that the patient is
required to purchase a brand-name drug equival ent or
that the generic AED will not be prescribed. |t
does, however, mean the physician is able to decide
which drug to prescribe that is best for the patient

to control their seizures. For these reasons, we do
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not expect the State to incur significant
expenditures due to this |egislation.

The State of Tennessee recently adopted
simlar legislation without a significant financi al
i mpact to the State or Federal |evel or a significant
cost of health insurance prem ums, according to
James W White, the Executive Director of the Fisca
Review Comm ttee for the Tennessee General Assenbly.

In conclusion, | would encourage you to
consider carefully the life threatening and costly
risks with epilepsy that the patient as well as the
general public face when access to the right
anti convul sant drugs as prescribed by the
i ndi vidual's physician is hindered.

It is the organizations that | mentioned
above as well as my own opinion that the physician
shoul d have the freedom to prescribe the AED that
wi Il work best for the person with epilepsy without
fighting barriers such as the current drug
substitution process or formularies requiring |engthy
preaut hori zati ons that may delay the patient's
ability to get the drug they need.

Agai n, the Pennsylvani a Neurol ogi cal Society
strongly supports the use of generic medication for

epi |l epsy patients. However, the patient should have
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the right to not fear any unexpected drug change,
deni al of a drug by their insurer, or how he or she
will afford the medicine to prevent them from
sei zi ng.

| sincerely thank you for the time to listen
to our testinmony.

CHAI RMAN OLI VER: Thank you very nuch.

DR. KLEI N: Thank you.

CHAI RMAN OLI VER: Any questions from any of
the menbers? |If not, thank you so nmuch for
appearing.

DR. KLEI'N: Thank you very much.
appreciate it.

CHAI RMAN OLI VER: The next person to testify
will be Patricia Epple, Executive Director of the
Pennsyl vani a Pharmaci sts Associ ati on.

You may proceed.

MS. EPPLE: Good afternoon.

Thank you, Chairman O iver, Chairman Kenney,
and comm ttee menmbers.

| have with me Dr. Sasich. W are going to
conmbi ne our testinony together.

Thank you very nmuch for this opportunity to
testify on behalf of the Pennsylvania Pharmacists

Associ ati on.
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| f adopted, House Bill 98 would circunvent
the current generic substitution |law in Pennsyl vani a,
whi ch has been in place and worked well since 1976.

Pl ease know t hat the Pennsyl vani a
Phar maci sts Associ ation has the utmst synpathy for
i ndi vidual s who have epil epsy, and we sincerely
appreci ate the need to effectively control their
sei zures.

Unfortunately, this bill only unnecessarily
complicates the prescription process and may actually
cause nore problems for patients. While we can
appreci ate the good intentions of the bill's sponsor,
t he Pennsyl vani a Pharmaci sts Association is opposed
to this bill for the foll owi ng reasons.

One, current |aw already does provide
protection and gives the full authority to physicians
to determ ne when and if generic substitution is
appropriate. Phar maci sts may absol utely not
substitute a generic drug if the physician indicates
that they may not. They also may not switch from
brand to brand, and also cannot substitute between
generic to generic.

From what we have been told, this bill was
i ntroduced for the purpose of allowi ng prescribers to

control the specific brand of medication that is
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di spensed to a patient. That ultimate authority is
already in the hands of the physician. I f the
physician wi shes to have a specific brand di spensed,
he or she may easily write either "brand necessary"”
or "brand medically necessary.” This is a very
sinple matter and is witten right on the face of the
prescription. | f the physician wi shes to even
specify a specific generic manufacturer, they may
also indicate that, and a pharmaci st must follow
t hese instructions. There is no wiggle room this is
an absolute, and this is true even on refills.
Proponents of this bill have told our
association that they know of circumstances where
pharmaci sts have switched a prescription froma brand
to a generic when the brand was indicated on the

prescription form We have heard this even this

mor ni ng. | "' m asking for the proof of this claim and
up until now, had not received any hard proof of
t hat .

Furthermore, if it is being done, then that
pharmaci st should be reported to the State Board of
Pharmacy for not following the law. We fully support
and encourage a reprimand by the State Board of
Pharmacy for any pharmacist who is not in conpliance

with current | aw. The fact remains, the physician is
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in control to prescribe a particular brand drug or a
specific generic at any point in tinme.

Our second reason for opposing this is that
it would place an unnecessary burden on the
pharmaci st by requiring a duplication of effort
t hrough anot her approval and consent process if an
i nterchange is necessary because of insurance
cover age. | nstead of sinply indicating "brand” on
the prescription, the physicians' offices would now
be burdened by a repetitive need, because we would
contact them for that written consent in addition to
the prescription that has already been received.

This proposal would set up unnecessary roadbl ocks for
patient care.

This requirement will also cause possible
delay in treatment for a patient while the pharmaci st
tries to contact the physician to obtain the required
written consent if an interchange is necessary
because of insurance coverage. This could be
especially problematic if the patient is having
someone el se deliver and pick up the prescription,
since the patient's written prior consent is also
needed. If a prescription is provided to the
pharmacy in the evening or the weekend, obtaining

this consent could be inpossible, preventing the
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pharmacy from di spensing the medi cation and
unnecessarily delaying treatment, which clearly is
not appropriate for a patient with epilepsy and who
needs their seizures controll ed.

It will also cause confusion when prescribed
for off-|abel uses. Antiepileptic drugs are
frequently prescribed for what is known as off-1|abel
uses. This is when a physician prescribes a drug for
somet hing other than its FDA-approved indication.

FDA regul ations permt physicians to
prescri be approved nmedications for other than their
i ntended i ndications. Some of the drugs indicated
for seizure control are frequently used by physicians
for mgraine prevention, anxiety, insomia, panic
di sorders, alcoholism glaucoma, pain management, and
congestive heart failure. How woul d a pharmaci st
know when they receive a prescription for an
anticonvul sant that it is for epilepsy? Physicians
do not include the diagnosis on the prescription.

Wth this proposal, you could have a
situation where a patient who needs the medication
for something else is needlessly held up from
receiving care while the patient tries to obtain the
written prior consent, only to ultimately find out it

was not needed because it was not for the treatment
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of epilepsy.

Generics are a cost effective and safe
alternative, and the FDA has approved generics for
the treatment of epilepsy. These generics have met
the FDA's rigorous approval process. Wth today's
ri sing health-care costs, it is often crucial to have
generics avail able for care. For many patients, it
is purely a financial issue. The use of the generic
may be the only way they can afford any medi cati on
based on what their insurance coverage provides. Any
suggestion that the generic is inferior may not be
appropriate when medi cati on adherence is crucial to
stability.

Al l owi ng brand manufacturers to "carve out"”
entire therapeutic classes from generic substitution
| aws establishes a troubling and dangerous precedent.
What drug class will be next?

Simlar |egislation has been introduced and
| argely defeated in many States this year across the
country as a major effort by pharmaceutical conmpanies
to protect their market share for drugs going off
pat ent . Restricting access to cost-saving generic
drugs, when appropriate, will only increase the cost
to patients, insurance programs, and taxpayers who

fund Comonweal th prescription drug prograns.
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Pennsyl vani a's PACE program for example, is
a programthat requires the use of generics, unless
prior authorization is obtained fromthe program
Part of the success of the PACE programis its
ability to control costs through the pronmotion of
cost-effective, safe generics.

For all of these stated reasons, the
Pennsyl vani a Pharmaci sts Associ ati on urges you to
oppose House Bill 98 and stand by the current generic
substitution law in the Commonweal th.

And now Dr. Sasich is going to go into a
[ittle bit more detail.

DR. SASI CH: Good afternoon, everyone.

M. Chairman, menmbers of the commttee,
t hank you very nmuch for the opportunity to speak on
this very inmportant topic in public health policy.

My name is Larry Sasich, and I'mthe
Chai rman of the Departnment of Pharmacy Practice at
t he LECOM School of Pharmacy in Erie, Pennsylvani a.

In the 10 years prior to joining the LECOM
faculty, | was a research associate with Public
Citizen, a research-based public interest group
| ocated in Washi ngton, DC.

My primary responsibilities included the

Food and Drug Adm nistration; drug policy, and that
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al so acconpani ed generic drug policy; and
communi cating drug safety information to consuners.

| currently serve as the consuner
representative on the FDA's Science Board, which is
an advisory commttee to the FDA's Comm ssi oner. I
am al so a consultant to the Saudi Arabian Food and
Drug Authority.

In the interest of full disclosure, | have
no conflicts of interest in this matter, and | paid
my own expenses to speak here today.

My testimony will focus on two areas, first
on what is driving House Bill 98, highlighting that
St ates have experienced | obbying pressure in the past
by the pharmaceutical industry and advocacy
organi zations supported by industry funding
attenpting to protect market share for top-selling
drugs that were about to |ose their patent
exclusivity. Second will be an exam nation of the
FDA's generic drug approval process and the evidence,
if any, that generic drugs have ever har med
consumers.

There is nothing new in the politics of
pharmaceuticals, and I will briefly cover these.

Hi storical precedence and econom cs predicts

the introduction of House Bill 98. Table 1 in ny
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written testimony lists five top-selling drugs
approved by the FDA for the treatment of epilepsy and
their estimted dates for patent expirations. These
five drugs accounted for alnost $6 billion in retail
sales in 2007. Any barriers enacted that hinder
consumers' access to generic drugs will only protect
t he sal es of brand-name products and will not improve
or protect the public's health.

In 1996, DuPont Merck petitioned the
Food and Drug Adm nistration asking for a change in
t he standards used to approve generic drugs to
protect its brand-name bl ood thinner Coumadin from
generic conpetition. Failing to obtain FDA support,
DuPont Merck sponsored the formation of the Health
Al'l'i ance for Narrow Therapeutic |Index Patient Safety
in 1997. This group was apparently created to
advance the concept that generic drugs are not as
safe as brand-name pharmaceuticals. The alliance
became a | eader in efforts to enact |egislation on a
State-by-State basis that would restrict consumer
access to so-called generic Narrow Therapeutic | ndex
medi cations, including generic Warfarin.

The Epil epsy Foundation is pronoting model
| egi slation in a number of States that is very

simlar to that proposed by the Health Alliance for
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Narrow Therapeutic Index Patient Safety nore than a
decade ago.

Regrettably, the media regularly reports
t hat physicians, professional trade organizations,
and patient groups are paid to prescribe and pronote
drugs. | ndustry influence is pervasive, and the
effect can be characterized as negative froma public
policy standpoint.

Pennsyl vani a has recent experience in this
regard. The former chief pharmacist for the State
was arraigned in November of 2006 on fel ony and
m sdemeanor charges related to his accepting of money
from drug conmpani es whose drugs he put on the State
formul ary.

The Epil epsy Foundation is estimated to have
received funding fromthe pharmaceutical industry
t hat approached $50 mllion of its $80 mllion annual
budget in 2006. There is a need to acknow edge the
significant financial forces that are at play in this
debat e. Brand-name epil epsy medications individually
generate hundreds of mllions of dollars annually for
t heir manufacturers.

My written testimny outlines the FDA
standard for approval of generic drugs.

Briefly, generic drugs must have exactly the
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same active ingredients as its brand-name
counterpart; be identical in strength, dosage form
and route of adm nistration; have the same use

i ndi cations; meet the same manufacturing standards;
and be bioequival ent.

The bioavailability of a drug product is
demonstrated if the product's rate and extent of
absorption, as determ ned by conparison of measured
paranmeters -- for exanple, concentration of the
active drug ingredient in the blood, urinary
excretion rates, or pharmacol ogical effects -- do not
i ndicate a significant difference fromthe brand-name
product's rate and extent of absorption.

The procedures and met hods used to deem
products as generic equivalents and being
bi oequi val ent have been in place for years and have
served the public interests. The determ nation of
bi oequi valents relies in part on statistical testing.
Because of the nature of statistical testing, there
is always a chance for error.

| would also |ike to say that for brand-nanme
products, there is a range, an acceptable range of
concentration of the active ingredient for a drug
t hat nmeets, a brand-name drug that nmeets the current

standards by the United States Pharmacopei a, and that
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is | abeled at 100 m I ligrans. | can al nost guarantee
you that there is not 100 mlligrams in every dosage
form There is an acceptable range. It is just

i mpossi ble to produce products with that |evel of
precision.

There does not appear to be any rigorous
scientific evidence that indicates that generic drugs
are |l ess safe than their brand-name counterparts.

The "Medical Letter on Drugs and Therapeutics," a

hi ghly respected, independent source of drug
information, reviewed generic drugs in its

Oct ober 14, 2002, issue. The editors concluded that,
qguote, "No well-documented therapeutic differences
bet ween brand-name originals and FDA-approved
generics have been reported.”

In summary, it nmust be recogni zed that
substantial financial forces are influencing this
debat e. It must also be recognized that uncontrolled
clinical observations and opinion are the | east
reliable form of evidence that generic epil epsy drugs
present a risk to patients.

| mnportant public health policy |egislation
must be based on rigorous scientific evidence, not on
clinical inmpressions, experience, or opinion. The

guestion that you as Legislators nust ask is, where
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is the rigorous evidence that generic epilepsy drugs
have harmed patients?

Thank you, and | would be happy to answer
any questions.

CHAI RMAN OLI VER: Representati ve Manderi no.

REPRESENTATI VE MANDERI NC: Thank you, and
t hank you for your testinony.

My first questions are for Ms. Epple, and
"1l be very Dblunt.

| do not find it credible to say that it is
not happeni ng. Not only did we hear from these
folks, | had an incident in my district office just
| ast week with one of ny staff people, who got in an

argunment with a pharmaci st because she had brand

name, medically only -- it had nothing to do with
epi |l epsy drugs -- and there was a substitution, and
t he pharmaci st just basically told her, 1I'm all owed

to substitute.

So something is happening. My question is,
what is happening? And | see your testinmny said --
and | think most people understand that you can't
substitute brand for generic, but it is happening, or
generic for generic -- you didn't wite that in your
testinony, but you said that you can't even

substitute generic for generic. That is happening,
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t 0o. So what is it that is allowing this to happen,
because it is happening across the board. | don't
think it is one or two errant pharmaci sts thunmbing
their nose at the | aw. Somet hing i s happening, and
|''m m ssing what it is.

DR. SASICH: Well, I think we have to
exam ne a basic scientific principle of trying to
prove cause and effect. Because the rooster crows
doesn't make the sun rise, right? And so going back
and you see a patient with a seizure and i medi ately
say it is the drug---

REPRESENTATI VE MANDERI NO: Let me interrupt.
That was not my question.

My question, Ms. Epple, is, what is current
Pennsylvania |l aw and howis it witten so that these
t hi ngs are happening? You are saying they aren't
happening; |1'm not believing they are not happening.
So either everybody is out there blatantly violating
the current | aw, or people are interpreting the
current law differently than this absolute standard

that we seemto be articulating today. MWhat is

happeni ng?
MS. EPPLE: | do not know what is happening.
| can't answer that for you. | know that the members

of our association whom | talked to tell me that they
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are not doing it. | know you are running across
situations; | can't address that.

The | aw does very specifically say they
cannot - - -

REPRESENTATI VE MANDERI NO: Okay.

MS. EPPLE: ---when the physician writes
"brand medically necessary."”

REPRESENTATI VE MANDERI NO: Okay. Let me ask
a specific question: My physician wites "brand
medi cal ly necessary” on ny prescription, and when |

go to the pharmacist to pick up that prescription,

should | expect that if the doctor wrote -- | do not
even know, | don't take any medication; give me a
brand name of something -- Zoloft on the form that

what should be in my bag is Zoloft, and the
pharmaci st should say to me, "Ms. Manderi no, that

will be $400, please,"” and then when | say, "My copay
is only $20," they say, "But your insurance doesn't
cover Zol oft; $400, please.” Isn't that the
conversation that should be happening---

MS. EPPLE: Yes.

REPRESENTATI VE MANDERI NOC: ---that would
make me aware that because -- and nobody el se made
any deci sions. My doctor said Zoloft; you filled

Zol of t . | don't care what nmy insurer said about
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whet her they are going to pay for that. The
conversation happens at that point where I
i medi ately know now what the issue is, right?

MS. EPPLE: Yes. | got a little lost there
in your scenario, but if the physician wrote "brand
medi cal |l y necessary” and your insurance was going to
pay for it, then actually nothing should happen. You
shoul d get the brand, and you should pay whatever the
copay for your brand is on your insurance coverage.

REPRESENTATI VE MANDERI NO: Ri ght .

MS. EPPLE: The problem that we do run into
is when a patient, one, the copay may be nore than
t hey want to pay and they go, whoa, wait a m nute; |
only paid $10 the last time, why am | now paying $30,
$35? And then the pharmacist says, well, that is
because you want the brand. You know, then at that
point it becomes the patient's decision.

REPRESENTATI VE MANDERI NC: Correct.

MS. EPPLE: And if the patient says, well,
you know, |'Ill take that generic, the pharmaci st
still has to go back, though, and get that approved
by the physician to not follow that brand.

REPRESENTATI VE MANDERI NC: Okay.

So the way House Bill 98 is drafted, as |

read it, assum ng what you told us is correct, that
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t hese substitutions aren't happening and can't happen
by | aw, the pharmacist should never have to exercise
anything that is witten in House Bill 98.

MS. EPPLE: Yeah, because it is saying --
okay; follow me through this exanple.

REPRESENTATI VE MANDERI NC: Go ahead.

MS. EPPLE: I|f the physician writes "brand
medi cally necessary” right now and the insurance
coverage either won't cover it or the copay is too
hi gh, the pharmacist has to pick up the phone and
check with the physician to see if they can dispense
a generic.

Under this bill -- and say the physician
sai d okay. | f they said no, then they would have to
do all the prior authorization and things |ike that.
But let's say he or she did say okay. At this point
t hen, we would need the physician not to just say it
on the phone but to fax us something in writing that
says it's okay. Then we woul d have to make sure that
t he patient gave the sanme written consent as well,
not just a verbal okay. And if they weren't along,
if they weren't the person picking up the
prescription, then we would have to wait until we got
that. So that is where the delay factor comes in.

REPRESENTATI VE MANDERI NOC: Okay. But you
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could choose as a pharmacist to handl e that
differently. You could choose as a pharmacist to

di spense what the physician said to di spense, and
then if the patient bulks at the point of sale of
paying for it, now the burden is on the patient to go
back to their doctor and get those forms.

MS. EPPLE: And | hear you, but in reality
that is not what happens. Patients, when they cone
pick up their prescription, expect the pharmacists to
do those things for them So the expectation would
be that we obtain that consent from the pharnmaci st.

REPRESENTATI VE MANDERI NO: But don't you
think if it's a matter of |life and death, patients
woul dn't expect that?

MS. EPPLE: Yes and no, but again, delays,

t hi ngs being what they are, the pharmacist is going
to have to do those things, | think.

REPRESENTATI VE MANDERI NO: Okay. Thank you.

My next question is for Dr. Sasich. | hope
| said that right. Just a very basic question about
generi cs.

You said they have to have the sanme active
i ngredients, which was al ways my under st andi ng.

DR. SASI CH: Exactly.

REPRESENTATI VE MANDERI NOC: My question is,
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are they even allowed to have the sane inactive
ingredients? | mean, whether my medici ne has gone
of f patent or not, sonmebody can't go out there and
replicate my exact identical thing, including all the
inactive ingredients, the binders and all that kind
of stuff, or can they?

DR. SASICH: There can be different inert
i ngredients, but they have to meet the same
st andar ds.

REPRESENTATI VE MANDERI NO: Can t hey
replicate the exact inert ingredients?

DR. SASI CH: No. The question is, do they
performthe sanme?

REPRESENTATI VE MANDERI NO: | understand
that's the standard. | " m just asking a manufacturer
gquesti on.

DR. SASICH: The generic manufacturer has to
give the FDA prior notification if it changes an
i nactive ingredient, the same way that a brand- name
manuf acturer nust.

REPRESENTATI VE MANDERI NO: Ri ght .

If I am AstraZeneca and | make XYZ -- |
don't even know the names of drugs; |I'msorry -- but
| make this particular drug and now the patent has

expired, and some ot her conpany wants to make the
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same drug-- -

DR. SASI CH: Okay.

REPRESENTATI VE MANDERI NO: ---are they
all owed? Not the equivalent, not the acting
equi val ent, not the same effectiveness; the exact
same drug fromwhat it is bound in to what it | ooks
like to what its inactive ingredients are. Am | even
all owed to make the exact sanme drug?

DR. SASI CH: An exact copy?

REPRESENTATI VE MANDERI NO: Yes.

DR. SASICH: And so it appears to be the
same?

REPRESENTATI VE MANDERI NO: Yes.

DR. SASI CH: | think that would probably
viol ate copyright rules.

REPRESENTATI VE MANDERI NO: Correct. Okay.

So that is in essence why there is always
somet hing different about a generic. ' m not talking
inits tested effect.

DR. SASI CH: Okay.

REPRESENTATI VE MANDERI NO: "' mtal ki ng about
it in its actual ingredients.

DR. SASICH: Well, we are tal king about---

REPRESENTATI VE MANDERI NO: Active, inactive,

the stuff that binds it together, the stuff that---
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DR. SASI CH: Yeah, they can be different,
but they have to neet the sanme standards.

REPRESENTATI VE MANDERI NC: Can they be
identical? | understand they can be different.

DR. SASI CH: Oh, yeah. | don't see any
reason why they couldn't be identical

REPRESENTATI VE MANDERI NC: Okay.

DR. SASI CH: But if you made the tablet |ook
t he same and put the same | ogo or monogram on it, |
t hi nk you woul d vi ol ate copyright rules.

REPRESENTATI VE MANDERI NO: The same question

di fferent.

' m AstraZeneca -- | don't know if anybody
is here; | don't mean to keep picking on them  That
is the one that came to ny head. | make a brand-name

drug; it is my biggest seller.

DR. SASI CH: Okay.

REPRESENTATI VE MANDERI NO: Do I only ever
make it in one plant or do | make it in two different
pl ants?

DR. SASICH: Well, you could make it in nore
t han one pl ant.

REPRESENTATI VE MANDERI NO: In reality, do
t hey?

DR. SASICH: Well, all of the parts of a
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drug can cone fromall over the world. The inactive
i ngredients and the active ingredients could come
from China; they could come from Sout heast Asi a;
they could come from North America. All of those

i ndi vidual ingredients could be shipped to

Puerto Rico where the product is finally made and
then distributed within the United States.

REPRESENTATI VE MANDERI NO: And from 1999 to
2008, | could have changed those suppliers a zillion
times in the making of the same product?

DR. SASICH: Yeah, but there would have to
be prior notification, because all of those
i ngredients, including the active ingredient, have to
meet FDA approval standards. That is part of the
drug approval process.

REPRESENTATI VE MANDERI NO: Okay, because |
was trying to put in context the testinmony | heard
earlier about generics comng fromdifferent sources
and if it is the exact same identical generic as
conpared to an equival ent.

DR. SASI CH: Well - - -

REPRESENTATI VE MANDERI NO: s the argument
the same for a brand name, is what | amtrying to
under st and.

DR. SASICH: Well, you know, it could be.
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mean, this is called counterfeiting, and this is
certainly a problem

We have a problem with Heparin, which is an
old drug, but sonebody decided for econom c reasons
that they could increase their margin by substituting
anot her drug.

REPRESENTATI VE MANDERI NO: Okay; | was not
articulating correctly, because | wasn't talking
about counterfeiting. | was tal king about a conpany
maki ng a product, that is their product, that is
their brand nanme.

DR. SASI CH: Okay.

REPRESENTATI VE MANDERI NO: Can t hat product
over, whatever -- over the course of tinme, over the
course of being manufactured in different places,
over the course of where they get the suppliers for
the ingredients of that -- can that particular drug
have somet hing about it that could be slightly
different than its own drug, just |like a generic can?

DR. SASI CH: Certainly, but no matter where
t he brand-name product is made, whether or not it is
in Phil adel phia or Puerto Rico or in China, it should
be neeting the same FDA standards for performance.

We call this dosage performance.

REPRESENTATI VE MANDERI NOC: Okay. So when
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one of the prior testifiers said, if my patient is on
a generic and the generic they get this nonth needs
to be the same generic they get next month--

DR. SASI CH: Yes.

REPRESENTATI VE MANDERI NO: ---is that an
i ssue of the same generic manufactured by the same
company, or were these -- maybe you are not the right
person to ask -- were these, again, equivalents being
substituted, generic A made by conpany B for generic
C made by conpany D? Do you understand my question?

DR. SASI CH: | think I do, and the different
generi c drug manufacturers have to neet the sanme
standards to call a drug a generic equivalent, and in
some cases these different generic products are
tested against other generic drug products.

The thyroid replacement hornones are a good
example of this, where there are ratings that allow
pharmaci sts and physicians to say that generic
brand A is equivalent to generic brand B.

REPRESENTATI VE MANDERI NO: But just -- |I'm
sorry, M. Chairnman. | need to understand this to
process everything.

Generic brand A manufactured by generic
company A is always generic, so | could prescribe

generic brand A made by conpany A, and if | say
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"no substitution available,” | should al ways get
generic brand A by conpany A, not generic brand B by
conpany B.

DR. SASI CH: You could -- go ahead.

MS. EPPLE: Yes; yes, that is correct.

REPRESENTATI VE MANDERI NO: Okay.

MS. EPPLE: You could do that. That is not
done very often when they are prescribing generics,
but it could be done. And if it is witten that way,
t he pharmaci st would need to follow that.

If they didn't have it avail able, which
did hear was alluded to in the conversation, then
before they would make a change, they would need to
get that approved by the physician.

REPRESENTATI VE MANDERI NO: Okay. Thank you.

Thank you very much, M. Chairman, for your
i ndul gence.

CHAI RMAN OLI VER: Representati ve Tayl or.

REPRESENTATI VE TAYLOR: Thank you, M.
Chairman, and | will try to nove it along and
simplify it.

It seenms to nme that the more testinony |
hear, the more this issue isn't really about the
cause and effect in generics versus brand name; it is

about your testinony earlier, Patricia, about whether
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or not the pharmacists are doing what they are

supposed to do at the right end, and it sounds to ne,

if I were the judge here, | would say that at | east
in some cases, it is not. So it is supposed to
happen and it is not, and if you think this bill is

not the answer, what is the answer to protect these
folks fromthat occurring?

| don't think it really gets into the makeup
of generics. | think that is a discussion for
another time. And for anybody that is due to testify
about this in the future and today, we don't really
need to know that, | don't think. Tell us how to
solve this then.

MS. EPPLE: Well, | think that there are two
t hi ngs. | mean, |I'm not at all one for punitive
situations, but obviously if there are pharnmacists
out there who are violating the Iaw, they need to be
reported.

| think the other two things that are also
prevalent here is that it is an insurance issue; we
all know that. | mean, that has been testified to by
t he physici ans. If the insurance conpany i s not
payi ng for something or the payment is too high, that
becomes an issue. So there is something there.

REPRESENTATI VE TAYLOR: But it still
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woul dn't change how the pharmaci st behaves, right?

MS. EPPLE: Yeah, because---

REPRESENTATI VE TAYLOR: Whet her they are
paying for it or not, the pharmaci st has---

MS. EPPLE: They have to follow with it.

But the fact of the matter is, if the patient's

i nsurance conpany isn't providing that coverage and

if they have to pay for it cash out of pocket and it
is too nmuch, then the pharmacist is going to try to

get the physician to, you know, write their approval
or call in their approval to dispense a generic. So
i nsurance coverage i S an issue.

REPRESENTATI VE TAYLOR: Just to clear that
up, when that happens -- and | know Kathy tal ked
about this a little bit -- so everybody is informed
at that point?

MS. EPPLE: Oh, absolutely. Again, nowif a
physician did not wite "brand medically necessary,"”
if they just wrote the drug name, which is the
generic name actually, and they didn't wite "brand
medi cally necessarily,"” or if they specified a brand
but didn't write "brand medically necessary" --
"generic substitution is allowed" is on the
prescription pad -- if they didn't do that and the

i nsurance bounces back, well, we'll only pay this
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much, you know, dispense the generic, then the
pharmaci st woul d di spense the generic. But agai n,
the physician did not wite "brand medically
necessary," so the pharmaci st was all owed.

REPRESENTATI VE TAYLOR: Shoul d the physician
write that, is the insurance conmpany still then
entitled to deny if they are not covered?

MS. EPPLE: Yes, yes, yes.

REPRESENTATI VE TAYLOR: | mean, | don't
even- - -

MS. EPPLE: Yes.

REPRESENTATI VE TAYLOR: Its fully not about
generics versus its---

MS. EPPLE: It's about insurance coverage.

DR. SASI CH: It is about the cost of drugs.

REPRESENTATI VE TAYLOR: Ri ght . So what
woul d be the answer, assum ng that they did pay for
it? | mean, in terms of the pharmaci st not foll ow ng
what the physician indicated.

MS. EPPLE: Well, | think the one situation
t hat presents itself here is that we heard about a
particul ar di sease that has very serious
consequences, that has to be monitored closely by a
physician, and | think if there are situations where

they feel that, you know, the brand may be necessary,
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maybe that has to be consi dered.

But the other thing is, we have to | ook at
total drug costs in this country, too, and if
generics are a cost-effective, safe alternative, you
know, we have to be able to consider those or maybe
consider trying patients on those. But that beconmes
a physician-patient decision, and that is where we
run into problems these days, is the insurance
conmpani es often -- have to, for very good reasons --
delve into that to provide, you know, all this
t herapy, because we don't want the consequences
ei ther.

REPRESENTATI VE TAYLOR: Do you know of any
situations where in a civil matter where the
pharmaci st is held Iiable for changing it when they
shoul d not have?

MS. EPPLE: | am not aware of any at this
point in time. | am aware of situations in this
country where pharmaci sts have been held |iable for
ot her things. It is rare, but they could be, but not
in the situation that you are nam ng.

REPRESENTATI VE TAYLOR: If that were the
case, they would probably not be making that m stake
too often.

MS. EPPLE: Again, if they are reported to
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t he Board of Pharmacy, you know, on this situation,
then they won't take it upon thenselves to change.

| don't think any pharmacist is really
taking it, you know, on their own to change, but I
have heard situations just this morning, so those
need to be reported.

REPRESENTATI VE TAYLOR: Thank you, M.
Chai r man.

CHAI RMAN OLI VER: Representati ve Reichl ey.

REPRESENTATI VE REI CHLEY: Thank you, M.
Chai r man.

Just picking up on John's |l ast point, Pat,
isn't it in a sense a liability protection for the
phar maci sts, because if there is an adverse effect on
t he patient down the road and the pharmacist says,
well, the doctor told me I could give this drug, and
t he doctor says, no, | didn't, that you have the
written order from both the doctor and the patient to
provide so the pharmacist is covered?

MS. EPPLE: Well, right now, when they get
t hat prescription, if it doesn't say "brand medically
necessary," they can dispense the generic.

REPRESENTATI VE REI CHLEY: | understand that
part.

MS. EPPLE: But if they did, if they did
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t hat wi t hout knowl edge, then that would be an issue.
But even so now, on issues with the insurance
coverage, if they would get an okay to di spense
somet hi ng el se because of insurance coverage, that is
docunmented on the prescription for many reasons, both
for auditing purposes for insurance conpanies, but to
document exactly what occurred. So that pharmaci st
is docunenting that they got an okay from a physician
to do that.

REPRESENTATI VE REI CHLEY: Okay.

MS. EPPLE: They are just not having to get
it back fromthe doctor's office, and they are not
having to get another written paper from a patient.
But it is being documented that they did that.

REPRESENTATI VE REI CHLEY: Well, | think in
terms of potential liability and then damages that
could be found against the pharmacist, you would want
t hat cover age.

But you made quick reference to the ability
to report pharmaci sts. How many actual penalties are
handed down by the Pharmacy Board for changing a
prescription without additional proof?

MS. EPPLE: Representative Reichley, | am
not aware of any right now, but | think certainly

t hat woul d be a question you could put to the
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Bur eau of Professional and Occupational Affairs and
see if there are any statistics on that. | am not
awar e of any.

REPRESENTATI VE REI CHLEY: And what is the
penal ty?

MS. EPPLE: That | don't know.

REPRESENTATI VE REI CHLEY: I s your license
pul | ed?

MS. EPPLE: That | don't know, because a | ot
of those decisions happen in closed session at the
St at e Board.

REPRESENTATI VE REI CHLEY: And not to
di srespect your point, but it m ght be sort of a
paper tiger to say, well, we have this board out
there that can do this, but if nobody gets reported
and nobody gets penalized and nothing is done, it
doesn't really affect the mechani sm

MS. EPPLE: Well, | guess the question is,
have they been reported? | am sure that if they have

been reported and they have gone through the process,

somet hi ng has been done. | don't know what those
penalties are. | don't know the statistics. | don't
even know whether I'mentitled to them but | would

think that this commttee m ght be.

REPRESENTATI VE REI CHLEY: | woul d just think
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t hat since you are the professional organization for
t he pharmaci sts, you would hear about that.

My | ast question is, does the pharmaci st get
any kind of different dispensing fee if you use the
brand name as opposed to generic?

MS. EPPLE: No.

REPRESENTATI VE REI CHLEY: Okay. Thank you.

Thank you, M. Chairman.

CHAI RMAN OLI VER: Representati ve Pashi nski .

REPRESENTATI VE PASHI NSKI : Thank you, M.
Chai r man.

Could we just stay on this subject just for
one nore question?

s there any kind of responsibility by | aw
on the part of the physician to report either to the
Phar macy Board or to another agency when a pharmaci st
IS substituting when they are not supposed to?

MS. EPPLE: ' m not real famliar with the
medi cal code of conduct, but | would tend to think
t hat m ght be the case.

REPRESENTATI VE PASHI NSKI : Could | ask the
doctors that are here that same question?

DR. HERSHKOW TZ: Not that | know, and I
woul dn't even know who to report to.

REPRESENTATI VE PASHI NSKI : But |I'm just
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saying, if the results of substituting a
pharmaceuti cal agent caused such great harmto
Tanner, you wouldn't take it upon yourself to pursue
who di d what ?

DR. HERSHKOW TZ: Well, again, | do not
know, | mean, | just thought that in the end this was
all going to be paid for.

REPRESENTATI VE PASHI NSKI : And you are
saying if this is life threatening---

DR. HERSHKOW TZ: If the liability is m ne,
because I'm the one prescribing the drugs---

REPRESENTATI VE PASHI NSKI : But they
substituted on you. You did your job. You

prescri bed the right drug.

DR. HERSHKOW TZ: In fact if it comes down
to a time where the insurance conpany will not pay
and the patient needs to get a generic -- and we are

not agai nst generics. W just want to give the sanme
one every time if that's going to happen.

And | don't even know where these drugs are
being made from So to say that physicians can write
down "I would Iike generic B from South Africa and
only that" is crazy, because we don't know where they
come from We do not have access to, these are all

t he generic, new fornul ations.
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REPRESENTATI VE PASHI NSKI : But you do know
the one that you have been using that has been
effective, and that's the one---

DR. HERSHKOW TZ: But | don't. That i s why
| say to the patient, have a good relationship with
your pharmaci st, because | just know it was a
pi nk- and-white capsule, but the next time there is
one that is green. So | don't know that.

CHAI RMAN OLI VER: Okay. Pardon nme, please.

REPRESENTATI VE PASHI NSKI : Al'l right. Then
that is something---

DR. HERSHKOW TZ: | don't have access to
t hat i nformation. You know, CVS doesn't say, you
know, we have these three.

REPRESENTATI VE PASHI NSKI : "' mjust saying,
if I want Bayer Aspirin---

CHAI RMAN OLI VER: We will end this
di scussion right now.

REPRESENTATI VE PASHI NSKI : Yes, sir.

CHAI RMAN OLI VER: It should be between you
and the people at the table.

DR. HERSHKOW TZ: "' m sorry.

REPRESENTATI VE PASHI NSKI : Thank you, M.
Chai r man. | appreciate that.

| guess the point that | was making was if
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| "' m ordering Bayer Aspirin, | expect to get Bayer
Aspirin. It may not come out of the same |ot, but |
expect to get Bayer Aspirin.

But | wanted to know whether there was a
responsibility of the physician to report someone
that is not conducting the very inmportant job of
prescri bing what the physician prescribes. It seens
to me that that is something that we should | ook at.

Dr. Sasich, could you explain please for ne,
on page 4, "The Epil epsy Foundation is estimted to
receive funding fromthe pharmaceutical industry that
approached $50 mllion of its $80 mlIlion annual
budget...."

DR. SASICH: Those came from public
docunments from the Securities and Exchange
Comm ssion, the Form 990s that all public interest
organi zations are required to make publicly
avai |l abl e.

REPRESENTATI VE PASHI NSKI : So the
pharmaceuti cal conmpanies are funding the Epilepsy
Foundation $50 million.

DR. SASICH: Correct, for 2006.

REPRESENTATI VE PASHI NSKI : Okay.

Are you aware of any major pharmaceuti cal

conmpani es that purchased or created their own generic
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compani es?

DR. SASICH: Oh, yeah. Yes, they are
starting to get into this business with sonme fervor
ri ght now.

These are call ed authorized generics, and
this may be viewed as anticompetitive behavior,
because it kind of makes an end run around givVving
ot her manufacturers the opportunity to be able to get
into the marketpl ace, when the idea behind the
generic drugs was to bring price conpetition in
to the pharmaceutical marketplace to | ower
prices.

REPRESENTATI VE PASHI NSKI : Ri ght . Okay.
Thank you

And the last thing, | was questioning
testing before, whether the testing is adequate in
order to determ ne whether these drugs can actually
do what they are supposed to. What is your opinion
of the testing?

DR. SASICH: Yes, they can, if it is done
correctly, if there is proper oversight, and there is
no shortcutting on the part of manufacturers.

We have had problens with the quality of
both generic and brand-name pharmaceuti cal s. In the

| ate 1990s, we had hundreds of thousands of doses of
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brand-name Dilantin come off the market that
manuf acturing procedures were shortcutted. The
executives of the conpany knew this.

So this can happen in any segment of the
pharmaceutical industry, brand name or generic.
Unfortunately, we do not have the Food and Drug
Adm ni stration that has the resources to be able to
ensure the safety of the drug supply in this country,
and the food supply, for that matter.

REPRESENTATI VE PASHI NSKI : Well, it seenms to
me with the recent problems we have had with drugs
from China and food from China, the FDA needs nore
resources.

| want to thank all of you very nuch.

DR. SASI CH: Thank you.

REPRESENTATI VE PASHI NSKI : Thank you, M.
Chai r man.

CHAI RMAN OLI VER: Thank you very nmuch for
appearing today.

Now we would Iike to say that we have
20 m nutes with three people to testify. W have to
be out of this room by 1:30. So | would say to you,
| do not want to cut anybody off, but | want you to
be as brief as possible.

You may proceed.
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MR. MOHALL: First of all, good afternoon,
and | am today representing the Pennsylvania
Associ ation of Chain Drug Stores, or PACDS. | want
to thank the House Health and Human Services
Comm ttee for considering our comments on this bill

My name is Rick Mohall. | "' m a pharmaci st ,
and | am the Director of Field Clinical Services for
Rite Aid.

| speak today on behalf of PACDS, which
consi sts of community-based chain pharmacy conmpani es,
as diverse as Weis Markets, Rite Aid, and Target.
Toget her, PACDS menber conpani es operate over 1,400
community pharmacies in the Comonweal th.

Though we understand that this bill was
introduced with the best intentions, comunity
pharmacy believes that this bill would create
duplicative and unnecessary requirements that would
di scourage the use of cost-saving generic drugs for
the treatment of epilepsy while increasing costs to
the consumer and creating delays in filling their
prescription.

It also seems to be in conflict with the
| aws governing the PACE and Medi caid program
requi rements around substitution, and we therefore

respectfully ask the commttee to consider our
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comments explaining these issues.

In the interests of time, | will deviate
fromthe written statements, as ny coll eagues have
addressed nmuch of this with the commttee already.
But I would like to add a couple of coments.

One, if you | ook at the exanmple of a
prescription that we have given with my testinmony,
you can very clearly see what has been going on in
Pennsyl vania, and | believe my coll eague said since
1976. Am | correct in that? And this has worked
very well within the Commonwealth to allow a
physici an, whenever he or she wi shes, to specify
"brand necessary" or "brand medically necessary."

| have heard comments that pharmaci sts have
deviated fromthis. | was a community pharmaci st for
21 years before | was in my current role. | do not
know of any pharmaci st who would not call a physician
if an insurance conflict existed before substituting
t he product. | cannot say for certain that they are
not out there, but | certainly do not know of any.

| also would very much Iike to address the
refill question and one of the delays in therapy that
| see may be created with this | aw.

First of all, what happens to a patient when

a doctor writes, and I'll use Tegretol as an exanpl e,
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on a prescription, the physician signs the
prescription, and does not -- let me repeat -- does

not write "brand necessary, and a pharmaci st sees

t hat that patient has indeed been on the generic

drug.

Let us say it is a Saturday. It is a
brand- new prescription. We woul d then still have the
requirements, if I"'mreading this bill correctly, to

have a written consent fromthe doctor, a witten
consent fromthe patient. What if we cannot reach
the prescriber? | do see that creating a potentially
harnful therapeutic effect, when we already have
existing laws that allow the doctor to clearly tell
us whet her substitution is or is not okay.

| would also Iike to comment on the refil
guestion. When a pharmacist enters into a conputer
system any systemthat | have seen for "brand

medi cally necessary,"” there is a code entered into
that system Why is that so? It is required by
every insurance carrier | know of to process the
product. So there is a code in the system that says,
and it happens to be one, "brand nmedically
necessary," that would tell a pharmacist on every

refill that the doctor did i ndeed wite "brand

medi cal |l y necessary."”
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And |l et me go one step further. I n our
particul ar next-gen systemat Rite Aid and many ot her
systems used by community pharmaci es throughout the
Commonweal th, there is a scanned copy of the
prescription avail able on the screen. The pharmaci st
can i ndeed see that scanned copy and see that it was
indeed written "brand medically necessary."

So | do not really -- 1 think those issues
are conpensated for by the way all of our pharmacy
systems wor K.

| would also Iike to address the fact that
the FDA -- and this is in my statement -- has put out
a specific statement on the therapeutic equival ence
of drugs prescribed for an epil epsy patient. In a
2008 letter, they expressed that there was "no
scientific evidence that demonstrates a particul ar
problemwith this group of products.” In fact, there
are "frequently circunmstances other than the switch
t hat may cause untoward response.”

And | would also |like to point out that the
Ameri can Medical Association, representing
physi cians, also reviewed published scientific
literature on this matter, and that a 2000 report
concluded that generic antiepileptic drugs are

equi val ent to their brand-name counterparts, and in
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2007 the AMA published a position statenent

reaffirm ng support for the conclusions in the 2002

report.

So | guess in summary what | would |like to

say is that we have a mechanismin place that

care of this systemas it stands. The bill is

t akes

duplicative in that it asks for a mechani smthat

al ready exists. It could very easily cause a
in therapy, and both groups that | think we al

on to determ ne our decisions and our

del ay

| count

scientific-based evidence, which | want to stress on

t hese issues -- the FDA and the physicians, the AMA,

who do decide on this therapy -- both support
substitution of these products.
Thank you. Any questions?
CHAI RMAN OLI VER: Thank you very nmuch.
Representati ve Tayl or.
REPRESENTATI VE TAYLOR: Thank you, M.

Chai rman. Very briefly.

the

Sir, if you could just follow an exanple for

me, and | think this will clear some things up for

me.
MR. MOHALL: Sur e.
REPRESENTATI VE TAYLOR: The physici an

on the pad the brand name. It doesn't say it

writes

has to
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be.

MR. MOHALL: Right.

REPRESENTATI VE TAYLOR: The pharmaci st
substitutes a generic.

MR. MOHALL: The pharmaci st woul d not
substitute a generic. |f a physician wrote "brand
necessary"- - -

REPRESENTATI VE TAYLOR: No, no; |'m saying
he doesn't.

MR. MOHALL: | "' m sorry; okay.

REPRESENTATI VE TAYLOR: "' m saying the
pharmaci st then, he or she then---

MR. MOHALL: Substitutes a generic.

REPRESENTATI VE TAYLOR: ---Substitutes a
generi c.

MR. MOHALL: Yes.

REPRESENTATI VE TAYLOR: That generic turns
out to be effective for sonme time---

MR. MOHALL: Yes.

REPRESENTATI VE TAYLOR: ---but there is
never a prescription actually witten for it, all
right?

MR. MOHALL: There is not a prescription --
if you are asking, is there a prescription written

for that---
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REPRESENTATI VE TAYLOR: No; wait. Fol | ow

MR. MOHALL: Okay; okay.

REPRESENTATI VE TAYLOR: What can we do to
prevent the generic from changing?

MR. MOHALL: Well, | guess | would
gquestion- - -

REPRESENTATI VE TAYLOR: Because there was
never a prescription actually witten for it.

MR. MOHALL: Well, | guess | woul d---

REPRESENTATI VE TAYLOR: The physician want ed
A; it turned out to be B. B is okay, and suddenly it
turns into C What can we do to prevent that?

MR. MOHALL: Well, | guess | would question
the need to prevent that.

Again, the FDA tests all generics. So j ust
to use exanples, let's say that Mylan had a generic
form of Tegretol on the market and Teva al so wanted
to apply for a generic formof Tegretol, that drug
has to go through the same testing and be deemed
t herapeutically equivalent by the FDA for the brand
Tegretol . So the drugs are deemed therapeutically
equi val ent for the brand-name product, and | do not
believe there is evidence that suggests otherw se.

REPRESENTATI VE TAYLOR: The sooner you
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answer my question, you are just saying that you
think there is no need for it.

MR. MOHALL: That is exactly right.

CHAI RMAN OLI VER: Representati ve Waters.

REPRESENTATI VE WATERS: Thank you, M.
Chai r man.

As a representative of the Pennsyl vania
Associ ation of Chain Drug Stores, let me go to, you
know, the original concept of this hearing was to
deal with the epilepsy and the effects that these
drugs are having on people who suffer from epil epsy
and their famly members.

And you as a drug store, as a pharmacy, what
is happening with your menbers to make sure that you
are being policed? |Is there a -- do you self-police,
or is there an independent agency or departnment?

MR. MOHALL: We do self-police.

REPRESENTATI VE WATERS: You sel f-police?

MR. MOHALL: We do self-police.

REPRESENTATI VE WATERS: You sel f-police.
Have there been any violations at all that you would
report?

MR. MOHALL: | do not have statistics on
t hat . | really do not.

REPRESENTATI VE WATERS: You do not have
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statistics, but that does not mean that it is not---
MR. MOHALL: Again, sitting here today, to

my knowl edge, | do not know of a pharmaci st who

illegally substitutes generic for brand. | do not.
REPRESENTATI VE WATERS: But we did hear

testimony from some of the parents and ot her people

who are here today that said that substitutions do

t ake place and that it is having a negative inpact on

t he patients.

MR. MOHALL: Well, wi thout seeing those
prescriptions, | really do not know how | can
comment .

Were the prescriptions written correctly? |
will use an exanple of the prescription | have in

front of you. Again, the words "brand medically
necessary" or "brand necessary" have to be written.
Did a physician just sign on the bottomline? | do
not know t hat.

Did the pharmacist call someone within the
prescriber's office to talk about it when an
i nsurance conpany would not pay for a brand or a
consumer could not afford a brand? | do not know
t hat .

| would want to see exanples of this

happeni ng, why this is happening, if it is happening,
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before I could address that question.

REPRESENTATI VE WATERS: Okay. Well, we do
have some testimony here, sonme evidence here, and |
guess you can exam ne that if you so see fit to do
So. But | thank you so nmuch for your testinmony.

Thank you, M. Chairman.

CHAI RMAN OLI VER: Thank you very much, M.
Mohal |, for your testinony.

MR. MOHALL: Thank you.

CHAlI RMAN OLI VER: The | ast two speakers on
t he agenda are Kevin Tucker and Dr. Eric Davis.

Bet ween the two of you, you have 10 m nutes.

DR. DAVI S: | get to go first.

CHAI RMAN OLI VER: So you may proceed.

DR. DAVIS: All right. Thank you, M.

Chai rman and menbers of the commttee, for the
opportunity to speak here today.

In an effort to save tinme and---

CHAI RMAN OLI VER: Thank you very nmuch.

DR. DAVI S: ---1 will forego the testinmony
that | had and hit on some important points here in
t his.

We have already tal ked about that physicians
currently have full authority to determ ne whether a

prescription is witten for the brand medically
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necessary. That has been tal ked about, so I'm going
to skip that part and nmove on to the scientific part
of it.

And scientifically speaking, there have been
no well-controlled clinical trials presented to the
FDA t hat have shown that the interchange of one of
the antiepileptic drugs determ ned to be
t herapeutically equivalent to the branded drug has
led to an increased risk of seizures. It just has
not been shown. What has been presented are
anecdotes in the formof case reports and surveys,
and these are not scientific.

The FDA states, and this is a quote from
them "products classified as therapeutically
equi val ent can be substituted with the full
expectation that the substituted product will produce
the same clinical effect and safety profile as the
prescri bed product.” And here is the inmportant part:
"Any differences that could exist should be no
greater than one could expect if one |Iot of the
i nnovator's product was substituted for another.™

In other words, the difference in
t herapeutically equivalent drugs is no more, because
there is variability, but it is no more than what you

woul d have in one |lot to another | ot.
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Now, Pennsylvania already defers to the FDA
when assessi ng bioequival ents, and the FDA published
a letter, and there are three points to consider in
that letter when it comes to substitution.

One is, additional clinical tests or
exam nations by health-care provider are not needed.
Two is, special precautions are not needed when a
formul ation or a manufacturing change occurs for a
drug provided that change is approved according to
the FDA, and this recently happened with one of the
branded antiepileptic drugs. They changed their
formulation. They did the exact sanme bioequival ency
testing that the generics use to get approved in
order for that formulation or that manufacturing
change to be marketed. And the third point is, it is
not necessary for the health-care provider to
approach any one therapeutic class of drug products
differently from other classes when there has been a
determ nation of the therapeutic equival ence by the
FDA.

And we are tal king about antiepileptics
t oday, and there are not just 10 drugs. | believe
one of the Representatives here asked about how many.
According to the Epilepsy Foundation's Web site,

there are approximately 25 different antiepileptic
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medi cati ons, and nost of these medicati ons have what
is called a wi de therapeutic range. But al t hough al
of these drugs are for treating epilepsy, only about
50 percent of their use is for epilepsy, and | think
t hat poi nt was brought out in passing. But these
drugs are also used to treat chronic pain, bipolar

di sorder, m graine headaches, neuropathies, and panic
di sorders.

And one of the newer medications, just an
exampl e, Gabapentin, it is estimted that 83 percent
of its use is for something other than epilepsy. So
it is really unfair and it is unscientific to group
all of these drugs, you know, into a group and say
that we are going to set this particular class aside.

| do not think I'mgoing to go into the
additional time or burden placed on the pharmaci sts.

One point | would like to make is, and |
believe the physicians who spoke here earlier really
made the point clear, that epilepsy is a very
difficult disease to treat, but there are many
vari ables that come into play that have nothing to do
with the formul ation.

One fact is that approximately 30 percent of
patients with seizure disorders are never free of

seizures. That is a big percentage -- al nost a




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

25

131

t hird.

There was a study in a paper written that
showed that up to 50 percent of patients do not
compl etely conply with their prescribed treatnment,
and if a patient m sses 1 day of their medication,

t hey have effectively m ssed 14 percent of their
dose for the week. If they mss 2 days, that is
28 percent of their dose.

Things |Ii ke emotional stress and | ack of
sl eep can | ower seizure threshol ds. Ext ernal sights,
i ke flashing |ights and video games, they can bring
on seizures. Over-the-counter medications,
suppl ements, other prescription medications, alcohol,
and even certain food interactions can |ower drug
| evel s and possibly influence seizure control.

And an inportant point that was brought up
froma Harvard study showed that approxi mately
one-third of patients on fixed incomes will
intentionally m ss doses of medications used to treat
chronic illnesses in an effort to stretch their
prescriptions and save noney.

Let me make a couple more points and then
"Il hand it over to you, because | know we are
short. This is hard.

CHAI RMAN OLI VER:  You just took up some of
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his time.

DR. DAVI S: Okay.

MR. MOORE: And, M. Chairman, | talk slow.

CHAI RMAN OLI VER: Pardon me?

MR. MOORE: | said, unfortunately, | talk
sl ow.

CHAI RMAN OLI VER:  Well, | hope you can talk
alittle faster.

DR. DAVIS: So I will conclude my remarks
with that and turn it over to my coll eague.

MR. MOORE: Thank you, M. Chairman.

My name is Jerry Moore. | " m the Director of
State Government Affairs for Teva Pharmaceuti cals.

Teva Pharmaceuticals is the world's | argest
generic company, with its U.S. headquarters based
here in Pennsylvania. W do make a | ot of our drugs
right here in Pennsylvania, not that we make them al
here, but we do make a |l ot of themright here in
Pennsyl vani a.

Just like the branded conmpani es make some
here in the United States, sonme they make in Puerto
Rico, some they make some ot her places, but the fact
is, we go through the same criteria that the branded
conpani es do to make sure that the quality of our

drugs are the best they can be.
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It is important, and | have heard people say
it multiple times today, you have got an agency, the
State Board of Pharmacy, in Pennsylvani a. It was
created to protect the public, not to protect the
phar maci sts.

I n another life, | ran one of those boards
of pharmacy in another State. It was there to
protect the public. Did pharmaci sts ever break the
| aw? Yes. Did they get sanctioned? Yes. \What
ki nds of sanctions? They could have been from a
letter, a warning letter. It could be a fine. It
could be a suspension of their |icense. If it were
severe enough, it could be a revocation.

So you have something in place, you have
current |laws that protect the public, and if the
physicians say dispense is wwitten, then that is the
way the pharmaci st ought to do it, and | think you
have heard testinmony that | think the majority of the
time that happens.

Is there a rogue out there? There is always
t hat possibility. But the generic industry is out
t here making quality drugs, and we want to make
gquality drugs for the citizens of Pennsylvania as
wel |l as everybody else in the U S.

And with that, M. Chairman, | want to say
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t hank you.

CHAI RMAN OLI VER: You finished right on
time.

MR. MOORE: Well, | would rather finish
qui ck before you cut nme off.

CHAI RMAN OLI VER: Thank you very much, both
of you gentlenmen, for testifying today, and that
concludes this meeting today.

Thanks so much to all the participants as

well as the menbers. Thanks so nmuch.

(The hearing concluded at 1:32 p.m)
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| hereby certify that the proceedi ngs and
evi dence are contained fully and accurately in the
notes taken by me on the within proceedi ngs and that

this is a correct transcript of the sane.

Debra B. M Iler, Reporter




