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(9:01 a.m)

CHAI RMAN  SELI GVAN: As there are not
| arge crowds waiting in the foyer, | think we'll go
ahead and begin. Good nmorning and wel conme to the
public neeting to discuss the current status of the
private sector's efforts to provide useful witten
prescription drug information to consuners pursuant
to Public Law 104-180. My name is Paul Seligman.
I am t he Di rector of t he O fice of
Phar macoepi dem ol ogy and Statistical Science in the
Center for Drug Evaluation and Research at the Food
and Drug Adm nistration and | have the pleasure
this norning of serving as the Chair for today's
meeti ng.

Joining me today on the dias is Tom
McG nnis, who is the Director of Pharmacy Affairs
in the FDA's Ofice of the Conm ssioner. To ny
i mmedi ate right and | suspect who's probably stuck
somewhere on the Metro wll be Dr. Vi ct or
Raczkowski, who is the Director for the Ofice of
Drug Safety, the Center for Drugs. To ny left also
on her way to the stage as we speak, is Dr. Anne
Trontell, who is the Deputy Director of the Ofice

of Drug Safety, again, for the Center for Drug

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

6

Eval uati on and Research and then to ny far left is
El l en Tabak who is the program lead on this issue
and a Health Policy Analyst in the O fice of Drug
Safety as well.

Before we begin this norning, a few

ground rul es. Each speaker is allotted 10 m nutes
to make their remarks. After each group of
speakers, there will be a 20-m nute question and

answer period. We ask that each speaker keep their
talk focused on the questions put forth in the
Federal Register and try, as best they can, to
stick to their allotted tine. At 10 mnutes, |
have the honor of rem nding each speaker to try to
conclude their remarks.

This nmeeting is recorded and wll be
transcri bed. | nformati on for obtaining copies of
the transcript is on the back of the agenda
program For your confort, as you canme in, the
rest roons are |located in the registration | obby
ar ea. Also for vyour safety, please note the
emergency exits in the room which are out the back
and on both sides of the dias to the front here.

Finally, it's inmportant that no drink
or food be brought into the auditorium There is a

room provided at the rear behind the glass of the
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auditoriumwith a television screen where food and

drink may be consuned while one partakes in the

live action that is occurring here in the
audi torium Thank you for cooperating with this
NTSB rul e. It's inportant for us here at the FDA

for them to allow us continued use of this very
fine facility.

Wth that housekeeping concluded, it
gives nme pleasure to introduce Tom MG nnis from
the FDA's office of Conmm ssioner who will set the
stage for today's discussion. Ton?

MR. McGANNIS: Wat | wanted to do this
nmorning is set the stage with some history on how
we got here. FDA has been interested in consuners
recei ving adequat e i nformation with their
prescription drugs in order to avoid sone serious
ri sks that prescription drugs do present. Back in
1979, we initially published a patient package
insert rule. That rule was initially just for 10
drugs or drug classes for consunmers to get industry
produced FDA revi ewed and approved information with
their prescription drugs.

Up to that time we only had one patient
package insert and that was for estrogens or

conj ugat ed estrogens. We went through a fornal
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rul emaking process to get that into estrogen
containing products to nmke sure consumers,
especially wonen, got those inserts to tell them
about some serious warnings, contra-indications
with those products.

FDA wound up withdrawing that patient
package insert rule in 1982. There was a |ot of
controversy at the tinme, paper going through the
distribution systemin the United States would be
cunber sone. Phar maci es, many of them with small
prescription areas, wuld have to put a file
cabinet in there. There were not conputers at the
tinme. You were lucky if you had an IBM Selectric
typewriter in the pharnmacy in the departnent. Most
of the time it was those nmanual Under wood
typewriters that were very hard to use.

So the pharmacy would have a difficult
ti me managi ng paper. A lot of these inserts were
updated fairly frequently. Some of the products
that are comng on the market now, over the first
year they're updated two or three tines. So the
pharmaci st would have to renenmber to get out the
ol der wversion, put in the new version, a very
cunbersone process in a busy pharnmacy departnment.

So FDA withdrew that rule. The private sector cane
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forward and, you know, wanted to do this. Sai d
they could do it very well. FDA did a survey of
how many patients were getting a piece of

information back in 1982 and our national survey
canme back at 16 percent of patients getting sone
type of witten information, no |look at the quality
of information at that tine.

In 1991 we redid that national survey
and the nunber of patients telling us that they

were getting a piece of information with their

prescription drugs had doubl ed. It was 32 percent
of patients in 1991 getting sonme type of
information with their prescription drugs. When

FDA revisited the issue in 1994, the national
survey showed a response rate of 55 percent of
consunmers now getting useful informtion. So 12
years had passed and we're just over 50 percent of
consumers now getting any sort of information with
their prescription drugs.

That pronpted FDA to publish a proposed
rule called Medication Guides or nicknaned Med
Gui de Rul e. The Medication Guides were industry
approved information reviewed by FDA and they were
only going to be for serious and significant side

ef fects. In addition, FDA was still disappointed

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

10

with the private sector initiative to get patients
witten information with their prescription drugs
and the agency proposed sonme performance standards
and those performance standards were distributions
targets of 75 percent by the end of the year 2000
and 95 percent -- we had a five percent statistical
variation in our national surveys. So by the end
of the year 2006, virtually everybody should be
getting witten information with those prescription
drugs. FDA al so proposed sone broad criteria as to
what we felt would nake these pieces of informtion
useful to patients.

On February 14th and 15th of 1996 we
held a workshop just like this, to talk about that
rule and expl ain what the agency was proposing with
the mandatory part of the rule and then the
performance part of the rule. Congress got
involved in the issue in 1996 and on August 29th,
Congress passed a law and the President signed it
into effect, that's Public Law 104-180.

That law essentially directed the
Secretary  of Health and Human  Services to
facilitate the developnent of an Action Plan, a
| ong range plan that nmet stated performance goals.

It would give the private sector the opportunity
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to neet distribution and quality standards set
forth in the plan. The statute pretty nuch
codified FDA s performance goals under the
Medi cation Guide Rule. The Secretary, not wanting
to review many plans and choose one, contracted
with the Keystone Center, which is a non-profit
consensus building alternative dispute resolution
or gani zati on. The Keystone Center had 120 days
under the statute to develop an Action Plan from
i nterested stakehol ders.

They immedi ately set forth and sel ected
34 private sector organizations to develop the
Action Pl an. The governnment was not involved in
that process other than serving as a resource
person. The col |l aboratively devel oped Action Plan
was accepted by the Secretary in January of 1997.
It set forth criteria to determ ne the useful ness
of information being given to the patients. |t
endorsed the broad criteria set forth in the Public
Law and describes specific criteria that nust be
met .

Consistent with the Public Law, the
pl an called for periodic assessnent of the quality
and di stribution of witten i nformation.

Specifically, the <criteria set forth in the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

12

medi cation information section was that the drug

nane and contra-indications for use had to be in

the information. Contra-indications were very
inportant to tell the consumers if you had this
condi ti on, i f you were taking these other

prescription drugs or OTC drugs, you night avoid
this nmedication or talk to your physician about
taking this. How to use the drug, nonitoring the
drug to get the nost benefit fromthe drug, to know
what foods not to avoid were also inportant in the
devel opnent of useful prescription information.

Precautionary information was inportant
to the group, what to avoid while taking this
medi cati on. The serious and significant si de
effects or frequent side effects were also
inportant to include in this information. Most of
the consunmer groups there felt this information was
not going to scare consumers, would not have them
avoid taking their medi cati on or foll ow ng
prescribed therapy. Consuners needed and wanted
this informtion.

General information was to be included
with encouragenent of consuners to ask questions of
their doctors and pharnmacists. The information was

supposed to be scientifically accurate, not
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pronmotional in tone or any other manner. And
finally, the information was to be conprehensi bl e.
It needed to be brought down to the sixth to
eighth grade reading level and it needed to be
| egi bl e. Some sanples of information that we had
seen over the years conmng off of dot matrix
printers was illegible in many cases. So they were
concerned that the information be |egible.
In the end of 1998, on Decenber 1, the
Agency published a final rule on just the first
portion of what we had proposed in 1994 and that
was industry produced FDA reviewed and approved
information on those small nunmber of drugs that the
Agency was being asked to approve that had serious
and significant side effects. The Agency estimated
that there'd only be five to 10 of these type of
products reviewed and approved by the Agency each
year that would need such a nedication guide.
Medi cation guides again, were just reserved for
those drugs wth serious and significant side
effects.
And the Agency's estimte was actually
a little bit too high. To date, we only have 15
such nmedication guides for those drugs that have

very serious side effects or very serious concerns
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to the Agency and they are for both drugs,

prescription drugs and prescription biologics. And
I"'m going to turn it over to Paul to finish the
i ntroduction part.

CHAI RVAN  SELI GVAN: Thank you, Tom
Wel |, based on the results of the 1999 pil ot study,
in June 2000 the FDA began plans for a formal
assessnment under contract with the University of
W sconsin School of Pharmacy and the National
Associ ati on of Boards of Pharnmacy. A sanple of 384
pharmaci es were selected from across the nation and
a professional shopping service was used to
purchase four wdely used prescription drugs and
basically collect the information that was provided
with the prescription at the point of sale. Am |
in the right place? Yes, okay.

Over 1300 pieces were collected during
this particular process to be evaluated by a panel

with expertise in pharmacy, nmedicine, and drug

i nformation. A consunmer panel was also used to
score these materials as well. The goals of
eval uation were clear from the |egislation. How

frequently are these materials distributed, and do
they meed the criteria for the useful ness that was

set out in the Action Plan. In a nutshell, 89
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per cent of t he prescriptions filled wer e
acconmpani ed by information neeting the year 2000
di stribution goal, of 75 percent. However, many of
the criteria used to define wusefulness of this
information was sinply not net.
Dr . Bonni e Svarstad, the principal

i nvesti gat or for this eval uati on, wi |l be
presenting the key findings of this study foll ow ng
my remarks and the full report on the FDA website.

In July 2002, FDA convened its Drug Safety and
Ri sk Managenment Advisory Committee to review the
eval uation and to provide advice to the Agency on
the next steps. Part of the review involved
understanding how information flows from the FDA
approved pr of essi onal | abel and from other
organi zations |ike the USP that provide inportant
drug use information to the consuner. It becane
clear to us that there are a nunber of intermedi ate
steps fromthe PI that involve groups that package
the information in and nore consuner friendly
format to groups that manager the software
pharmacy integrators for retail pharnmacies and
finally the actual pharmacy that prints the
information and distributes it to the consuner.

This flow diagram sort of outlines sort
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of that flow of the information from sort of nore
of the formal sources like the USP, FDA and the
pharmacy manufacturer to the data vendors, to the
pharmacy integrators and finally to the retali
pharmaci es and patients. Prior to the Advisory
Committee, the FDA concluded the progress was being
made to neet the |egislative mandate and that the
2006 goals could be nmet if the private sector
actively engaged in this issue. The Advi sory
Committee strongly encouraged the FDA to take a
nore active role in insuring that the 2006 goals
were met.

To achieve these goals, we feel that
attention needs to be focused on three areas;
i npl ement ati on, education and eval uati on. In the
area of inplenentation, we believe that mgjor
quality inmprovenents are needed from what the
consumer receives, that a clear understandi ng of
the expectations laid out in the Keystone Criteria
must be held by all of those in the information
chain and that barriers at each stage of the
process nmust be identified and overcome where they
exi st.

Second, we were told by many in the

private sector that they were sinmply unaware of
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that criteria and the |legislative requirenment.
Clearly, if we are to be successful in inplenmenting
this effort, all parties nmust be educated regarding
their responsibilities under the law. And finally,
all parties nust understand how we use the Keystone
Criteria to evaluate the information collected in
2001. These nethods should serve as a tenplate for
the type of evaluation that will be conducted in
three to four years from now.

Dr. Mark McClellam Comm ssioner of the
FDA, has identified consuner information as one of
his top five initiatives. In a speech before the
Nati onal Consuner League on February 28th, 2003,
Dr. McClellam stated, and | quote, "It is one of
our highest and nost public health effective
priorities to provide consunmers wth reliable,
accurate, relevant, user friendly and helpfu
i nformati on about FDA regul ated products”. W need
action. We are eager to learn what steps are or
will be taken and what plans are being devel oped to
meet the 2006 target. Today we are interested in
receiving input on the four questions published in
the Federal Register to address this need. The
first question; what steps is the private sector

taking to inprove the usefulness of the witten
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information patients receive wth prescription
drugs and to neet the year 2006 goal? The second
guestion; what barriers exist for the private
sector to neet the year 2006 goal and what plans
exi st to overcome these barriers? Third;, what role
should the FDA play and -- what should be the FDA
role in insuring the full inplenmentation of the
Action Plan to neet the year 2006 goal ?

And finally; what other initiatives
shoul d the FDA consider for providing patients with
useful witten information about prescription drugs
as endorsed by Public Law 104-180? Again, thank

you for participation in today's session and wth

that, 1'd like to introduce Dr. Svarstad who w ||
be providing a review of the 2001 study. Dr .
Svar st ad?

DR. SVARSTAD: Thank you. Thanks,
everyone, for com ng today. Before | begin, |
would |ike to acknowl edge several people that
contri but ed significantly to this nat i onal
eval uati on. First of all, my colleague, Dr.

Jeani ne Mount is Professor of Pharmacy and Law at
the University of Wsconsin was very helpful and
secondly, 1'd like to thank NABP and all the folks

there that facilitated the data collection through

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

19

Second to None, Incorporated, et cetera. And to
the FDA staff, Dr. Ellen Tabak and her coll eagues.

It would not have been possible wthout these
peopl e.

Okay, what |I'd like to do this norning
in the tinme that | have here is to -- first to
briefly review the criteria and scoring nethods.
| "' m assum ng or hoping that many of you have had an
opportunity to read the full report on the website;
however, it's wuseful, perhaps, to review briefly
what -- how it is that we went about evaluating the
i nformation sheets.

Secondly, I'd like to summrize the
maj or deficiencies, so that we know perhaps what
the nost inportant points of inprovenent need to be
and thirdly, to exam ne sone ratings by |eaflet
type and vendor. This analysis was done subsequent
to the evaluation and is not included in the
website. However, it has been done since then with
sone help that we have at W sconsin. Basi cal |y
there we're trying to understand why it is that
sone leaflets were rated nore highly than others.
Does it vary by type, vendor, and/or pharmacy type.

And finally, | brought along a few

copies of sanple leaflets so that you can see what
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we found in the National Evaluation. The study
differs from past evaluations in several ways.
First, t he shoppers present ed f our new
prescriptions at 384 randomy selected pharnacies
in 44 states. The earlier study was in eight
st at es. To nmy know edge, this probably is the
| ar gest st udy that's ever been conduct ed
internationally, so it's quite, | think, something
that we can feel was based on a random sanpling in
a wi de nunber of states.

Secondly, the expert raters in this
particul ar evaluation were nomnated by seven
pharmacy organizations and they include the full
list of pharmacy organi zations from National
Associ ati on of Chai n Dr ug St or es, Ameri can
Phar maci st s Associ ati on, Ameri can Col | ege of
Clinical Pharmacy, Anerican Society of Health
System Pharmaci sts, the Acadeny of Managed Care
Phar maci st s Phar macy, Nat i onal Communi ty
Pharmaci sts Association and of course, National
Associ ati on of Boards of Pharmacy.

The intent there was to try to get
people from a wi de variety of environnents so that
we had practitioners, pharnmacy practitioners, who

were currently working an independent pharnmacy, at
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| east two of them pharmacists affiliated with a
chain pharmacy, at least two of them pharnmacists
affiliated with hospital and clinic to get a wde
perspective.

The panelists, the expert panelists,
that is the pharnmacy panel, used eight criteria
from the Action Plan and we tried to be very
careful about adhering to the Action Plan criteria,
not adding criteria that the panel thought the
ori ginal Keystone Group should have. I f anyt hing,
| think the panel m ght have wanted to be a little
stricter on a nunber of points that we can bring up
later, but that's not ny intent now. The point |
want to make is that they tried very hard to stick
with the Keystone Criteria.

Unlike the pilot study, consumers also

rated the leaflets and I'll say a little bit about
how we did that. The eight criteria were nentioned
by Tom MGnnis, so | won't go through those

carefully except to say that its inportant to see
out of those eight criteria that about six of those
or seven of those actually relate to the content of
the information and the other relates to legibility
and conprehensibilities. So the intent is to try,

| think, as | understand the Keystone Criteria, to
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make sure that the information is sufficiently
specific and conpl ete or conpr ehensi ve and
secondly, that it's accurate and up to date, not
promotional in tone and thirdly, that it's |egible
and conprehensible and that kind of goes through
those eight criteria and their intent. And | think
that also makes it somewhat unusual in ternms of an
i nternational eval uation.

Ot her countries are now |ooking at

t hese criteria and beginning to evaluate their

mat eri al s usi ng t he Keyst one Criteri a, an
interesting devel opnent, | think. Now, a word
about the expert rating forns thenselves. Each

form had eight criteria and under each criteria
there were sub-criteria for a total of 62 to 63
sub-criteria and each one was intended to be kind
of a checklist type of thing, so that the panelists
could do this in an objective and a reliable way
and i ndependent of all other panelists.

The sub-criteria -- each sub-criterion
was worth zero to two points; zero if it wasn't at
all included, one if there was sone attenpt to
address the issue and two if the 1issue was
addressed according to Keystone Criteria. W used

-- we took all of those fornms from the panelists
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and submtted them to a survey research form and
then entered the data into the conputer and the
conputer calculated the percentage of poi nts
obtai ned for each individual |eaflet obtained and

there were over 1300 of them as Pharmaci st McG nni s

not ed. The adherence to criteria then was
cal culated over all of those four drugs and so
forth and the -- each leaflet could get a score of
zero to 100 percent. This is an attenmpt to

standardi ze the rating of each |leaflet across drugs
in the pharnmacy.

And finally, we established five |evels
of adherence and |I'll be reporting this in kind of
a bar graph because if you | ook at the main report,
there's a lot of figures in there and so the
attempt here is to sinplify it as nmuch as possi bl e.

Level 5, the panel considered the ideal |evel
because there you have 80 to 100 percent adherence
with the Keystone Criteria. Level 4, 60 to 79
percent and so on down to Level 1, where you had
only zero to 19 percent adherent to the criteria.

Now, let's just say a bit about the
consumner rating process. We i dentified
facilitators who m ght assist us at other pharmacy

col l eges and schools across the country, in fact,
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in 11 states. Those facilitators recruited a total
of 154 consumer raters who were asked to rate the
| eafl ets using a standardized form that we had
pretested in a previous study. The facilitator
arranged with these consuners eight to 15 of the
consuner raters per session and each rater was
given an envel ope with about 10 leaflets in it and
they were asked to rate each of those leaflets
i ndependently, that is not to discuss with each
other or to discuss with the facilitator.

And each leaflet was rated then on 12
items with one to five points each in a semantic
differential format, that is on one end of the
scale would be poor and on the other end of the

scal e woul d be good, one being poor and five being

good. The consunmers were asked to really rate in
t wo gener al ar eas; one t he ar ea of
conprehensibility, how well the material was -- how
understandable it was and legibility. In the area

of conprehensibility, we asked the consunmer to
coment on whether the material was poorly or well

organi zed, whether it was a poor or good I|ength

for obvious reasons. |If it's too short, it doesn't
i ncl ude enough information. If it's too long the
consumer will lose interest and everyone wll be
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W also asked them to evaluate the
clarity, whet her It was uncl ear or cl ear,
unhel pful, hel pful, inconplete, conplete, hard or
easy to find inportant information. Legibility

items, asked them to comment on the print size,
whether it was poor or good print size, poor or
good print quality, poor or good spacing between
the lines, all of which -- all of these itens were
listed incidentally, in the original Keystone Pl an
and so that's where we really got these and | think
as | understand it, the Keystone Committee got
these itens from the educational l|iterature, that
is studies that have identified areas or dinensions
of educational materials that facilitate their
under st andi ng and usability by the reader.

We also asked consuners to give us a
sunmary rating about the overall ease of reading,
the overall ease of understanding and the overal
usefulness and 1'Il show you some bar graphs on
that in a nonent. Now with the results, to
summari ze.

The first thing that we're summari zing
here is the distribution, the percentage of

shoppers who were given any information, regardless
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of its | engt h, regardl ess  of its quality,
regardl ess of its content. And you see in the
first colum there that the percent of shoppers
given a leaflet ranged from 88 to 90 percent. On
the left-hand side you see atenolol, glyburide,
atorvastatin and nitroglycerin, those were the four
dr ugs. So we calculated the percentage for each
drug. It's quite remarkable, | think, that the
rates are the same for the drugs, indicating that
pharmaci sts are not making -- not being selective
about which drugs they're giving leaflets for. | f
they give a leaflet, they pretty nmuch give it for
all the drugs that the patient has.

Now, on the nmean expert rating, that is
what percentage of all those sub-criterion were
nmet, you see that the rating ranged from 51 to 55
percent and that is probably the area where we have
the nost concern, that is that it did not neet the
criteria or it met only 51 to 55 percent of the
criteria. Now, let's look at the criteria
thenselves to get sonme idea about which criteria
were met, which ones weren't, which mght help us
to understand why this rate overall. So let's |ook
at the expert ratings for all criterion. This is

for 1367 |leaflets that were evaluated by the panel.
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And across the top you see five |levels,
red meaning Level 1 or zero to 19 percent of the
criteria being net. The highest |evel would be
Level 5, that is the nbst -- 80 to 100 percent and
in between. Along side you have zero to 75
percent. You have the four drugs shown there.
You'll see for atenolol, that none of the |eaflets
nmet Level 5. Twenty percent of the leaflets net
Level 4 and 56 percent of the leaflets nmet Level 3,
so you kind of see where they fell out. Very few
leaflets fell down into the |ower categories but
there are 13 percent there that were very |ow and
"Il have comrents about those 13 percent |ater.

Wth glyburide, it was pretty much the
same. You can kind of see the same trend. None of
the leaflets met Level 5, 24 percent Level 4, et
cetera. Atorvastatin, only 17 percent nmet Level 4,
none nmet Level 5, 59 percent net Level 3. Agai n,
you see ki nd of t he sanme shaped curve.
Nitroglycerin looked a little bit better, but
again, you'll see that none of them net the highest
|l evel which the panel had set wusing the sub-
criteria. So the overall picture here is one in
which none really of the leaflets are nmeeting the

hi ghest | evel, when you | ook at the overall rate.
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Now, let's look at the individual
criteria of these eight. The highest ratings were
for accuracy and |ack of bias or promotional in

tone. That is, when information was given, it was
rated as accurate rather than |acking in accuracy.
Moderate ratings were given for the criteria name,
drug name and use, criterion 3 for directions. The
| ower ratings and the |owest ratings were on the
ri ght-hand side there. Criterion 5 wth regard to
adverse drug reactions and what to do received
relatively low ratings as well as general
i nformation. The |lowest ratings were in the area
of contra-indications, precautions, and legibility.
Now, let's |look at each one of those a little bit.
This graph tries to summarize a nunber
of tables that were in the final report and what |
did was to put the criteria from-- criterion from
the Keystone Action Plan down on the |Ieft-hand
side, so you see Criterion 1 through 8 and 1've
only shown the percentage of leaflets that net
Level 4 or Level 5, so that you can see which
criteria were nmet better than others. You see
here, for exanple, that on the first criterion,
inclusion of drug nane and its use, 32 percent of

the leaflets met that criterion at Level 5.
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Contra-indications, only five percent
of the leaflets met that criterion. Ni net een
percent Level 5 for directions and you see it dip
down again for precautions where only seven percent

met the precautions sub-criteria and 13 percent

adverse drug reactions, li kewi se for general
i nformation. And you see 95 percent neeting
accuracy. Now, it's inportant not to confuse this
meani ng of accuracy. This is kind of a summary

term here. Accuracy, again, neans, that when they
did provide information, it was accurate according
to the experts. It wasn't necessarily conplete, or
it's not necessarily readable, or it's not
necessarily specific, but it was not pronotional or
i naccur ate.

And finally, you see that none of them
met the legibility and conprehensibility. Now, we
can see the -- inalittle bit nore detail what the
data show for contra-indications and precautions.
This is just repeating sone of the things that |
said earlier but you see again, that five percent
nmet the highest level for contra-indications, 27
percent, Level 4 and then you see the other |evels
t here. This is in the final report. You see the

same thing for precautions. If you Ilunp or

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

30

col | apse Level 4 and 5, you see that 21 percent of
the leaflets had 4 or 5 -- Level 4 or 5 on
precautions. That is, the majority of the leaflets
did not nmeet even Level 4. And on legibility and
conprehensibility, again, same situations. Those
are the three criteria that |I think had the | owest
ratings, area of contra-indications, precautions,
legibility, comprehensibility.

Now, let's |ook at what the consuners
told us. Again, we're collapsing this data into
Level 1 through Level 5 for the sake of sinplicity
and we're showing it for at enol ol t hr ough
nitroglycerin for all four drugs in other words,
and you see here that the consuners are a little
bit nore favorable, but they too are not giving the
maj ority of leaflets the highest |evel of rating.
You see here that 24 percent of the atenol ol
| eafl ets met Level 5 according to the consumers and
30 percent net Level 4.

About the sane shape of the curve for
gl yburide, atorvastatin. I think you've got the
message, right? |1'm not going to go over all of
that and get sidetracked here. Now, let's |ook at
the itens that the consuners commented on and try

to identify where their concerns focused nost. The
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| owest ratings by far of all those itens that |
presented earlier, the conprehensibility and the
legibility, the lowest ratings by far were in the
area of print size, print quality, spacing and
overall readability. In fact, 36 percent of the
leaflets rated by the consuners were given a |ow
rating on the area of readability.

When you | ooked at t heir sunmary
ratings for readability and understandability, you
can see here in the first set of bars under
readi ng, that 19 percent were considered very poor
and 17 percent received a two, that's where | got
the 36 percent. |In other words, 36 percent of the

| eafl ets received a one or a two rating, indicating

that the consumer had concern about it. They were
nor e favorabl e with regard to ease of
understanding. | have to tell a little story here
on the ease of reading. To nake sure that tools
are useable and valid, et cetera, | generally try

to use it nyself at least one with a group of
consumers. So | did a group of about eight
consunmers and we were seated -- they were seated
around a large dining table in someone's honme and
before we started rating them -- and, you know, |

gave them all kinds of stern instructions about how
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you can't talk to each other and you can't talk to

me and, you know, they were being very polite and

one, | would say probably 80-year old woman raised
her hand and she said, "Bonnie"? "Yes". "Do you
mnd if I go back home and then cone back"? And |
t hought, why would -- "Go back honme"? And she
said, "Yes, I1'd like to go and get ny magnifying
gl ass".

In other words, she was having so nuch
difficulty that she wanted to go hone and get her
readi ng aids. Of course at that point, | was a
little unsure of what | should do but | said,
"Well, why don't you just try to evaluate what you
have in front of you and it's okay to | ook down
close without a reading aid". So I think this ease
of reading is pertaining to legibility and not to
the ternms that are used.

Useful, | think about 62 percent of the
consuners gave a four or a five on useful ness, so |
think they're fairly favorabl e about these |eaflets
overall, although you see that eight percent, nine
percent received very low ratings there. And |I've
brought a couple of leaflets to show you the ones
that they think are not useful. Now, what factors

were linked to ratings. And this analysis pertains
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to atenolol, largely because we needed to focus on
one of the drugs and make it sonmewhat nanageabl e
this task.

We exam ned a nunber of factors and the
first factor that we |ooked at was the |eaflet
type. What we noticed was that -- the obvious that
pharmaci sts know and that is that some of these
leaflets were very short or abbreviated. We
defined that as |less than 75 words. These |eaflets
sonetinmes are called warning nessages, sonetines
they're called counseling nessages. I n any case,
they're very short nessages or abbreviated and
standard leaflets, those with 75 or nore words.
Notice that we found 48 pharmacies or 38.7 percent
of the pharmacies giving out abbreviated nessages
only. And the renmainder that gave l|eaflets, 86
percent gave standard, so we'll talk about that as
a problemlater when you see the results.

The second thing that we |ooked at was

| eafl et vendor and version. W were quite
interested to find, as | think others have noted
that nost |eaflets cane from one vendor. That

vendor, of course, had different version, Versions
1 through 3 that we were able to identify.

Basi cally, what we found was that 87 percent of the
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sites examned were wusing leaflets produced or
publ i shed by Vendor 1. W found a few vendors that
we couldn't identify because there was no vendor
name or publisher put on the information sheet. W

found 13 percent of the leaflets fit that category.

Because we did not collect data from
hospi t al pharmacies or clinic pharnmacies, we
decided that it m ght be useful to include leaflets
that are commonly found in the hospitals, so we
identified a conparison leaflet, 1'lIl call the
Vendor 2, and we included those in the consumer and
expert packets to determne how it is that they
woul d have rated those, so you will see in these
results when you're referring to Vendor 2. That's
not because we collected themin the pharnacies as
part of that original sanple, but we included kind
of as a conparison |eaflet.

And finally, we |ooked at |eaflet
format and pharmacy type. Now | et's see what sone
of the results were. Now, this bar graph shows the
expert ratings by leaflet type, vendor and version.

Now, let nme try to walk you through this. The
colored bars are for standard leaflets, that is

those leaflets that are 75 or nore words, and the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

35

white bars are for the abbreviated or short
| eafl et s. You will also see next to each bar a
term V-1 or V-2 or small v-2, 1, 3. Those are --
the large V-1 refers to the vendor, so it's Vendor
1 or Vendor 2 or vendor not ascertainable and the
small v relates to the version.

So the first bar is a standard |eaflet
by Vendor 2. That is the conparison one. Now, you
see there, that leaflet was rated by the experts at
75 percent adherence |evel. Now, that finding, |
think, is kind of interesting because that suggests
that it is possible to produce a leaflet that wll
nmeet this criteria, the «criteria, whether the
Action Plan or Keystone Criteria that we're talking
about here, are not so high that they cannot be net
by existing leaflets out there. This leaflet is
out there and is being used by many hospitals.
|"ve not identified the publisher but can do so.

The second bar relates to standard
leaflets by -- the second and third bar, Vendor
N A, NA 2 or 1 with 40 percent rating and a 50
percent rating, those were vendors that we could
not identify and what you see is that second bar,
it tells you that for that vendor, the rating was

somewhat | ower than for Vendor 1, so that we did
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see variability by vendor.

You see also the fourth bar, the fifth
bar and the sixth bar, Vendor 1, Version 3, Vendor
1, Version 2, Vendor 1, Version 1, were weighted
simlarly, 55 percent, 59 percent, 54 percent. I
put this up there sinply to show we found different
versions and there was sonme variability but not
very much. What's nost interesting to me though is
that these abbreviated or short |eaflets receive
very low ratings, 25 and 26 percent, whether they
came from Vendor 1 or another vendor

So what can we conclude? That expert
ratings do vary by leaflet type, somewhat by vendor
and very little by version, but leaflet type is
definitely something that has to be addressed.
Let's look at the expert ratings of standard
leaflets for this particular drug just to see how
it is that Vendor 1 and Vendor 2, Vendor 1 neaning
the predom nant one out there in the market and
Vendor 2 being the one that we selected from
hospital system you'll see that on nanme and
i ndication, there was sonme variability with Vendor
2 receiving a higher rating. You see that contra-
i ndi cations received a nmuch higher rating by Vendor

2. You'll see little difference in directions and
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little difference in precautions. You'll see quite
a bit of difference in adverse drug reactions where
Vendor 1 received a 44 percent rating and Vendor 2
a 99 percent rating, very little on genera
information, very little difference on accuracy and
quite a bit of difference, almst a two-fold
difference on legibility. And | have brought
sanpl es so you can kind of see this.

Now, let's Ilook at consuner ratings.
VWhat was interesting here was that the shape of the
-- shape of the results resenmbled the expert
ratings that | showed you a few nonents ago.
You'll see that Vendor 2 leaflets received an
average, a nmean of 89 percent by the consuners.
They clearly preferred this leaflet over existing
| eafl ets. You see that the non-ascertained vendor,
the second bar, received |lower ratings than all
ot her vendors, according to the consuners, as well
as to the experts and then you'll see the ratings
for Vendor 1, varying very little and you'll see
very much lower ratings for the abbreviated or
short leaflets. Nei t her the consumer nor the
expert gave acceptable ratings to those short
| eaf | et s. Consuner ratings varied sonewhat by

criteria on these Vendor 1 versus Vendor 2. You' |
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see that under easy to read, they gave an average
of a score of 3 versus a 4.7 for the Vendor 2.
There was sone difference in ease of understanding
but not as nmuch as on readability and they
consi dered both of them useful but the second one
nor e usef ul

Now, by leaflet format and what we did
here was to identify leaflets that did neet
criteria on font size, did neet criteria on
readability, spacing and bullets and we analyzed
whet her or not consunmer ratings really differed
here, and what you see is that for leaflets that
met the criteria on font size consuners did give
them a higher rating independently. Those that had
better reading level, that 1is as measured by
readability indices, there's sone difference but |
woul dn't really consider this a marked difference
although it's statistically significant.

On spacing, you do see sone difference
and on leaflets that use bullets, you see that the
consuner rated those leaflets 81 percent versus 64
percent. This criteria -- sub-criterion was in the
Keystone Plan suggesting that when you separate
material by bullets or space, white space, et

cetera, it is easier for people to read and it
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showed in their ratings. Now, what did we find
with regard to leaflet distribution by pharmacy
type?

W  found - - we've conpared here
pharmacies that are identified as independent
pharmaci es versus those that are chain pharnmacies
according to the national data base that we had
access to. You see that there was a significant
di fference between independent and chain pharnacies
in the percent of shoppers given a leaflet, 79
percent versus 98 percent. There is sone
difference in expert ratings, although not terribly
mar ked and you see quite a bit of difference also
in consumer ratings.

What's interesting, | think, npbst to ne
is that it appeared to be the independent
pharmaci es that are using the short nmessages rather
t han the chai ns. You see here that 32 percent of
the i ndependents gave a short nessage as opposed to
a standard length |eaflet. Now, nmy |last slide,
what are the conclusions, four conclusions that |
woul d suggest for deficiencies, if you will.

El even percent of the pharnacies gave
no | eafl et whatsoever, so regardl ess of what you do

with vendors or with software people at the point
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of distribution, there is an issue for one out of
10 phar maci es. Thirteen percent of the pharmacies
gave an abbreviated or short |eaflet. Thi s means
then that 11 plus 13 percent, 24 percent of the
pharmaci es either gave nothing or a leaflet that
was considered too short or inconplete by both
experts and consuners a little disagreenment there.

Thirty-six percent of the leaflets are
hard to read according to consuners in ternms of the
font and spacing and | think this is an issue that
does not relate to information content or criteria.

It relates to the printing of these nmaterials.
And as an aside here, | think, unfortunately the
pharmaci sts that | talked to, practitioners, some
of them are not even aware that they can change the
print size or font in their particular pharmacies,
even though it mght be very nmuch possible to do
that, so sonme of these are practical problens that
probably just need to be addressed by those that
are down at the line of distribution.

Finally, 1 think we conclude that the
| eafl ets generally failed the content criteria, siXx
out of seven of the content criteria. Most
seriously, perhaps, are the criteria with regard to

contra-indications or precautions, where 90 percent
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of the leaflets did not neet Level 5. | woul d
identify those problens as they're different
problenms and they're at different points in the
process. Sone relate to problenms that can be
corrected by the vendor. Some relate to problens
that can be corrected by the pharmacy manager and
sone may be the problemthat gets down to the |eve
of the pharmacist as to his or her decision as to
whet her to distribute the leaflet. And with that,
"Il end the slides and 1'lIl show you a couple of
exanples while | still have a couple of m nutes.
Okay, can soneone help ne nake the
transition? Now, you cannot read this, but this is
a typical abbreviated nessage. |'ve not -- this is

the exact size of the print and this is all the

consumer got . | t basically says, "Fol | ow
directions", period. "Do not stop w thout doctor
approval, nmay cause drowsiness, dizziness, drive

with caution, notify your doctor if you intend to
become pregnant, check wth doctor before taking
any other medi ci ne, pronmptly report unusual
synptons, effects to doctor, inform doctor/denti st
prior to any type of surgery".

This is a second type of abbreviated

message. | won't go through all the details. |t
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lists one side effect, no contra-indications, but
it gives probably a few nore specifics than the
| ast nessage. "Use exactly as directed by the
doctor, nmust be conpliant with therapy". This is
al so for atenolol. "Check with the doctor before
di scontinuing”, which -- this one illustrates the
smal | font size and the typical size. | should say
that on the length, when we neasured the | ength of
the | eaflets, 38 percent of the leaflets were under
five inches |ong. Forty-two percent of the
leaflets were 5.6 to 11 inches, that is they used a
page or less and only 19 percent of the leaflets
went over one page, and nost of the tinme they went
over by only a paragraph. So these are not | ong
| eafl et s.

This is the leaflet from Vendor 2 that
both experts and consuners gave either 75 percent
to 89 percent rating and you can see a couple of
t hings about this |eaflet. It goes over one page
slightly. " m not showing you the second page but
there's a few side effects on the next page.
Basically, you see that the headings are separate
on a line. They use bullets. They have plenty of
white space and the font is fairly large and then

when the experts reviewed the content, the content
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i ncl uded higher ratings on contra-indications than
the other leaflet. So | brought that to basically
show you what it is that the consuners and experts

t hought was nore accept abl e.

Wth that, ['Il stop and appreciate
your attention. "1l take any questions you m ght
have.

CHAI RMAN SELI GVAN: Great . Thank you

very much, Dr. Svarstad for an excellent summary of
a very conplex and thorough study. W do have tinme
now for any questions for Dr. Svarstad about the
study and the eval uati on. Pl ease either identify
yourself and your affiliation if you're going to
cone to the mcrophone. Yeah, please use the
m crophone in the aisle way.

MR.  SALZANC Thank vyou. Ron Sal zano
from t he Phar maceuti cal Printed Literature
Associ ati on. You nentioned that there were sone
other criteria that you would have added to the
eight. Can you speak on that, please?

DR.  SVARSTAD: It probably wouldn't
have been an additional criterion but it would have
been hi gher expectations with regard to nonitoring
par amet ers. So for exanple, iif someone was

receiving a nedication for cholestral, they would
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have put nore specific information in about what
the patient should be expecting in terms of
treat nent outcones. And you mght think in the
case of nedication for high blood pressure, you
m ght even suggest at what Ilevel their blood
pressure should be but that was not a Keystone
Criteria so they suggested including it, but | had
them discuss it and they said, "Well, | think the
intent was to stick with the Keystone Criteria but
the panel could nmake those recomendations to
future people that are looking at the criteria
t hensel ves". My guess is that -- or | guess ny
perception on this is that criteria are likely to
change over tinme as nore information becones
avai lable on certain -- on drugs and that maybe
that our -- that consuner's expectations and
prof essional s’ expectations of what it is that
consuners really need to know changes over tine.

| recall, for exanple, going and having
-- several years ago asking consunmers to eval uate
mat erial for neuroleptics and their chief criticism
of the existing leaflets was that they didn't tell
them what the odds were that they would inprove
They told them what it was for but they knew that.

They wondered, "How likely is it that 1"mgoing to
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inprove". It's a reasonable statenent. Yes.

MS. CHOW H, |'m Belinda Chow. [''m
with Consumer Health Information Corporation. I
was curious about the denpgraphics of the consumers
that rated the |eaflets. Do you have any
i nformation on that?

DR. SVARSTAD: Yes, it was provided in
the final report. | can't draw it out off the top
of nmy head but what we -- what we tried to do is to
get approximately the sane age distribution of the
peopl e that would be using these drugs. So | think
the mean age was in the fifties, but we had people
much ol der than that and nust younger than that.
That was the main thing. We did not have a very
good racial ethnic distribution. And we did not
try to evaluate Spanish speaking or other |anguage
materials, a limtation on the study to be sure.
Yes.

MS. PAUL: I'm Kala Paul. ['m an
i ndependent consultant. | was curious to know if
there was a formal health literacy evaluation for
reading level. | know you tal ked about readability
and conprehensibility but |1 believe before you
presented sone health literacy statistics on this,

t he study.
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DR. SVARSTAD: You nean the consumer's

literacy, we did to a readability assessnent using

MS. PAUL: Yes, the actual grade |evel.

DR. SVARSTAD: Yes, we did, uh-huh, we
did, and the specifics are in the final report. It
wasn't serious. I think it was actually pretty
good | would say, yeah. You'll find it in the
appendi x of the report and | can pull it out if
you'd like ne to but we did do a systematic
assessnment of that and we al so adapted the existing
reading |evel neasures. W did not count, for
exanple, drug names as a large term for exanple
otherwise | think it would have been inflated high,
inflated too high. Yes, any others? Uh-huh.

MR. LEVIN: Is this on?

DR. SVARSTAD: Yes.

MR. LEVIN: | guess | have a question
relating to sort of some of the criteria that
received very high marks by the expert panelists
and | guess nmy concern that both the Medication
Guide Proposed Rule and then the Action Plan
criteria which really are alnost a mrror inmge of
t hose, are conpl ex and involve a ot of

i nterweavi ng between the criteria. So for exanple,
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if I remenber correctly fromreading the report and
from the material you presented this norning,
unbi ased in content and tone gets very high marks.

Yet in there, in the description of that criteria
is the information should represent a fair bal ance
bet ween descriptions of t he benefits and
descriptions of the risk.

We hear that on contra-indications they
get | ow marks. So my concern is and ny question
is, how did the expert panelists tease out this
kind of sort of sub-issue that's enbedded in
unbi ased in tone and content which goes way beyond
just sinply being non-pronotional but | think nost
inportantly asks for a very balanced presentation
and the experts find that that -- that sone
conponents are not -- they didn't do very well with
in terms of the information.

DR.  SVARSTAD: well, that's a good
qguesti on. They told -- | think nmy inpression was
t hat they felt t hat there wasn't adequat e
information on benefits either and that that's
probably why they would not grade them | ow on that.

When you say a nedication is for cholestral and it
doesn't really talk about the benefits of it or how
that's going to inprove your -- you know, anything
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beyond that, there are really very limted
information on benefits. That -- my guess is that
that's what they would say.

They struggled wth this accuracy
pronotional fair balance issue, too. This is very
hard work to evaluate these |leaflets and to devel op
that criteria for them And they wultimtely
deci ded that what they had to do in the accuracy
one is to talk about -- and talk alnost in terms of
negatives, lack of pronotional, |ack of inaccurate
information, et cetera, but that's a good point
t hat you nake.

CHAI RMAN SELI GVAN:  Any ot her questions
or comments for Dr. Svarstad?

DR. SVARSTAD: Thank you very nuch.

CHAI RMAN  SELI GVAN: Agai n, thank you
very much. And why don't we then start our break a

little bit early and convene at 10:20 for the

panel ?

(A brief recess was taken.)

CHAI RMAN  SELI GVAN: Again, if folks
woul d please find your seats, 1'd like to begin.

Qur first speaker on this morning's panel is Dr
Sidney Wdlfe, the Director from Public Citizens

Heal th Research Goup. Dr. Wl fe?
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DR. WOLFE: Thank you. Twent y-two
years ago, in 1981, we carefully researched
regul ati on requiring FDA approved pati ent
i nformati on | eafl ets to be di spensed with

prescriptions was cancel ed by t he Reagan
Adm ni stration just before it was to have gone into
effect. It was supposed to go in effect in May and
July of "81. This abrupt reversal was at the
behest of drug conpanies, pharmcy organizations,
and sonme physicians groups and private sector
desi gned | eafl ets not approved by the FDA, thereby
continued to be the norm They were the norm
al though as Tom nentioned this norning, getting
distributed to a smaller nunber of people that were
there precipitating the effort by Dr. Goyan and
others in the FDA to get the publicly approved
pr ogram goi ng.

This neeting nmarks the start of the
process that nust culmnate in the restoration of
FDA approved patient information leaflets as a
saf er alternative to the dangerously failed
voluntary private sector design |abels. The
private sector is quite good at printing up
information that is accurate. The private sector

currently prints up information on the FDA approved
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prof essional |abeling and |I'"m sure it could do that
sane thing, so it is the design not the printing
process that is at fault here.

The fact that a private citizen had to
file suit in Federal District Court in February of
this year to conpel FDA to hold this public neeting
on the failure of private -- of voluntary private
sector designed programs to provide consumers wth
usef ul scientifically accurate witten drug
information escapes all reason. The law is clear.

Dr. Svarstad's excellent presentation this norning
concluded by saying it failed six out of the seven
criteria. If private sector initiators fail to
achieve the information quality and distribution
goals defined in the Public Law 104-180, the
Secretary of HHS quote, "shall seek public comment
on other initiatives that nmay be carried out to
nmeet such goals", and it was our inpression based
on the absence of asking for a public hearing that
the progress which is certainly there in the
percent age  of people getting sonething, was
swanping out the fact that it failed to neet
usef ul ness.

You've heard the presentation by Dr.

Svar st ad. The failure was not at all surprising
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and is consistent wth the private sector's
performance since and before the creation of NCPIE
in 1982 with signi ficant support of t he
pharmaceuti cal industry. Again, this is the design
of the leaflets, not the printing. The FDA
announcenent |ast year of the findings of the
University of Wsconsin was remarkable in two
respects. First of all, the FDA said, quote,
"Overall usefulness of the information provided as
measured by eight obj ective consensus based
criteria was about 50 percent”. That's what you
heard this norning. The notion that consunmer drug
information can be 60 percent -- can be 50 percent
useful is unfathomable. It's either useful or not
and it's not even what we wused to think about
failing which was 65 or 70 or sonmething |ike that.

Drug information that communicates only half of
what it should is msleading and m sl eading drug
information is potentially dangerous.

Second, t he FDA' s concl usi ons or
recommended course of action was extraordinary.
Quot e, "Because the Agency sees progress in neeting
the goals under the law, FDA will continue to neet
with private sector partners to inprove the

usef ul ness of patient information and neet the
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goal in the year 2006". Amazingly the FDA

determ ned that the failure of the results shown
in the study to conply wth the Action Plan
gui del i nes was quote, "Progress".

The public citizen had no option but to
file suit since FDA seened content wth the
progress thus far and wasn't planning to chall enge
the well -docunented failure. Underscoring the |ack
of public access to useful scientifically accurate
drug information are the results of a survey just
concluded by a public citizen assessing the content
quality of black box warning information intended
for consuners. The survey involved all 23 of the
top selling drugs in the United States in 2002 that
are required in the professional | abeling to
include a black box warning. It should be noted
that the above-nentioned Wsconsin study that you
just heard, comm ssioned by the FDA did not include
any drugs, none of those four drugs, had bl ack box
warnings. This is not a criticismof the study but
just to point out that we are |ooking at sonething
that was not really | ooked at because none of the
four drugs did have black box warnings. Using the
gui delines of Public Law 104-180, the major results

of the survey are one; none of the patient drug
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information |eaflets, zero out of 23, bei ng
distributed in the Wshington, D.C. CVS Pharnmacy
are avail able on the CVS Pharmacy website for those
top selling drugs with black box warnings conplied
fully with the guidelines. This is First Data Bank
data produced by First Data Bank, the leaflets that
i S.

Two, none of the information, zero out
of 23, fromthe USP Drug Information, USP DI advice
for the patient used to |icense under -- used under
license to Mcronedex, a business of Thonson
Heal thCare for these drugs neets the quality goals
for comunicating black box warning information to
CONSUIEers. Very simlar to what you heard
described in the nethodology of the study
presented, we had explicit criteria made up of what
was, in fact, in the black box warning approved by
the FDA and the question was, did it nmeet this
criteria and the answer was as we've heard.

And finally, information for only four
drugs, four out of 22 for MedMaster because one of
those 23 drugs is not up there and these latter two
are off of websites which we believe are probably
the same as the distribution in the pharmacy,

information for only four out of 22 from MedMaster,
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a product of Anerican Society of Health System
Phar maci sts, ASHP, fully conplied with the quality
gui del i nes concerni ng bl ack box war ni ng
i nformation.
These results are extrenmely troubling.
First, the information contained in black box
warnings is the nost serious type of warning FDA
can require and is the nost inportant to the health
and safety of prescription drug to consumers.
Second, information by Mcromedex and ASHP was
downl oaded from a website at a National Library of
Medi cine's Medline Plus website. This is a site
the proclains that both health professionals and
consumers can quote, "depend on it for information
that is authoritative and up to date", even though
it's inaccurate.

W find it irresponsible that the
managenent of NIH, National Library of Medicine,
uncritically features on its website drug
information that is unregulated and fails to neet
m ni mum quality standards and we're going to urge
the NIH Dr. Lindberg to elimnate this and replace
it with accurate and nore conplete information.
Consunmer access to useful drug information through

FDA regulation or by voluntary private sector
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programs is at the center of a contentious debate
for nore than 25 years. It was really 25 years ago
that some effort began to end the private sector
design of these information |[|eaflets. The
di visions have been along ideologic lines wth
i ndustry professional trade groups and industry
supported organizations such as the National
Consuner s’ League favoring a narketplace for
information and consunmers preferring a governnent
regulated program wth quality standards and
oversi ght, much as we have for professional
| abel i ng.

Research has been done, history is
clear, there's no longer any legitinmte argument in
continuing to consider voluntary private sector
prograns as a solution for providing consunmers with
useful, scientifically accurate witten drug
information. This is a failed paradigm The fact
t hat manuf acturers are required to write
pr of essi onal product |abels that nust be approved
by the FDA before they're distributed but that
consumer drug information has been left in the
hands of unregul ated comercial information vendors
who have consistently failed to follow voluntary

quality guidelines is irrational for the follow ng

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

56

reasons.

One; FDA has the authority to require
Agency approved witten consunmer information to be
distributed with each new and refilled prescription
for a limted nunmber of drugs under a rule that
took effect in "99. As Tom nentioned this norning,
there are about 15 drugs under that heading now
Only a slight nodification of this rule would be
needed to cover consumer information for all drugs.

I think nmost shockingly and in contrast to what is
going on here is that nulti-national pharmaceutica
conpani es operating in the EU, not UK yet but the
EU, have been required for a decade to produce and
distribute witten consunmer drug information based
on the drug' s professional product |abeling that is
approved by menber st at es’ dr ug regul at ory
aut horities. Why does governnent regul at ed
consumer information exist for al drugs in Europe
and not in the U S.?

Now, sone of these m ght not neet the
explicit Keystone Criteria, but it would certainly
be a good starting point as would be the now
revanped or in the process of being revanped
prof essi onal |abeling which will start out with an

inportant -- in sone reading, the nobst inportant
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poi nts. W certainly wll <continue to advise
peopl e not to take the inadequate handouts that are
given in the pharmacy now and to ask for the
prof essional |abeling as it becones nobre readable
and prioritizes the informtion.

Thr ee; t he infrastructure al r eady
exists in the US. for distributing witten
information to the nmajority of the prescription
drug consuners. The University of Wsconsin study
found that 89 percent of consumers were receiving
sonme sort of information even though it was clearly
subst andar d. Cbvi ously, the cost of distributing
this information has already been passed onto
consunmers and it would be no nore expensive to
di stribute usef ul scientifically accurate
information than inferior informtion.

Again, as nentioned earlier by Tom
McG nnis and by Paul Seligman, Dr. MC ellam has
listed as one of his top five priorities helping
consunmers to get t rut hf ul informati on about
products they wuse so they can mke inforned
deci si ons. The Conm ssioner can go a long way in
achieving this priority by immmediately noving
forward with a long overdue initiative to require

the mandatory distribution of FDA approved witten
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drug information wth each new and refilled
prescription. It is time to end the double
st andard wher ei n doctors and ot her heal t h
pr of essi onals use and are informed by FDA approved
| abel ing but patients, |ike second class citizens,
get whatever the out of ~control purveyors of
pati ent information |eaflets choose to have
di spensed to them with their prescription drugs.
Just in the context of this neeting, we received a
bel ated response as in five years after it was
filed, to a petition we filed asking for FDA to at
| east take control over nore of these |abels under
the authority they have.

It was occasioned by the death of a
young child, the only child of two parents. The
child got a drug at a dose that was way too high
for an indication that was unapproved and other
information that should have been but wasn't in a
patient information |eaflet would have saved this
child"'s life. W think it's time to stop this --
mean, 25 years is the short version of how |ong
this has been going on. It's much |onger and |
don't know what further evidence is necessary to
have the governnent take control over what is going

on. Thank you.
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CHAI RMAN  SELI GVAN: Thank vyou, Dr.

Vol f e. Qur next speaker is Arthur Levin, the

Director for the Center for Medical Consuners.

MR. LEVI N: Thank you for t he
opportunity to present comments today. As Paul
said, I'mthe Director for the Center for Medical
Consuner s, a non-profit consumner advocacy
organi zation located in New York City. W are a

501(c(3) organization that does not receive any
funding from any manufacturer of drugs, devices,
bi ol ogi cs or nedical equipnment. I guess | could

just say ditto to everything that Sid said and save

sonme tinme, but | have some self-interest and ny own
way of saying it, so | think 1'll go ahead as
pl anned.

You should also know in the spirit of
di scl osure that | was a nmenber of the steering
committee that devised the Action Plan and that |
am currently the consunmer representative on the
Drug Safety and Ri sk Managenent Advisory Commttees
which a year ago reviewed the University of
W sconsin's study and nade recomrendations to the
FDA. And ny comments are probably over 10 m nutes
and | will go very quickly and cut out what | think
is repetitive.
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Since its founding in 1976, the Center

has advocated on behalf of the rights of consuners
and patients to know everything there is to know
about a prescription drug or a nedical device. And
| believe that open access to this information is
critical to patient safety and an absolutely
necessary condition of informed decision making and
i nformed consent. And | would suggest that the
denonstrated decades of failure of the various
private sector interests to provide high quality
written prescription drug information to consuners
should be a matter of urgent concern from what is
after all a public health agency.

People define the goals of providing
consuners and patients with witten informtion
about their drugs from different perspectives.
Some see it as a neans to inprove patient
conpliance with drug reginments. Ohers see it as a

way to encourage people to take the drugs

prescribed to them and still others see it as a
means of educating peopl e about proper use. | have
a different set of priorities in mnd. The first

is that of protecting consunmers from the risks
i nher ent in prescription drugs. Second is

providing the neans by which a patient can give
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informed consent to taking a drug in the first
place. And third is optim zing the benefits of the
medi cati on.

The FDA asked us to coment on four
questions, two of which really belong to the
i ndustry to comment on and the |ast two of which I
think are appropriate for consuner advocates to
respond to any anybody else who wants to. The
first is what should the role of the FDA be in
assuring full inmplenentation of the Action Plan to
nmeet the year 2006 goal? To ny mnd, the answer is
sinple. The FDA should mandate the distribution of
useful written consumer drug information with all
prescriptions and only count as useful the witten
information that conforms to the Action Plan
gui delines for cont ent and format. These
gui del ines represent a set of criteria for judging
the quality of the information and after their
devel opnent by the Steering Commttee were formally
accepted by the Secretary of Health and Hunman
Servi ces.

Useful witten drug information for
consuners is an urgent public health priority. I n
its 2001 report, Crossing the Quality Chasm the

Institute of Medicines Conmttee on the Quality of
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HealthCare in Anerica wote, "HealthCare today
harms too frequently and routinely fails to deliver
its potential benefits.” The preventabl e patient
harm for prescription drugs is an urgent public
health problem is to nmy mnd beyond question.
Consi der the follow ng; pharma trends and industry
data analysts firns estimtes that 3, 340, 000
out patient prescriptions were witten in 2002.
That's an average of 10 prescriptions a year for
every man, wonman and child in America. That's also
3, 340, 000 opportunities for a patient to be injured
by a preventable nedication error, to be unaware
that a drug's risks may exceed its benefits or not
to understand that perhaps they shouldn't have been
prescribed or dispensed a particular drug in the
first place.

The evidence of serious harm to
patients as a result of nedication error, adverse
drug reaction and drug interaction is substanti al
and grow ng. Because  of this overwhel m ng
evi dence, | believe it is unconscionable for
i ndustry and health professionals self-interest to
be permtted to take precedence over the well-Dbeing
and safety of patients but that's exactly what's

happened over the past 25 years. In my view, the
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time for governnment's continued reliance on a
denonstrably failed voluntary private sector is
over.

Wy is witten drug information for
consuners so inportant? Well, for one thing
experts have suggested that a meani ngful reduction
in patient harm could be achieved if consuners and
patients were better informed about the drugs they
t ake. In its 1999 report on nedical errors the
IOM's Conmmittee on the Quality of HealthCare in
America recomended that a major unused resource in
nost hospitals, clinics and practices is the
patient. Not only do patients have a right to know
the nedications they're receiving, the reasons for
t hem their expect ed effects and possi bl e
conplications, they should also know what the pills
and injections |look |like and how often they are to
receive them Hi storically, face to face
prescription drug counseling by doctors and
phar maci sts has been viewed as the principal neans
to inform patients. In fact, physicians like to
refer to their roles as the |earned internediary.
Unfortunately, there's considerable evidence that
suggests that prescribers and dispensers spend

little or not time counseling patients about the
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prescriptions they take and in our currently
financially stressed healthcare system doctors,
nurses and pharmaci sts conplain that they have | ess
and less time to spend with individual patients.

And there are |ogistical conplications;
j ust consi der prescriptions ordered over the
I nternet and delivered by mail. There is no face-
to-face in that encounter. And there's also good
reason to believe that the drug informtion
inparted by prescribers my not necessarily be
scientifically accurate, up to date or free of
pr of essi onal specialty buyers. I'd also suggest
there's little disagreenent anong experts in safety
and quality that the amount of information flow ng
from published studies, the NIH, specialty society
gui delines, protocols, care maps and the like is
sinmply overwhel m ng. Many experts believe it's
humanly inpossible for a single clinitianer, a
single practitioner to keep up. In other words,
your internmediary nmay not be so | earned.

It seenms unlikely based on what we know
or don't know about changi ng professional behavior
t hat rapid progress can be mde to change
pr of essi onal behavior so that evidenced based

prescribing and dispensing is the norm And it
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woul d take a revolution in the way that healthcare
is currently organized and financed to encourage
sufficient tinme and incentive for doctors, nurses
and pharnmacists to spend the tine necessary to
counsel patients and to do so wthout any bias
based on their professional or entrepreneurial
i nterests.

And lastly, we cannot ignore the
perm ssive i nfluence of i ndustry's I ntense
promotion to doctors and pharnmacists in shaping
doctors' and pharmacists' know edge base about the
safety and effectiveness of prescription drugs.
Because of these realities an FDA nmandate the
prescriptions be acconpanied by high quality
written consumner drug i nformation IS, I
respectfully suggest, a critical absol utely
appropriate safety net intervention to protect
patients from harm

Well, here we are 35 years in the
making, it's really 35 years since we started this
in 1968, and we're still counting and Tom gave us a
hi story of the details and to save tine, |'d just
like to say fromtine to tine the FDA has tried to
do the right thing, but wunder the pressure of

intense |obbying from opponents in industry and
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prof essi onal groups, and because of the resonance
with conservatives in Congress who don't [like
government to do anything to interfere with the
private practice of busi ness, we have been
unsuccessful in getting a programthat is a mandate
and eval uated and supervi sed by FDA.

| think FDA admitted in 1995 when it
publi shed the Medication Guide Requirenents, that
the private sector effort was a failure. Consi der
this quotation, "During the hearing that led to the
wi t hdrawal of the 1980 PPI regulations, prom ses
were nade by representatives of the pharmaceuti cal
i ndustry, nedical and pharmacy community that if
the FDA withdrew the PPl regulations, the private
sector would develop a variety of systens that
woul d neet the goals in the proposed PPl program
These prem ses have not been net.” So | think in
95, the promses weren't net. | think as Sid
poi nted out, what we heard from Bonnie today, the
prom ses have not been net.

Twenty-five years, it's time, it's over
and it really is, | think wunconscionable to
continue down this path. It is tinme to make this a
mandate and to naeke sure that the FDA approves the

content of infornmation for consuners. I'd like to
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address very briefly the last question which was
what other initiatives should the FDA consider for
providing patients with useful witten information
about prescription drugs.

| think, and | guess |'d be happy to
hear from fol ks who think otherwise, that it really
is time for the US. to mve to unit of wuse
packagi ng, because | think unit of use packaging
which is, | guess, the normin Europe, solves a |ot
of the concerns we have about how to get -- first
of all, it elimnates the problem of conpliance
with dispensing goals. If you get the drug, you
get the information.

Secondly, it really, | think, creates a
chain of responsibility to the drug manufacturer to
be responsible for providing the information for
meeting the criteria and the FDA has clear
authority, | think, to do that. It would allow,
you know, a pre-approval process during the
approval process for a drug for that |abeling to be
approved before the drug could conme on the market.

So | would just like to urge that these two issues
may really be rel ated. How do we get material to
100 percent and how do we get material to 100

percent that's 100 percent quality | think is the
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i mportant question and | think it could be
addr essed coi ncidentally with a real
reconsi deration of unit of use packaging and nake

that the normin the United States rather than the

excepti on.

Thank you.

CHAI RVAN SELI GVAN: Thank you for your
conment s. John Rot her, our next speaker, is the

Director of Policy and Strategy from the American
Associ ation of Retired Persons, AARP. M. Rother?
MR. ROTHER: Good nor ni ng. It should
cone as no surprise that the availability of high
quality witten information about prescription
nmedicines is inportant to AARP nenbers since so
many of our nenbers use these nedicines, often
multiple prescriptions every day. High quality
refers to both the content and the format of this
i nformation. As we all know, vision can dimnish
with age and for this reason, witten materials
must be properly designed to insure that ol der
consuners can read them There is general
consensus that high quality witten informtion
about prescription drugs geared to consumers can
have a strongly beneficial inmpact on public health.

Thi s i nformation can reduce prevent abl e,
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medi cation rel ated problens by clearly highlighting
potential risks and possible side effects. Wth so
many people failing to take their nedications as
directed, this information can also help inmprove
conpl i ance.

There is a continuing disagreenent,
however, about how best to provide this witten
prescription drug information. Should it be
mandated by a government regulation or can it be
successful ly i mpl emented  t hrough a voluntary
pr ogr anf? AARP has consistently supported a
mandat ory approach to the provision of witten
informati on because we believe that this is the
best way to insure that useful information reaches
the greatest nunbers of consuners. Today we once
again wurge the FDA to reconsider a nandatory
approach to providing witten prescription drug
information and we suggest sonme options for the
Agency to consider

At the sanme tine, however, we recognize
that FDA my choose to give a voluntary program
nore time and for this reason, we also offer sone
suggesti ons on what both the private sector and the
Agency nust do to nmake the voluntary program nore

ef fective. Wy do we believe that it's time to
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consider a mndatory approach? Well, | think
Bonni e's research provides the answer. Despite the
w despread distribution of witten information, the
quality of this information is seriously I|acking.

The expert panelists who participated in her study
found the leaflets wth witten prescription
information that are currently being distributed
are deficient in many areas especially relating to
ri sk i nformation.

In addition, the consumer participants
were particularly critical of the print size, print
gquality and overall ease of reading. The fact that
we are already six years into the voluntary program
and there is still such significant problens with
the quality of the witten leaflets that are being
distributed is why we fear that the voluntary
programwi || ultimtely not be successful.

Even though AARP supported a mandatory
regulation in this area, we also participated in
the developnent of the Action Plan that is the
bl ueprint for the voluntary program W were
instrunental in drafting a form guidelines for
witten information and the sanple information
| eafl ets that were included in the plan. Here is a

sanple leaflet fromthe Action Plan. I would |ike
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to know why there aren't nore prescription drug
| eafl ets available today that |ook |ike this one.
It's printed in readable type size and style. It
uses headings in the form of questions and arranges
information using bullets. The results, a leaflet
that is easy to read. " m concerned that one of
the reasons why we haven't seen nore panphlets |ike
this one is because the Action Plan itself has not
been wi dely distributed. This my be due to the
fact that the law that established a voluntary
program failed to establish any procedure for
i npl ement ati on.

The sanple leaflet | just held up | ooks
a lot like the food |abel and the new drug facts
| abel that is now required for all over the counter
dr ugs. That's because all three were designed by
the sanme advertising firm The experience with the
food | abel here, | believe, is quite instructive.
After years of a voluntary program for providing
nutrition information on food labels, it took a
mandatory regulation to finally assure that
consumners receive consi stent, easy to read
i nformation about the foods they eat, information
that hel ps them make nore healthful food choices.

AARP believes that when it conmes to prescription
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drugs which can even have a greater inpact on
health, consuners deserve at least or |Dbetter
i nformation.

Sone have expressed concern t hat
mandat ory regul ati on m ght be too resource
intensive for an already over-burdened agency. W
believe this concern in over-stated because the FDA
need not re-invent the wheel here. There 1is
exi sting regul ation governi ng t he mandat ory
distribution of nedication guidelines for drugs
that present serious and significant public health
concerns. This regulation can be a starting point
for the Agency which can then consider appropriate
revisions in light of the Action Pl an.

Furt her, t he FDA could consi der
alternative approaches to enforcenment that would
m nimze any undue burden. Currently FDA pre-
approves the mandatory nedication guides for all
serious and significant drugs. For ot her drugs,
however, the Agency may not need to pre-approve
every witten information leaflet. As in the case
with the nutrition |label, the regulation could set
up all of the requirenents, including specific
format gui delines and sanples and the Agency could

t hen rely on post - mar ket surveill ance of
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information |leaflets to insure conpliance.

This approach would require additional
resources but these would not be as significant as
those required with the pre-approval system I n
addition, FDA could take other action short of
issuing a mandatory regulation. For exanple, the
Agency could issue a policy statenment or guidance
document governing witten information |[|eaflets.
Al t hough not enforceable, like a regulation, such a
statement or docunment devel oped by the regulatory
agency often has nore weight than one devel oped
out si de the agency.

If FDA determines that the voluntary
approach deserves nore time, then the private
sector nust make a serious conmtnment to making it
succeed. This requires a commitnment to spend the
noney and tine necessary to dissem nate the Action
Pl an and assist in its inplenmentation. The private
sector nust nove quickly to insure that the
voluntary program neets the year 2006 goals
established by law and it nust insure it neets
specific tinetables and targets because without
t hese, the programhas little chance of success.

We believe that FDA still has a centra

role to play here. First, it could do nore to
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assist in the dissemnation of the Action Plan.
For exanple, a sinple step would be to provide a
link to the Action Plan on the FDA website. Thi s
is particularly inmportant since the website for the
Keystone Center which developed the plan is no
| onger in operation. Most inportant s FDA's
responsibility to assist the voluntary program
Rat her than waiting until the end of 2006, to
det erm ne whether the voluntary program has net its
goal , FDA should engage in an ongoing review of the
witten prescription information |leaflets that are
bei ng distri buted. Such an ongoing review woul d
allow for md-course corrections thereby better
insuring the success of the program

I'"d like to close by just saying that
we have consistently supported public information
regarding all aspects of health care. VWhen it
cones to drugs that can have serious side effects,
| think there's little excuse for not providing the
information that consumers need in the nost
readabl e, understandable and uniform format so that
consuners can beconme used to what to |ook for and
beconme better participants in their own healthcare.
Thank you very nuch

CHAI RVAN SELI GVAN: Thank you for your
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comments. Qur next speaker is CGerald MEvoy. He's
the Assistant Vice President for Drug Information
from the Anmerican Society of Health  System
Phar maci st s. M. MEvoy?

MR.  MEVOY: Thank you. ASHP has a
| ong history of nedication error prevention efforts
and we believe that the m ssion of pharnmacists is
to help people mke the best use of nmedicines.
Assi sting pharmacists and fulfilling this mssion
is ASHP's primary objective. Conponents of the
Society's efforts in assisting pharmacists in this
regard include position and gui dance docunments for
best practices such as those on pharmaci st conduct
patient education and counseling which we first
issued in 1975, extensive publishing activities
with a strong focus on professional and patient
drug information and educati onal prograns.

ASHP has |ong held that private sector
publishers, including professional associations,
must play an inportant role in the creation and
di ssem nation of wuseful nedication information.
For al nost 30 years ASHP has been a strong advocate
of the role of pharmacists in providing useful
witten and oral counseling to patients. I n

addition, ASHP has a 25-year history of publishing
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medi cation information intended for educati ng
patients about the drug therapy.

Wth release in 1978 of the first
edition of the Medication Teaching Manual, ASHP
becanme one of t he first private sect or
organi zations to publish nmedication nonographs
i ntended for educating patients. Thi s manual was
devel oped by an advisory committee that ASHP forned
cooperatively with t he Ameri can Hospita
Association and the U. S. Departnent of Health,
Education and Welfare's Bureau of Health Educati on.

As a well respected publisher of evidence based
drug information, ASHP has applied this expertise
in publishing high quality drug information for
patients. ASHP is a past recipient of an award of
excell ence for consuner education materials from
the FDA and the National Coalition for Consuner
Educati on and was one of the first private sector
publishers to address the guidelines of the 1996
Action Plan for criteria, goal s, | ayout and
| anguage on usef ul prescription medi cati on
information in our patient resources.

ASHP's efforts over the years have
ext ended to patient education programs conducted by

heal t hcare professionals in a variety of settings
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and directly to consuners through resources Iike
ASHP' s Saf eMedi cati on.com website and the National
Li brary of Medicine's MedLine Plus website. ASHP s
qui ck response to the Action Plan resulted in a
maj or revision or reformatting in 1997 and 1998 of
its medication teaching manual to inmprove their
usef ul ness ASHP has continued to enhance its
patient information data base, two exanples of
whi ch included a major black box warning initiative
enpl oying a prom nent box format as described in
the 1996 Action Plan and the inclusion of the
national toll-free hotline nunber in the overdose
section that connects consuners to poison treatnent
and prevention experts 24 hours daily, seven days a
week.

Il am -- | wuld like to reiterate
ASHP's commitnment to the quality of its content and
wel cone Dr. Whlfe to identify those drugs that are
currently mssing black box warnings as identified
earlier. Oher enhancenents to ASHP's patient drug
i nformation dat a base i ncl uded a maj or
restructuring of its data format into XM, to
optimze data developnent, revision, extraction,
mai nt enance, formatting and intelligent electronic

i nt erchange and consi derable investnent in software
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tools to manage its drug information resources.

XML structuring allows ASH P to deliver
its patient drug information to vendors and
customers with style sheets that produce |eaflets
in a format that adheres to the guidelines included

in the 1996 Action Pl an. Ther ef ore, ASHP beli eves

that it has a |ong and consistent record of
devoting considerable effort in inproving the
devel opnent, mai nt enance and dissem nation of

useful high quality patient drug information, a
record that has been recogni zed both by the Federal
Governnment and ot hers. Through its efforts with
ot her stakehol ders, including FDA, ASHP also has
been actively engaged in steps aimed at further
i mprovi ng t he usef ul ness of pati ent drug
information including participation in NPIE s
Criteria Commttee.

Prior to FDA's Drug Safety and Risk
Managenment Advisory Committee in July 2002, ASHP
viewed the 1996 Action Plan as providing useful
gui delines for neeting the goal of inproving the
quality and availability of usef ul consumer
medi cation information. ASHP applied the docunent
in its original stated intent of provi di ng

direction to developers of witten patient drug
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information while not being overly prescriptive.
Usef ul i nformation was to be sufficiently
conprehensi ve and communi cated such that consuners
could make informed decisions about optimzing
their therapy while avoiding harm

The guidelines for both content and

f or mat addr ess t he essenti al el ements and
characteristics of useful information and the
preferred methods of presentation. As defined in
t he Acti on Pl an, t he consuner medi cati on

information is intended to be a sunmary that does
not include all actions, precautions, adverse
effects, side effects or interactions but that is
flexible in addr essi ng what i's consi der ed
applicable and relevant to the consuner. Even
inclusion of all black box warning information is
not required by the Action Plan, but rather it is
open to interpretation as to addressing that which
is considered relevant to the consuner.

Likewise the Action Plan includes
flexibility regarding which precautions to include
stating not t hat al | precautions should be
addressed but instead the precautionary statenents
are encouraged in serious situations. These are

the guidelines ASHP appli ed. Al t hough ASHP still
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considers the guidelines enbodied in the Action
Pl an as useful in providing direction, the |atitude
applied by Dr. Svarstad's study in interpreting the
Action Plan and in applying a nore stringent
interpretation of usefulness has challenged the
original intended flexibility of the guidelines.
ASHP did not agree with the interpretation of Dr.
Svarstad's report in 2002 and does not agree wth
the interpretation today.

| nstead, ASHP believes that this study
should be viewed principally as a further
refinement of the definition of useful. In fact,
the Action Plan states that as it is inplenented,
it is expected that the additional information wll
be gained regarding what constitutes useful
Careful inspection of the criteria used in the
report indicates that wusefulness was defined in
many cases by criteria that were not specifically
required or enunerated by the Action Plan.

An exam nation of the criteria in the
Pl an versus the sub-criteria applied in this report
reveals that only about two-thirds to three-fourths
of the sub-criteria were explicitly required by the
Action Plan, wth the reminder being optional,

open to interpretation or having no direct tie to
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the Action Plan criteria or to the FDA approved
pr of essi onal | abeli ng. Therefore, if patient drug
information is to be held accountable to criteria
that are nore stringent than those enbodied in the
Action Plan, a broad based consensus devel opnment
process and wi de di ssem nation of the drug specific
criteria nmust be in place before the useful ness of
sel ected patient drug information can be fairly
eval uat ed.

ASHP continues to interact wth FDA
staff on this issue and has joined stakehol ders
t hrough the efforts of NCPIE to work cooperatively
in helping the Agency achieve the 2006 goals. One
thing to not lose sight of is the fact that FDA
approved patient |abeling for nitroglycerin faired
poorly in Dr. Svarstad's report. In fact, on
di sturbing finding in the report was the absence of
i nformation on t he contra-indi cated use of
sildenafil wth nitroglycerin. Fully five years
after approval of viagra and the FDA approved
contra-indication on concomtant use with nitrates,
the Agency has not required manufacturers of
nitrates to incorporate this information in their
| abel i ng.

Not only is the contra-indication
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mssing from much of the patient informtion
provi ded by manufacturers, but FDA has been reni ss

in requiring manufacturers of nitrates to include

this critical information on a potentially fatal
interaction in the potential |abeling. 1In fact, of
the currently avail able professional |abeling for

10 nitroglycerin products reviewed only two
i ncluded the contra-indication while five included
no mention of sildenafil and the remminder include
a warning rather than the stronger contra-
indication. This is just one conpelling exanple of
why the voluntary efforts of the private sector
publ i shers are i nport ant i n i nsuring t he
di ssem nation of useful patient drug informtion.
ASHP reiterates its 2002 recommendati on
that FDA continue to solicit advice in the form of
an advi sory panel of experts and public and private
sector stakehol ders regarding further refinenent of
the definition of wusefulness and the associated
specific criteria that will be used in evaluating
the definition of useful ness. Mechanisnms should be
devel oped for insuring the publishers and providers
of consuner nedication information are fully
advi sed about such ongoing developnents so that

appropri ate changes can be i npl enent ed.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

/ANAN AR A AAAA VAIACTHINIATARN N~ ANAATE A7AA R



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

83

Li kewi se, attention should be given to
possi bl e inplenentation of other recomendations
included in the 1996 Action Plan. As part of this
strategy, priority areas and interventions for
improving the wusefulness of consunmer nedication
information should be identified. The role and
i mportance of outcones research in the context of
measuring the wusefulness of consuner nedication
information al so should be addressed. Thank you.

CHAI RMAN SELI GVAN: Thank you for your
conment s. Qur next speaker is John Coster, Vice
President of Policy and Programs from the Nationa
Associ ation of Chain Drug Stores. M. Coster.

DR. COSTER: Thank you. Good norni ng,
everyone. Thank you for the opportunity to speak

|'"m going to break the pattern a little bit and
have a few slides which | hope is okay. I, like
Art, was a nenber of the Keystone Group from 1997
so | can say we've been around the block a couple
of tinmes on this issue and what | hope to do today
is look at sone of the reasons why we are where we
are today in terns of the system what's going on
in the system in terns of the distribution of
written information to consumers, because | think

only then can you identify where the problens are
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and what the solutions mght be to this.

First, as -- |I'm with the National
Associ ation of Chain Drug Stores. NACDS is a trade

associ ation of about 200 chain conpanies and we

represent about 35, 000 phar maci es, conmmuni ty
phar maci es. The ot her about 21, 000 are
i ndependent |y oper at ed phar maci es but our

menbership exists all the way fromthe 4,000 entity
operations like a CVS or a RiteAid all the way down
to two, three, four, five chains and we have nany
chains that are 50 stores. So we run across the
board in ternms of the size of our nmenbership. CQur
menbers, it's estimated, provide about 70 percent
of the approximately 3.1 billion prescriptions that

are di spensed. You heard Art talk before about 3.4

billion prescriptions. They're all in the sane
bal | par k. It actually depends on how you count
prescriptions but there's nmore than 3 billion

prescriptions being dispensed and our nenbership
di spenses the mjority of them We enpl oy about
100, 000 pharmacists as well. And | guess one point
that we'd like to make is | don't think anyone in
this room woul d di sagree that consuners should have
access to high quality useful witten prescription

i nformation. We may disagree on how we get there
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but I'm here to tell you that our industry is
conmmtted to doing what's necessary to achi eve that
goal and we view consunmers as our partners in
trying to reach the objectives of the 2006 Med
Gui de goal s.

I want to provi de j ust a few
perspectives on where we're comng from on
voluntarily provi ded written prescription
i nformation. We Dbelieve that we should build on
the progress that has been made to date by the
private sector. Dr. Svarstad's study |ooked at the
state of play at a particular point in tinme in the
mar ket pl ace, but | think if you | ook at FDA studies
and other studies that survey the quantity and
qual ity of written i nformation that's been
provi ded, we have nmade significant progress over
the past 10 years. We may not be where we want to
be or where others want us to be, but we have nade

progress and if you |ooked at a |ongitudi nal study

of that, | think you' d find that we've cone a |ong
way. We still have a ways to go but we have cone a
l ong way. And if vyou Ilook at some of the
information that's being provided, it clearly is

unaccept abl e.

Now, I'"'m a phar maci st and " ve
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practiced. | don't do it now which is a good thing
for everyone but the quality of information being
provided in sonme cases is just, you know, is just
poor and that needs to be definitely inproved. W
think, the witten information being provided
should reinforce but not replace the counseling
that patients receive from their physicians and
their pharmacists and | would agree with comments
made earlier in today's overly stressed healthcare
system that oral counseling by both physicians and
pharmaci sts may also need to be inmproved and |
think that is inproving as automation is built into
pharmacy distribution system it frees up the
pharmacist's tine to talk to patients npre
frequently and nore regularly and that the witten
information being provided should not be the
primary means of conmunication. It should be a

suppl enent to what the patient receives.

I know, nmysel f, when I pick up
prescriptions that, you know, | <can't remenber
everything I'm being told and I am a pharmacist.
Patients can't. They're busy focusing on other

things. VWhat they take home should help reinforce
and be a rem nder for them of what they' ve been

told by the physician and the pharmacist. W think
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witten prescription i nformati on has to be
bal anced. We don't think it should include every
potenti al problem wth the nedication, every
potential adverse reaction. It has to provide
adequat e bal ance on risks and benefits. It has to
encourage the patient to take the nedication and
one thing -- one reason | mght posit that you see
| ack of conpleteness on the contra-indications and
warning side is, frankly, there nmay be sone
pharmaci sts or others that are editing that
information out of concern that it mght be
conmuni cati ng t oo much ri sk i nformation to
consuners and not encourage them to take their
medi cati ons.

Whet her that's right or not, that may
be one thing that is going on, that that
information is being edited down so that it
doesn't, in other words, scare patients from not
taking their medications. W also think, and this
is a systenms issue, that the distribution and the
printing of the information has to fit into the
current ways that pharmacists provide information
to consuners. Now the next chart 1'lIl be a little
nore explicit on this, but this is part of an

entire system that I|eads from the time the
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information is produced by the data base conpanies
to the time it's provided to the consumer when they
pick up their prescription. That information is
generally printed by the pharmacy as part of what's
called a single pass docunent, where it's run
t hrough the conputer and what cones out with that
witten information 1is other things that the
pharmaci st needs to fill the prescription, for
exanple, the actual prescription |abel, auxiliary
| abel s, receipts, war ni ng nmessages, refil
i nformation.
| did bring an exanple of that and it's
obviously going to be difficult to see. Let's see
if I can find it, but when we tal k about providing
information to consuners, we have to consider the
fact that there are highly specialized conputer
systens in place -- | have it here. It's a single
pass docunment and what is shows is, here is the
witten information that wl]l be provided to
CONSUMErs. It may not be in a font you'd like or
it may not be spaced appropriately but here's the
written information, here's the prescription |abel.
Here are those counseling nessages which were
tal ked about before and | think it's inmportant to

note that there's a distinction between the
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counseling nessages and the witten informtion
that's nor e Keyst one conpl i ant. There's
information regarding refills. There's a place
here for the patient to sign that they've picked up
the prescription and sonme other information. So
this is howit's currently printed out and when you
tal k about how do we inprove this, | think on our
end, in terms of operations and efficiency, you
have to consider how that fits into the systens
that are currently in place to provide information
to consunmers currently.

Okay, this may be a little difficult to
see but | think this is an inportant slide and w |
bui Il d upon what Dr. Seligman showed before in termns
of how the information flows through the system
The production of the information has to start
somewher e. Pharmacies do not sit in a back room
and wite this stuff. Although we nay be invol ved
perhaps in showing how it's formatted or maybe
editing some of the information, we don't wite it.

We rely on the data base conpani es, the Medi spans,
the FirstData Banks, the Facts and Conparisons to
produce information and hopefully that information
t hat they are producing 1is quote "Keystone
conpliant”.
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In some cases sone of our larger chain
nmenmber s pur chase t hat i nformation or nor e
appropriately license that information directly
from the data base conpanies and that that
information is then directly fed into the chain
pharmacy systens that process prescriptions as |
showed you before. In other cases, and Cerry
McEvoy may have some comments  about this,
institutional pharmacies may purchase or |icense
their products from ASHP or they nmy produce their
own and then they use that information both for in-
patient purposes and out-patient purposes.

Then you have to look at the other
side, taking away both the chain pharnmacies that
produce their own or license their own and the
institutional pharmacies that |license their own, |
woul d say that a good 50 percent if not nore of the
ot her pharmacies license get their information
through their software vendors. Many phar maci es
work with software vendors to provide systens that
help them process and track and di spense
prescriptions and these software vendors, in turn,
license that information from the information
vendors. So there's an internediary in there and

these are the conpanies |ike PDX, QS1, RNA and I
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never could pronounce this correctly, Etroby or
Et roby. Some of them nmay produce their own
information thensel ves but npst of these software
vendor s i cense their i nformation from the
information vendors and then they provide those to
i ndependent pharmaci es and what goes on at that
level is of interest because we don't know, for
example, wth 80 plus of these vendors around,
what's going on with the information when it gets
down to their Ilevel. Does it get edited. If it
does, is it by them 1is it by the pharmacist?
Those are questions that, | think, still remin
unanswered but are key to finally, you know,
assuring that the information reaching the patient
i s Keystone conpliant.

One other issue, | think that nmust be
considered is 95 percent is the goal for 2006. |Is
it 95 percent of what, what is the denom nator
going to be? In Dr. Svarstad's study | think they
only |looked at independent and chain provided
information. Well, the fact is, you cannot get to
95 percent of prescriptions dispensed in the United
States if you do not include the other di spensing
sites. Mail order is a rapidly grow ng conponent

of the distribution system You nust, | would say,
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consider the type of information they're providing.
Hospital out-patient pharmacies, a small part but
still, you know, a part of the system

Public health service clinics, VA
Departnent of Defense, even dispensing physicians,
are they going to be included in the denom nator
when the ultimte survey is taken? So I think it's
i nportant to understand how the information fl ows
t hrough the systemin order to understand where you
need to target in a potential action plan to assure
that we reach the goals of 2006.

CHAI RMAN SELI GVAN: M. Coster, your
time is about up, sir.

DR. COSTER: COkay, |'m sorry.

CHAI RMAN SELI GVAN: So pl ease conclude
your remarKks.

DR. COSTER: Let ne see then if | can
just wrap up by saying sonme of the challenges we
have to reaching the 2006 goal while obviously not
i nsurmount abl e, things we have to focus on. Do we
include all the other out-patient practice sites or
do we focus just on independent and chain? What is
useful ? You can develop criteria that are
obj ective where you would say this is what we think

is useful versus subjective where we try to tailor
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the information nore to the needs of consuners.
What do we do about the millions of Anericans that
either don't speak English as a primary | anguage or
aren't literate or have visual inpairnments of sone
type. They're entitled to as nuch information as
high quality in ways comunicated as any other
i ndi vi dual .

VWhat type of flexibility wll we
provide to help professionals to tailor the
information to special needs? G ven the increasing
nunmber and amount of technol ogy that we have, the
potential inter-operability of healthcare systens,
what should we be considering in terns of new

technol ogies to reach patients. So the bottomline

is NACDS remains very supportive. You'll hear
|ater from a group, National Council on Patient
| nformati on and Educati on. We support very nuch

their initiatives to continue to reach the 2006
goals. We will commt resources to doing that and
hopefully we won't have to have another one of
these hearings in 2007 to nmove forward from that.
So thank you very nuch.

CHAI RVAN SELI GVAN: Thank you for your
remarks. Qur final speaker on this norning s panel

is Mikesh Mhta. He's a Vice President of
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Regul atory Affairs and Labeling from Thonpson

Heal t hcare, | ncorporat ed.

MR. MEHTA: Good norning. | appreciate
the opportunity to be here today to discuss this
very inmportant topic of providing useful nedication
information to patients. Thonpson Healthcare is
commtted to help achieve the goal adopted by
Public Law 104-180. As provided in the Public Law,
by 2006 95 percent of individuals receiving new
prescriptions will have access to useful witten
i nformati on about their nmedications. For 58 years
physi ci ans and other healthcare professionals as
wel | as patients have depended on the authoritative
prescri bi ng i nformation f ound in Thonpson
Heal t hcare's products and services including the
Physi ci ans Desk Reference, PDR. We continue this
long tradition wth the nost conpr ehensi ve
publications, data bases and services for the
entire healthcare comunity.

Today through the products such as USP
DI advice for patients, DrugNotes docunents, the
Care Note system and the PDR Famly GGuide to
Prescri ption Drugs Thonmpson Healthcare is a | eading
provi der of usef ul prescription medi cati on

information witten specifically for patients.
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Thonpson Healthcare participated in the Keystone
Committee's Action Plan for the provisions of
useful prescription informtion and hopes to remain
an active contributor to this process. I would
like to take the opportunity to speak with you
t oday about what Thompson Heal thcare views as the
three critical issues in ensuring the 2006 goal is
met .

These issues are, nunmber 1, neeting the
criteria for useful medi cation information as
defined by the FDA in the Action Plan. Nunber 2
i dentifying t he barriers associ at ed with
di ssem nation of the useful nmedication informtion
and Nunber 3, the FDA's vital role in insuring the
goal is net. First, Thonpson Healthcare currently
provi des useful witten nmedication informtion as
that term has been defined. The FDA's 1995
prescription drug product |abeling medication guide
requi rements and the Action Plan for the provision
of wuseful prescription medication information both
establish the criteria for witten pati ent
medi cation information.

The FDA defined wuseful in the 1995
proposed rule as witten in non-technical |anguage

and containing a summary of the nost inportant
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information about the drug. The FDA has also
determined that the patient information wll be
evaluated according to its scientific accuracy,
consi stencies with standard format, non-pronotional
tone and content, specificity, conprehensiveness,
under st andabl e | anguage and legibility. The Action
Plan includes simlar criteria that witten
prescription medi cati on i nformation nmust be
scientifically accurate, wunbiased in content and
t one, sufficiently specific and conprehensive,
presented in an understandable and |egible formt
that is readable -- readily conmprehensible to
consuner, tinmely and up to date and useful.

Thonpson Healthcare has created and
revised its patient education information to
specifically neet this criteria. For exanple, our
patient education product DrugNotes is witten in
non-t echni cal easy to under st and | anguage.
Conpliance with this internal standard is verified
using standard literacy testing tools on each
docunent . The nost inportant information rel ated
to adverse effects contra-indications and warnings
are summarized in bullet points.

Cont ent under goes a ri gorous

st andar di zed peer review process utilizing subject
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matter experts to ensure scientific accuracy.
Docunents are created according to a standardi zed
tenplate to provide consistent presentation. Qur
medi cation information for presentation is unbiased
and non- pronoti onal I n tone and content.
Information is presented in an explanatory fashion
and does not pronote specific brand, manufacturer
or distributor. Further, Thonpson Healthcare neets
the Action Plan guideline that the prescription
medi cation information is sufficiently specific and
conprehensive to enable patients to correctly use
their medications, receive maxinmum benefits and
avoi d harm

Docunent s i ncl ude i nformation on
adm ni stration, st or age, m ssed doses, contra-
i ndi cations, warnings, interactions and adverse
ef fects. Expanded, nore conprehensive information
on each of the sections is available in USP D
advice for the patient. We enmploy full tine
patient education expert and consult w th outside
expert as needed to insure that the medication
information for patient nmeets the defined term of
"useful ".

Qur clinicians and witers use sources,

i ncl udi ng approved prescription drug |abeling, USP
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DI drug i nformation for t he heal t hcare
pr of essi onal , t he dr ug dat e system our
conprehensi ve evi dence based drug information data
base and the PDR to create wuseful nedication
information for patients. Al t hough usef ul
medi cation information is available in the private
sectors from conpanies |ike Thonpson Healthcare,
the second critical issue |I'm addressing today is
the identifications of the barriers to neeting the
2006 goal .

There are three promnent barriers to
insuring that patients have the needed nedication
i nformation. They are the difficulties t he
conmuni ty faces in di ssem nation of usef ul
medi cation information, the need for heightened
recognition of the inportance of such information,
and the cost involved in neeting the 2006 goal.
Ensuring that the 95 percent of individuals wth
new prescriptions wll receive useful witten
information is a worthy but very aggressive goal.

Thonmpson Healthcare believes that to
neet this goal we should consider nultiple means of
reaching patients. The Internet has becone an
increasingly accepted nethod of dissem nation of

i nformati on. However, studies have shown that
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approximately 37 percent of households in the
United States do not have Internet access. In
addition, the GAO report to the congressional
comm ttees on el ectronic di ssem nati on of
gover nnment publ i cations recogni zed that sone
i ndi vidual s may have difficulty accessing and using
el ectronic information. These individuals may | ack
conputer skills or are unable to navigate the Wb
envi ronnent .

Because of this limtation, additional
delivery system nust be available to provide
medi cati on i nformation to patients. These
addi tional nmethods would include books provided
within the pharmacies and the public libraries.

Medi cation information available in a physician's

of fice, witten i nformation attached to
prescriptions and traditional means of
di ssem nation of information such as mil and
faxing, all will be needed to neet the 2006 goal.

In addition to providing information
through nultiple delivery systens, heal t hcare
providers interfacing with patients nust recognize
the inportance of patient education materials as
defined in the action plan and the need to provide

such information as a routine practice. Bot h of
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these issues point to the largest barrier in
reaching the 2006 goal and that is who bears the
cost of creating and di ssem nati ng usef ul
medi cation information.

No sinple solution exists to resolve
t hese issues. Overconming these barriers wll be
difficult and therefore, the third issue today is a
di scussion of the FDA's vital role in ensuring the
2006 goal is nmet. VWile the FDA has provided
criteria for useful information and Keystone
Comm ttee has offered further guidance, difficult
guestions remain unanswered. Forenost is the issue
of off-label uses of drugs and the best neans to
inform patients about their prescribed drugs for
of f -1 abel uses. FDA guidance in this area my be
needed.

Further, the FDA should continue to
support initiatives that ensure patients receive
the best available nedication information. One
exanple is the FDA's work with the Pharmaceuti cal
Researchers and Manufacturers of America, PhRMA and

ot her manufacturers and pharmacy organi zations on

Paperl ess Labeling Initiative. This initiative
will ‘insure that wevery dispensing site in the
United States and its territories will have 