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PROCEEDINGS (9:00 am)

Agenda Item: Welcome & Unfinished Business from
Day 1

MS. CASTRO-LEWIS: 1 would like to call the
meeting to order. Good morning everybody. Lovely morning,
for those of you who are tired of DC. 1 bet you feel right
under the elements, raining all the time. That’s why we’re
here. It was very nice welcome for you. Okay. Let’s just
start with the unfinished business from yesterday. |1 don’t
think we have anything really pending from yesterday, so we
can really get into our agenda. So we’re going to start
with Dr. Gruber. He’s on the phone now. Okay. He’s from
the Center for Biologic Study Evaluation Research for the
Food and Drug Administration Vaccine Activities. Dr.
Gruber. Are you there? Operator, is Dr. Gruber on the
phone?

OPERATOR: I1°m not showing that Dr. Gruber has
dialed in yet.

MS. CASTRO-LEWIS: Okay. So it’s a little early
today. Mr. Malone from the Vaccine Information Center from
the CDC. 1Is he there?

MR. MALONE: Yes, we’re here. Skip Wolfe, too.



MS. CASTRO-LEWIS: Okay, wonderful. So 1 guess
we can start with the report on the information statements
and the process of the development of these instruments.

MR. MALONE: Okay, and we have a power point
presentation. 1Is it set up up there? Thanks. Are you
ready then?

Agenda i1tem: Vaccine Information Statement
Process

MR. MALONE: This is Kevin Malone. 1I’m an
attorney with the Center for Disease Control in Atlanta and
Skip Wolfe, with the National Center for Immunization and
Respiratory Diseases, is here also. And we’re going to go
over the history and development of the Vaccination
Information Statement. Feel free to interrupt us at any
time if you have any questions.

The first slide that should be up says background
and it references a court decision called Reyes v. Wyeth,
which is out of the 5 Circuit and basically it dealt with
a situation where the Texas State Health Department was
administering vaccine in a public clinic. The court
hearing, in a nutshell, is that in a mass Immunization
setting, in which a learned intermediary does not examine

the patient prior to immunization, the vaccine manufacturer



retains the obligation to inform the vaccinee or the parent
of the child of the risks related to the particular vaccine.

In general, when you’re using a prescription
product, the duty to warn obligation of a manufacturer
would transfer to the so-called learned intermediary, that
IS the physician who examines the patient and that person
then would then have the obligation to talk about any risks
and benefits of the particular product that you’re going to
be used.

Vaccines are unique then that they’re used in
these mass immunization clinic settings where you may have
a nurse, for example, administer the vaccine. It varies
state by state, by the way, whether the term learned
intermediary encompasses a nurse. In many states, it only
encompasses the physician. And so the end results of that,
next page, is that CDC was purchasing quite a lot of
vaccine, this was back In the mid “70°s, and the
manufacturers threatened that they would stop selling
vaccine to CDC for use in mass immunization clinics unless
the government would assume their duty to warn the ultimate
patient.

And so since that time actually, we negotiated a
clause in the CDC contracts which has us assuming the

manufacturers” duty to warn, In accomplishing that in one



of two ways. One is either to just have the patient
examined by a learned intermediary prior to vaccination,
which may or may not happen, typically does not happen in a
mass clinic setting. And the other then is to provide
information to the patient or the parent regarding vaccine
risks. And that was really the genesis of what Is now
called The Vaccine Information Statement.

Those statements were called Important
Information Statements. They were drafted by CDC to meet
that duty to warn obligation and were distributed with each
dose of vaccine that was purchased off of CDC contracts,
generally using what are called 317 Grant Funds, of which
317 refers to as section of the Public Health Service Act
under which CDC provides grants to states for prevention
services kinds of programs. Next slide please.

And so we drafted those Important Information
Statements back in the mid “70”s and those were used right
up until the time that the National Childhood Vaccine
Injury Act was passed In 1986. And as noted on this slide,
they were only required to be used when they were, when
vaccines, that was purchased off of CDC contracts, was

being used.



A historical note is that the swine flu episode
of 76, I believe, was the first time that the Important
Information Statement was used. Next slide please.

The National Childhood Vaccine Injury Act of 1986,
of which you are all very familiar because your own
Commission was created by that Act, was a comprehensive act
addressing development and use of vaccine in the United
States. It set up the Vaccine Injury Compensation Program.
It set up the National Vaccine Program Office, the National
Vaccine Advisory Committee, and i1t also provided for
limitations on litigation for any lawsuits that happen
after going through the Vaccine Injury Compensation Program.

It required record-keeping by providers of
immunizations and also it set up what is called the VAERS
Program, the Vaccine Adverse Even Reporting System, where
providers were required to notify the government of side
effects that happened after administration of vaccines that
are part of the Vaccine Injury Program are administered.
It’s been expanded actually and any vaccine adverse event
can be reported to that program. It’s jointly administered
by FDA and the CDC. And also it then, that law, the NCVIA
also provided for development of the Vaccine Information

Materials. Next slide please.



The statute itself confers that obligation on the
Secretary of the Department of Health and Human Services.
It delegated development of the Vaccine Information
Material to CDC. The key difference here between the
Important Information Statement and Vaccine Information
Materials i1s that it now required that this information be
given to every person receiving any vaccine purchased in
the United States, whether it was purchased under a public
contract or through private means.

Again, though, it only applied to vaccines
covered by the Vaccine Injury Compensation Program.
However, since then, we have developed other vaccine
information materials for voluntary distribution by
providers. Next slide please.

The initial law was a very complicated, had a
very complicated list of requirements and 1t also required
that the Vaccine Information Materials be developed through
rule-making. You may be familiar with rule-making. Rule-
making is the process by which the government takes a
statute and administratively expands on it to provide
information of the more practical sense of how you
implement a particular law.

And in this case, 1t dealt with the fact that

under the Administrative Procedure Act, when you do a rule-



making, you basically notify the public of what the content
of the rule i1s going to be and kind of an overview of the
sense of where you’re moving with that. And you provide an
opportunity for members of the public to comment on that.
And the statute then required us to go through rule-making.

It typically requires some publication of a
notice of a proposed rule-making in the Federal Register,
which is kind of the federal newspaper of actions of the
United States government. And it also required ninety days
of comment therein.

In the first round of this rule-making, since it
was a brand new event, it was a brand new event, but
development 1 would say, we decided to go slow, frankly,
and to make sure that we did a comprehensive job and find a
way to best implement this law In a way that satisfies all
the groups.

So although the law required, for example, that
we have ninety days of comment, when it appeared that
people had additional comment, we actually extended it to
one hundred and eighty days. The entire process lasted
approximately three years and from the date of the MPRN to
the date of the final publication was over two and a half

years.



Things that happened in between then is CDC, in
drafting the i1nitial version to be considered by the public,
consulted with the National Institutes of Health and also
the Food and Drug Administration and drafted vaccine
information materials for publication in that MPRN.

Later, there was a public hearing held in Atlanta
for members of the public to present. As you all are aware,
the Advisory Commission on Childhood Vaccines has been
specifically given a role In the development of the Vaccine
Information Materials and CDC was required to consult with
them. In that initial instance, actually the very first
meeting of the ACCV dealt with the development of the
Vaccine Information Materials. It tended to focus on the
DTP vaccine at that time because that was the controversial
vaccine because of the whole cell pertussis that existed iIn
the vaccine at that time.

So over the course of the next two years, CDC met
with the ACCV to discuss the Vaccine Information Materials
over four times. In addition, CDC held a three-day work
group meeting in Atlanta where a variety of people were
invited. As the law requires, iIn addition to consulting
with the ACCV and the FDA, CDC is also required to consult

with provider organizations and parent organizations.



So a large number of people representing those
various groups, the American Academy of Pediatrics, for
example, the Organization of Dissatisftied Parents Together,
which was the predecessor of what’s now called the National
Vaccine Information Center, and was one of the very first
vocal organizations iIn getting information passed to
parents. In fact, I think in many ways, that organization
could be credited with getting passage of this provision of
the NCVIA requiring that parents be notified about the
risks associated with vaccines.

And the ACCV also sent representatives to that
three-day workshop. So we had numerous meetings. We also
had a separate meeting directly with the Organization of
Dissatisfied Parents Together and also with the National
Parents and Teachers Association.

1’1l just quickly go over the list of
requirements that were required for the first round and of
the VIM and the law that was passed in 1986. It says this
material shall be presented in understandable terms and
shall include, 1) the frequency, severity, and potential
long-term effects of the disease to be prevented by the
vaccine, 2) that symptoms or reactions to the vaccine,
which 1f they occur, to be brought to the immediate

attention of the health care provider, 3) precautionary
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measures legal representatives should take to reduce the
risk of any major adverse reactions to the vaccine that may
occur, 4) early warning signs or symptoms to which legal
representatives should be alert, possible precursors to
such major adverse reaction, 5) a description of the manner
in which legal representatives should monitor such major
adverse reactions, including a form on which reactions can
be recorded to assist legal representatives in reporting
information to appropriate authority, 6) a specification of
when, how, and to whom legal representatives should report
any major adverse reactions, 7) the contraindications to
and basis for delay of administration of the vaccine, 8) an
identification of the groups, categories, or
characteristics of potential recipients of the vaccine who
may be at significantly higher risk of major adverse
reaction to the vaccine than the general population, 9) a
summary of relevant state and federal laws concerning the
vaccine, including information on the number of
vaccinations required for school attendance and the
schedule recommended for such vaccinations and the
availability of the Vaccine Injury Compensation Program,
and 10) such other relevant information as may be

determined by the Secretary.
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So basically, the first version of these
materials effectively went through that list, point by
point, and ended up being approximately ten pages in length.
You can go on to the next page. One other point I might
make 1s that the law also allowed providers, though, to
develop their own materials that were comparable to those.

As 1 had mentioned earlier, it took several years
to develop the initial Vaccine Information Materials. They
were published in the Federal Register in 1991 and were
required then to be administered six months later, which
was April 15, 1 believe, of 1992. The end result, then,
was very lengthy pamphlets.

One of the questions that came up through the
process for developing them was the readability of them.

In addressing the points that the law required, a lot of
detail was put in, including technical information. And
one of the reasons that these materials ended up so lengthy
was that 1T a technical term was used, then that term would
be defined. And there was a lot of criticism about that.
And 1n fact, the criticism went to the point that can you
actually give somebody too much information. That if you
give them so much information, that they actually don’t

have time to read i1t or they end up glossing over the
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information. You can go to the next page, which is
evolution of Vaccine Information Materials.

And also I might note that providers also
complained that the length of time that parents would have
to read that i1n their waiting rooms might be disruptive to
medical practices, might lead to lengthening the amount of
time that each encounter with a physician took, which could
ultimately result in iIncreased costs for immunizations.

And so as the process developed and we held all
of these hearings, i1t became very clear that the initial
concept was somewhat flawed. And so while publishing those,
we noted in the 1991 final rule that we intended to do an
analysis of them and determine whether or not it made sense
to go to Congress to seek to have the requirements amended.

And so iIn 1993, in fact, CDC did go to Congress
and there were revisions that were passed. |If you go to
the slide, next generation, that lays out the entire list
of requirements in the current statute. It says that the
information of such material shall be based on available
data and information shall be presented in understandable
terms and shall include a concise description of the
benefits of the vaccine and a concise description of the

risks associated with the vaccine, a statement of the
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availability of the VICP, and such other information as may
be determined by the Secretary.

One significant change, based again on comment
that we received, is the law removed the ability of
providers to develop their own materials and said that they
had to use the CDC developed materials. However, the law
also said that providers should supplement those materials
with visual presentations or oral explanations as needed.
And obviously, that would be particularly relevant if you
were speaking with a non-native English speaker.

I might note that CDC initially did develop
vaccination information material that covered several
languages. 1 believe 1t was Spanish, Chinese, Vietnamese,
and French. And then later, a grantee of CDC, the
Information Action Coalition, is that it’s name?

MR. WOLFE: They distribute, they post the
translations. The translations are actually done by two
state health departments with grant money, in California
and Minnesota.

MR. MALONE: Okay, and there’s how many different
languages are in there now?

MR. WOLFE: Twenty, twenty-some now, I’m not sure
how many exactly. Twenty-four, twenty-five, something like

that.
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MR. MALONE: And so, that’s been another
development. Another point about to change iIn the law is
the original statute only required that these materials be
given to children, or to the parents of children. And, of
course as you know, the Vaccine Injury Compensation Program
covers vaccines that are recommended for administration to
children. So once a vaccine is covered by the Compensation
Program, any person who receives that vaccine, the classic
vaccine would be Hepatitis B, where it’s given to adults iIn
addition to children, that they qualify for compensation
under the Program too.

So it obviously made sense to fully inform
patients, adult patients, about the risks associated with
vaccines. And so we had that added to the law to require
that any provider in the United States, whether public or
private, whether using vaccines purchased off of a federal
contract or off a private contract, and whether
administered to a child or an adult, would need to use the
Vaccine Information Materials. Next slide please.

And so, 1n addition to getting, to stopping the
requirement that it be done through rule-making, the law
allowed us to go through a little more concise process, if
you will_ It still involves the Federal Register. There

still 1s a notice of the draft materials that’s published



in the Federal Register. However, rather than a ninety
days of comment, i1t requires only sixty days of comment.
There’s no longer a requirement for a public hearing,
however, members of the public are invited to provide
information to the public.

The requirement for consultation would be ACCV,
and health care providers and parent organizations remain.
And CDC, to this day, as we develop new information
materials, will come up and consult with the ACCV and will

also hold a meeting with various parent and provider

15

organizations. That somewhat evolved early in the process.

It generally would be done in an iIn-person consultation.

It’s generally done now, as we’ve gotten more efficient, by

phone consultation. However, there is still, extensive
consultation occurs. Next page please, which should say
development process.

And 1°m going to go ahead and defer to Skip for
the rest of this presentation.

MR. WOLFE: Thanks, Kevin. The development
process, there are a number of steps that don’t have to be

followed in any specific sequence. But this is the way it

usually, this is the way a particular VIS usually develops.

First of all, we’ll do a draft of it here at CDC.

Have it reviewed by CDC. Subject matter experts revise it.
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And once the subject matter experts here are happy with it,
then we will go to you at ACCV for a review. We’ll send it
to FDA for a review. It will be published iIn the Federal
Register, as Kevin was just saying, for sixty days of
public comment. And we’ll have that consultation meeting
that he mentioned, where we will invite members of
different public organizations and professional
organizations to discuss it.

Once we’ve gotten the comments from all of these
reviews, we will bring i1t back to CDC, revise it again,
show it the subject matter experts again. Once they are
happy with the final result, we will send it through final
CDC clearance. When it’s cleared, we will publish it for a
final notice In the Federal Register. This isn’t for
comment, but just for notification that it’s been done.

And then publish it.

MR. MALONE: And 1 might note that the statute
itself says, that the effective date has to be no more than
six months from that. So the notice itself will tell
providers the date after which they need to be using it.

MR. WOLFE: Yes. In the next slide, this is just
sort of bringing you up to date on where we stand today
with Vaccine Information Statements. This is the slide

that says current vaccine information materials. They’re
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called Vaccine Information Statements now. They’re
generally two pages, one page front and back. As Kevin
mentioned, we now have them for all vaccines, not just
vaccines that are covered by the Compensation Program, the
one exception being PCG.

And we don’t have them for non-routine
combination vaccines. In other words, what we’re calling a
routine combination vaccine would be MMR, DTAP, ones that,
they are routinely given in that formulation. For other
combinations, we ask providers to use the individual VIS’s
for the components.

One innovation that we’ve made over the years, we
noticed that the more vaccines we have, the more often the
recommendations might change. And because of the length of
time it takes to develop them, there would always be a
period of time between the time when the recommendation
changed and we were able to get a new VIS out. So we
started producing what we call interim VIS’s, which is a
version that we can publish with the new recommendations in
it but has not completely gone through the process yet. So
that it gives providers something they can use in the
meantime to make sure that patients get the most up to date

information.
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Another recent innovation, which you’re familiar
with because you reviewed them, are the multi-vaccine VIS’s,
which cut down on paperwork by allowing providers to use
one VIS that covers a number of different vaccines and can
just check off which ones they get.

The final slide, I wanted to talk just a bit
about distribution of the Vaccine Information Statements,
which has evolved over the years. Initially, when they
first came out, we printed, we printed lots and lots of
copies. We would basically print one copy of a VIS for
every dose of vaccine purchased through federal contract.
So providers who were giving federally purchased vaccines
would basically get all the Information Statements printed
by us as they needed. In addition, we would print camera-
ready copies and ship them to the states, who could, if
they wanted to, reproduce on their own and ship them out to
providers within the state. Or, providers could ask for
their own camera-ready copy.

Once the internet became more prevalent, we
decided to go to, now where providers can actually download
the VIS”’s from their computers and print their own out or
get them printed, which has the benefit that when a change

iIs made, we can distribute 1t virtually instantaneously.
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We’ve gotten complaints over the years from both
providers and parents about the amount of paper that’s used.
And so a lot of providers were asking us if they could
print out office copies, basically have them laminated and
have the patients read them In the office as opposed to
actually giving them a separate paper that they said a lot
of times they threw away. And we determined that they
could do that as long as each patient was offered a paper
copy to take away with them because we believe 1t’s
important for people to take away a copy because there’s
some information on there that could be useful to them
after they leave the office.

So as long as a patient is offered a copy of the
VIS to take away, which they can refuse iIf they want to, we
do allow providers to use office copies. And a more recent
development, which we’re just working on now, is to allow
patients to download their own copies on their blackberries
or iphone or any kind of internet accessible device.

Rather than carry away a paper copy with them, they will be
able to download a copy onto their device and take it away
that way. Again, helping to save more paper, and we’re

just working on that web page to allow them to do that now.

That basically concludes the presentation. So

we’re open to questions.
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MS. CASTRO-LEWIS: Thank you so much. We have
been a part of the process on reviewing the Vaccine
Information Statements, but 1 think it was very helpful to
know that there is a process for the development and the
revision and distribution of the Statements.

I do have a couple of questions, but I’m going to
leave it there for the Commissioners to ask questions, if
any?

MS. BUCK: I have two questions and a comment.
This 1s Tawny Buck. First, you mentioned the original VIS
Statement, and, 1 think we’ve talked about this iIn the past.
Some of us have been curious to just know if that’s, if
there’s any of those copies still around that we could look
at. Do you happen, do you think you have one that we could
see?

MR. WOLFE: The ten page pamphlets you’re talking
about?

MS. BUCK: Yes.

MR. WOLFE: Yes, 1’ve got actually copies of
every VIS that’s ever been produced.

MS. BUCK: 1 would love to have a copy of the

original one if that’s possible.
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MR. WOLFE: Yes, I can. 1 won’t be able to give
you a pamphlet, but 1 can copy i1t and send you a copy. The
original ones were for three vaccines, DPP, OPV and MMR.

MS. BUCK: Thank you. Okay. Also, my other
question was is there, do you know when you anticipate your
next public comment period on these? Is there one upcoming?

MR. WOLFE: Are you talking about the Federal
Register publication?

MS. BUCK: Which allows for public comment.

MR. WOLFE: There are. There are several that
we’ve, there are none iIn the Federal Register right now,
but there are several vaccines that we need to do that for
and we don’t have a specific date yet, but it will be soon.

MR. MALONE: And so we will consult with the ACCV
also.

MR. WOLFE: Yes.

MS. BUCK: Thank you. And then my only comment
was you mentioned that one of the purposes of these was a
statement of availability of the Program. And I think this
has probably come up before, but at least in my opinion, a
piece of this availability of the Program is to include the
three year statute of limitations language, since that it’s
pretty critical In terms of the Program being available to

people. So 1 know you’re always sort of battling for space
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on these, but 1 think that’s a big issue in terms of people
understanding what they need to do in order for this
Program to be available to them if they do indeed suspect
that their child’s been injured by a vaccine.

MR. WOLFE: Good point.

MS. BUCK: Thank you.

MS. CASTRO-LEWIS: Any other questions? Dr. Herr.

DR. HERR: Yes. This is Tom Herr. 1 have a
question. Last meeting, we reviewed some of the vaccine
information sheets. Will we have any opportunity to see
what changes you’ve made prior to it’s further publication?

MR. WOLFE: Generally, we don’t. Once we’ve
gotten comments, we iIncorporate them but don”’t go back to
the agencies who’ve reviewed them to let them review them
yet again. It’s more, it’s kind of a, yes, yes.

DR. HERR: 1 guess I’m kind of looking, or trying
to avoid the “you guys missed the boat” comment in the
sense that we had an overwhelming or an overlying comment
and it got lost in the technology or some of the
translation so that 1t came out just as bad as It was
before. 1 hate to say it that way, but the purpose of the,
we look at, just to make sure, okay, yes, the things that
we were concerned about, you guys dealt with adequately.

Fine.
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MR. MALONE: You know, I think that one way to
address that i1s, i1t would be, sometimes just getting
comments doesn’t end up with the result that you’re looking
for. And that working on the actual language for the
Vaccine Information Statement, | would just suggest that at
future meetings with the ACCV, i1f you have particular
concerns, that you try, to the extent possible, to
articulate actual language to insert in that. And then 1
think you’re going to find it’s much more likely that
you’ll know what’s coming down the pike.

PARTICIPANT: 1 think we’ve done that.

DR. HERR: 1 do think we did that. And the other
question, comment on that is okay, fine, you come out with
a new set of information sheets, and when iIs the process to
when they would be revised again so that any comments that
we would have, critical comments or critically constructive
comments on the new sheets, when would they be, you know,
effective?

MR. MALONE: Well, I think that the ACCV, having
a role i1n the development of these materials, that we’re
certainly always open to input from the Commission on,
there’s a need right now to revise this statement, or that
even that you didn’t get it right. If we have a flaw In a

statement that we put out there, especially now that the
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technology allows for this kind of updated dissemination
and we don’t end up with people ending up with ten thousand
copies that they printed, anticipating they would be able
to use something for three years.

I think that we’re In a better position to change
these over time and update them on a more timely basis.

And we’re very open to comments that the ACCV may have in
trying to get us to initiate a new process or a particular
one.

MR. WOLFE: And occasionally what happens is that
recommendations that are made, once the subject matter
experts review them, they might over rule a comment for
some reason. They might believe 1t’s misleading or it
might, or for any other reason, so occasionally,
suggestions do not get incorporated for those reasons. And
we don’t always go back and, you know, again for efficiency
reasons, go back and justify every suggestion that has been
incorporated or not iIncorporated.

DR. HERR: 1 know, but in some ways it would be

MS. CASTRO-LEWIS: We have another question.
MR. SCONYERS: 1 was just going to suggest that

perhaps the Commission could get the final versions once
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they’re published and then that would give everybody an
opportunity to comment iIf there was an issue.

MS. CASTRO-LEWIS: Yes, thank you.

MS. SAINDON: 1 think, I’m not clear on whether
the, from your process, i1t seemed that the comments from
the ACCV are received and then it’s put in the Federal
Register for public comment. At that point, are the
comments from ACCV already incorporated, and if so, if you
could notify the Commission when it’s put in the Federal
Register for pubic comment, then they could have that
second opportunity to look at it.

MR. WOLFE: That’s a good idea. We haven’t been
doing that, but we certainly can. That i1s a good idea.

MS. CASTRO-LEWIS: Yes, that’s very good. | do
have another question also regarding the Spanish language
materials and other languages. Do they actually go through
this rigorous process of revision to ensure that the
translations or adaptations are accurately and they are
culturally competent?

MR. WOLFE: We here at CDC headquarters don’t
really have a role in the translations. As | said, they’re
done by two states who contract them out to translation

services.
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MS. CASTRO-LEWIS: But you said the CDC role to
ensure that the materials are accurate and, you know, you
can commission somebody to translate them, but who is iIn
charge of ensuring that the materials are correct and that
the appropriate language is used?

MR. MALONE: Yes, I think you’re correct that
ultimately CDC is responsible for the content of the
vaccine materials, whatever language they’re in. And we’ll
take your comment under advisement.

MS. CASTRO-LEWIS: What can we do to, | don’t
know, other than the translators, to look at them and to
ensure that the materials are done correctly because just
the fact that you’re saying that they’re correct doesn’t
mean that they’re correct unless you’re really proficient
in the language to, and there are several languages that
are translated to. What can the CDC do? Is there any
mechanisms there that we can come up with, anything?
Obviously, it’s a challenge.

MR. MALONE: Right, and it is a challenge, but
it’s a reasonable challenge and we’ll look into it.

MS. CASTRO-LEWIS: Well, thank you and please let
us know what conclusion to you come or let us know what
mechanisms are you going to use to ensure that. The other

question that 1 have is you have a distribution process, a
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mechanism for the providers to gather the information in
many ways. Is there any follow up to, with the health care
providers, to be sure that they’re actually using 1t? |Is
there any kind of research to see if they really pass on
the materials to the parents and in different ways?

MR. WOLFE: There have been some studies, 1 don’t
have any data, we don’t, there’s not, even though they’re
required by law, there’s no enforcement mechanisms.

MR. MALONE: But i1t, what I think you allude to,
it has been frustrating. 1 know that a lot of us, just iIn
our personal experience, has, going in with our
pediatricians over the years, have had either where we’re
not getting the materials or we’re only getting the
materials one time and not for follow up doses. And we’ve
discussed various mechanisms over the years for getting out
reminders to providers. 1 believe that JAMA has
occasionally published a reminder notice and one of our
more recent discussions was approaching the medical boards
of each state to ask that they put out a notice to
providers on some kind of schedule.

We haven’t completed a decision on whether or not
to do that, but 1 agree with you that there are a lot of
providers who, over the years, | believe that many more

providers have become aware of these materials and that
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they are being more routinely used. There’s still a
significant population of providers not using them,
although the law requires them to.

DR. HERR: This is Dr. Herr. | want to let you
know and interject here that many Insurance companies, as
part of their quality assurance programs, will check charts
and ensure that there’s signatures that indicate that the
vaccine information sheets have been distributed. So there
are processes out there that check for compliance with this
part of the law. Yes, there are.

MR. MALONE: And by the way, although the statute
itself doesn’t provide any kind of compliance mechanism, it
doesn’t even require record-keeping, in the rules, in the,
what we call the instruction sheet that we put out for the
materials, it does require providers to make a notation iIn
the medical record. The original Important Information
Statement, the Department of Justice insisted that we have
an actual acknowledgment by the parent of receipt, and in
fact, understanding of those materials. Got a lot of
criticism during the development of the initial Vaccination
Information Materials about that and we decided that a more
efficient mechanism, and one that would actually put the
burden back on the provider, would be to require a

contemporaneous notation iIn the medical record that the
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materials have been provided to the parent, that they have
been provided a version of the particular materials that
have been provided. So that’s probably what these
insurance companies are relying on.

MR. SCONYERS: The other thing that happens is
for hospital-based clinics, where the hospital is
accredited, this i1s something that the accrediting agencies
audit and check.

MR. WOLFE: A couple more observations, in all of
the training that we do at the Immunization Program at CDC,
our satellite courses, our on-line courses, and our live
courses that Bill Adkins and others put on, they always
stress VIS use In those. So that’s another way of getting
out the word that people need to use them. And just from
my own observations, from my own contacts, | know within
the last several years, 1’ve been astounded that for awhile,
a lot of providers were pretty much ignoring VIS’s.

Now, it seems to have gone just the opposite way,
that if there’s a change in recommendations, before we even
get a chance to start working on a draft, we’re getting
calls from providers saying when are we going to have a new
VIS. So that’s kind of encouraging news.

MS. CASTRO-LEWIS: One last question.
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DR. EVANS: Skip, one last question. 1 know the
Academy of Pediatrics had had at least one Fellow’s survey
looking at the compliance rate of VIS”’s and how well
they’re being distributed to patients. Have you all done
any surveys since then that gives us some i1dea of how
effectively these are being communicated and distributed to
patients and parents?

MR. WOLFE: No.

MR. MALONE: One of the points | think that’s
made here is that just as parents, there’s always new
parents coming down the pike, and that’s why we can’t just
assume that everybody knows about the need to get
vaccinated. The same thing with using these materials,
that there’s new providers and there are parents who don’t
know that these materials exist. And so it iIs an ongoing
challenge to make sure that CDC fulfills 1t’s obligation to
get these out there.

MS. CASTRO-LEWIS: Okay.

MS. BUCK: What happens if they’re not used? |1
mean, what 1If there’s a case where, you know, there’s been
an injury and there’s no evidence that the VIS was
distributed or an outdated one was given or, | mean.

MR. MALONE: Well, that’s an interesting question.

As you know, the Vaccine Injury Compensation Program 1is
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required to provide, requires anybody who’s injured, to go
through the Program first. But even after you go through
the Program, I don’t have a copy, actually Geoff probably
know this better than 1 do, 1 believe that providers, well
you have to go through the Program before you can sue a
provider. And there’s nothing in the statute that has a
sanction if a provider does not use these materials.

However, 1 would argue that the standard of care
in the practice of medicine would be that you should use
these materials because they’re required by law. And
therefore, 1 guess theoretically, a provider could be sued
for malpractice for failure to use the materials or to use
the accurate materials, 1T someone would end up rejecting
the conclusion of the Injury Compensation Program and
decide to go directly after the provider.

By the way, I might mention one other thing from
the statute, that what started the whole development of
these materials in the first place, the old Important
Information Statement, was this Reyes v. Wyeth decision.
The National Childhood Vaccine Injury Act waives any kind
of requirement for manufacturers anymore to provide
information directly to parents. So they actually wouldn’t
have liability in any scenario that we can see. So iIt’s

purely on the providers and on CDC in developing these
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materials and make sure that parents get that information
now .

DR. EVANS: Kevin, the only thing I would add is,
as you know, that there’s a duty to warn that was part of
litigation prior to the Program Act. That was one of the
things that was addressed through the law that was passed.
Whether, the VIS’s, whether furnishing VIS’s or not
furnishing VIS’s makes someone liable if there is an injury
or not, has not, to our knowledge, been tested In a civil
case. But that’s certainly an open question.

MS. CASTRO-LEWIS: Okay, thank you. 1 believe
there are no more comments and we are surely went over our
time, but, thank you so much for the presentation and for
responding to questions. | think we can move on and thank
you again.

MR. MALONE: Thank you.

MR. WOLFE: Okay, thanks. I want, before we go,
Tawny, 1 said 1 was going to send you one of the, would you
like copies of all the original vaccine pamphlets, or just
one of them as an example?

MS. BUCK: Dr. Evans says 1| only need one. But I
would wade through, iIf you, if It’s not a big deal, you can
send me whatever you have. Sometimes | have a hard time

sleeping when 1°m back here, so that might help.
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MR. WOLFE: Okay.

DR. EVANS: Skip, I would just add that’s one of
the anecdotes that 1 certainly remember was my wife was
scared about getting MMR after reading the ten page MMR
pamphlet.

MS. CASTRO-LEWIS: Yes. Okay. Thank you so much.

MR. WOLFE: Thanks.

MS. CASTRO-LEWIS: Have a good day. Operator,
do we have Dr. Gruber on the phone, on the line?

OPERATOR: We do.

MS. CASTRO-LEWIS: Okay, thank you. Good morning
Dr. Gruber. Would you please talk to us about the,
actually, give us your report, please? Thank you.

Agenda Item: Update on the Center for Biologics
and Evaluation Research (CBER), FDA

DR. GRUBER: Yes, I will. And thank you for
accommodating my schedule. |1 can talk to you about the
HIN1 virus and 1 will talk to you a little about this, but
I am sure that you went over it perhaps yesterday in the
CDC NIH update. Is that true? Did you have some
information on AH1N1, epidemiology background, and, because,
hello?

MS. CASTRO-LEWIS: Yes, we did. We did have some

presentation on that, an update. And then she wanted you
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to be here yesterday, wanted your presentation, but didn’t
work out that way.

DR. GRUBER: Okay. That would spare me the
background. 1 would, on the FDA activities, in terms of
HIN1, but I would like to actually report to you, since |
gave my last update at ACCV on vaccines approved by Office
of Vaccines. We have had one approval and that took place
on March 30™ when we approved IXIRO, that is a vaccine to
prevent Japanese encephalitis, a mosquito transmitted virus
thought maybe in Asia. This is merely a traveler vaccine
and it is iIndicated for active immunization for the
prevention of disease caused by this virus in persons
seventeen years of age and older.

However, we have been very busy reviewing several
biologic applications.

MS. CASTRO-LEWIS: Dr. Gruber, are you on a
speaker phone? Can you please use the handset because
we’re not having a good connection.

DR. GRUBER: Is this better?

MS. CASTRO-LEWIS: Yes.

DR. GRUBER: Okay, I am sorry. So, I’m going to
speak directly into the phone here, so again 1 just
mentioned the approval of a Japanese encephalitis vaccine

on March 30, 2009. And 1 went on to say that we have
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several other licensed applications currently under review
that include human papillomavirus vaccine, thimerosal
preservative-free flu vaccine for adults eighteen years and
over. We have meningococcal conjugate vaccine under review
and a new pneumococcal conjugate vaccine under review. And
I hope that 1 can talk a little bit more about this perhaps
at the next update in a couple of months.

Regarding the HIN1 activities, the Office of
Vaccine, i1s working to facilitate the availability of a
safe and effective vaccine to protect the public from this
HIN1 2009 flu virus. And we have a lot of parallel
activities ongoing. For instance, our office has been
engaged and is currently engaged in growing and engineering
a 2009 HIN1 flu virus in the laboratory for possible use of
this vaccine, and this work is also carried out, of course,
by other entities such as the CDC, the NIVSC. And actually
reference strains for production and growing of the vaccine
virus has been sent out to the manufacturers.

We also engaged in discussions with BARDA, that
is the Biomedical Advanced Research and Development
Authority. We are engaged in discussions with the National
Institutes of Health and as well as manufacturers regarding

the 1nitiation of clinical trials to evaluate the immune
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response to vaccines that would be devised from this HIN1
flu virus.

And 1 have been just informed in the telecom this
morning that it’s believed that at least several vaccine
manufacturers would be ready to initiate clinical trials to
look at the immunogenicity of such new vaccines as early as,
end of June or even of July. So that depends a little bit
on the vaccine manufacturer, but that actually is good news
because the worry has always been that we may not have the
time to initiate at least some clinical data with the new
H1IN1 vaccine to make informed recommendations in terms of
how such vaccine would be used.

So In terms of these activities, we have been in
close collaboration with vaccine manufacturers. They have
submitted their clinical trial proposal to us. We have
reviewed all these proposals. In terms of what this
vaccine would look like, everybody goes by the assumption
or that this should be a monovalent HIN1 inactivated
Vaccine, composed only of one strain of virus because this
is likely to be more straightforward than trying to combine
it with current seasonal vaccine or anything else.

And so we are trying to design the clinical
trials so that they can be done iIn a 