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PPrROGEEDI-NGS
(11:15 a.m)
BEG N CPEN SESSI ON

M5. CGHERRY: First of all, before | read
the neeting statenent, | do need to remnd everyon e
that this is an official neeting of the Advisor y
Comm tt ee. It is being recorded; we wll have a
transcript. And because we're not all on-site, | hav e
to ask each of you to state your nane each tinme yo u
say sonmething. That's very inportant for the recorde r
so that the transcript is accurate.

The only other announcenent is -- and thi s
tine it's nercifully brief -- the neeting statenent.
This announcenent is nade a part of the record at thi s
neeting of the Vaccines and Related Biologica |
Products Advisory Commttee, on July 10th, 1997
Pursuant to the authority gran ted under the Commttee
Charter, the director of the Center for Biologics ,
Eval uati on, and Research has appointed the foll ow ng
individuals as tenporary voting nenbers: Drs. R char d
Johnston and Robert Couch.

Based on the agenda nade available, it ha s
been determned that all commttee di scussions at thi S
nmeeting for the review of the intramural researc h

program for the Laboratory of Pediatric an d
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Respiratory Viral D seases, Dvision of Mra |
Products, present no problem for a conflict o f
interest -- or no potential, excuse ne.

In the event that the discussi ons involve
specific products or firns not on the agenda for whic h
FDA's participants have a financial interest, th e
participants are aware of the need to exclud e
t hensel ves from such invol vement and their excl usion
will be noted for the public record.

Wth respect to all other neetin ¢
participants we ask in the interest of fairness that
they address any current or previous financia |
i nvol verrent with any firmwhos e products they wish to
conment on.

That's the end of the neeting statenent.

G her than that, wel cone everyone.

CHAl RPERSON  FERRI ER! : Thank you ver vy
much, Ms. Cherry. W'Il star t with the introduction
of the programby Dr. Patriarca. | mght conment tha t
| can't hear you very well from CBER when you al I
announced yoursel ves; you were barely audi bl e.

DR POLAND. This is Dr. Pol and.

CHAl RPERSON  FERRI ERI - H, Geg. W'r e
into the agenda, if you wish to ook at it. W'r e

into the introduction of the program
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DR POLAND. Ckay.

CHAIRPERSON FERRIERI: If the people a t
CBER could nmake a real point of seeing that all th e
audio i s okay and the m crophones so that we can all
hear you, pl ease.

M. GERRY: (kay. I'mgoing to turn the

speaker just a bit now It's aimng right at Dr
Patri ar ca.

CHAl RPERSON  FERRI ERI : | can hear you |,
Nancy, but | thought the introduction was ver vy

munbled. Dr. Patriarca, can you start now, please?

DR PATRI ARCA: (kay. Can everyone hear
ne?

CHAl RPERSON FERRIERI: | can hear you.

DR PATRIARCA (kay. | would very much
like to extend our wel cone and thank the coomttee fo r
neeting today. The coomttee wll be considering the
recommendations of a site visit team who evaluate d
three prograns within the Divi sion of Viral Products.

For menbers of the coomttee who are not
famliar wth our division, it is one of fou r
divisions within the Ofice of Vaccines and ha s
regul atory, review, and resear ch responsibilities for
both |Iicensed and investigational products.

The division current has appro ximately 90
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7
permanent and tenporary staff and i s conprised of five
| aboratories which cover the areas of retroviruses
hepatitis viruses, DNA viruses , vector-borne viruses,
and finally, pediatric and res piratory viruses which,
fromits name, obviously has a very broad nandate.

The three investigators that you wll hea r
fromtoday are nenbers of that |aboratory. |If there
are no questions fromthe coommttee I would like t o]
turn the programover to the three of themand all ow
them to briefly present the salient points of thei r
wor k.

DR PATRIARCA: Thank you, Peter. An vy
questions fromthe coomttee nenbers on-line at this
tinme? G herwise, we'll proceed then, wth th e
program Peter, will you be introducing --

DR PATRARCA Yes. Dr. Nakh asi wll be
the first speaker.

CHAl RPERSON FERRI ERI :  Thank you.

DR NAKHASI: Can you hear ne, please?

CHAl RPERSON FERRIERI:  Yes, Dr. Nakhasi,
thank you. If you could continue to speak at tha t
vol ure.

DR NAKHASI : Ckay, thank vyou. Goo d
nmorning, everybody. M nanme is Hra Nakhasi and I

wll be talking to you today with the work we hav e
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been doing in our lab. And fi rst of all | would Iike
to give you a brief introducti on to the section which
| was heading so far, and the nane of the section is
Section of Viral Pathogenesis and Adverse Reacti ons.

VW have two responsibilities, bot h
research as well as the regulatory responsibility
The goal of the section is to conduct researc h
pertaining to the safety issues of virus vaccines in
general, and of rubella virus vaccine in particular.

The safety issues of rubella viru s
vaccines are: adverse reactions such as acute o r
chronic arthritis in sero-negative wonmen, and nunber
two, RVinfection of fetus inthe presence of materna |
i mmunity mani festing in congenital rubella syndrone.

The regulatory responsibilities of th e
sections are: the personal review investigation of
new  drug appl i cati ons, and pr oduct licens e
applications for wviral vaccines. They provid e
expertise in a nunber of areas critical to th e
regulatory objectives of the division such a s
validating purity, efficacy, and safety of reconbinan t
or live virus vaccine.

The subject of today's presentation, of m vy
presentation is, nolecular nec hanismof rubella virus

pat hogenesis. In the follown g fewmnutes | wll be
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tal king about the purpose of the research project :
summary of the results, and the future directions.

The purpose of the research is -- before
| go into detail of the purpose of the research I
would give you a little background of the rubell a
virus. Rubella virus is an en vel ope virus consisting
of a single-stranded RNA of a positive polarity. It
is approxi nately 10,000 nucl eotides |ong, goes for tw o0
non-structural proteins and three structural proteins

Rubella virus is a major hunman pathoge n
and a causative agent of Germa n Measl es whi ch appears
as a mld rash and a fever in children and youn g
adults. However, rubella virus infection during the
first trinmester of pregnancy ¢ an cause fetal death or
mul ti-system birth defects known as congenital rubell a
syndr one.

An effective vaccine has been devel ope d
which has dramatically reduced the incidence o f

rubella infection; however, a significant nunber o f

natural infections are reported each year and i n
addi tion, several cases of adverse reactions -- both
acute and chronic arthritis -- are reported foll ow ng

vacci nati on.
The synptons of arthritis are simlar to

known features of other i Mmune di sorders. Inthe las t
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few years, the incidents of maternal infection an d
consequent rubella -- congenit al rubella syndrone has
been on the rise; thus rubella infection continues to
be of a public health concern. So as a part of ou r
goal to understand the nechanism by which rubell a
virus causes atropathy and art hritis, we have initial
the foll ow ng studies.

And the approach we have taken is: 1) we
have identified cis RV -- cis- acting elenents, or the
RNA el enents in the RNA which are necessary for virus
replication; 2) interaction and identification o f
factor or factors, which interact with these inportan t
elenents of the viral RNA and 3) what role thes e
factor s play in RV replication or the rubella viru s
replication and pat hogenesi s.

Now, | will be giving you the sunmmary of
the results, quickly. The followng summary of th e
results is the subject of six peer review papers and
two review articl es.

VW have di scovered sequence elenents a t
the five prine and the three prinme end of rubell a

virus RNA that are essential for RV -- did | nention

RV, this rubella virus -- translation and initiation
of negative strand synthesis -- both in vitro and in
Vi Vo.
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VW have denonstrated the requirenent o f
post-protein synthesis for rub ella virus replication.
W denonstrated that these elenents interac t
specifically wth host proteins with high affinity
and their binding correlates with our rubella viru S
replication.

Nunber 4, identify these host proteins as

aut oant i gens, la and calreticulum and specifi ¢
interaction of |a and calreticulum have bee n
denonstrated both in vivo and in vitro. |In doing so,

we al so discovered new functio ns of this calreticulum
protei n which were not discove red before, such as RNA
bi ndi ng and aut ophosphoryl ati on activities.

In a retrospective clinical study ,

anti bodies to one of the la autoantigens -- | a
autoantigen -- in persistent RV-infected people were
observed, suggesting possible mechanism of rubell a

virus-induced arthropathy by rubella virus interactin g
aut oant i gens.

Now, where do we go fromhere? The futur e
directions? Inthe light of t he association of acute
or chronic arthritis wth R/ vaccine in |lo w
seronegative wonen, a vacci ne with reduced inci dence
of joint conplications is warranted.

Qur studies suggest that interactions o f
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autoantigens wth rubella virus RNA nray have a role i n
a rubella virus arthropathy; t herefore, steps wll be
taken to analyze this interaction and to develo p
strategies for vaccine as foll ows.

Anal yze t he rol e of autoantige n
interaction of the rubella virus RNA, both at th e
nol ecular level and at the 1munological |evel ;
identify the viral determnants of tropismfor joint
i ssues using chinmeric viruses; study the interaction
of viral proteins with host proteins to understand th e
nmechani sm of nol ecular mmcry; and to devel op subuni t
DNA vacci ne expressing viral antigen.

Thank you very much for your attention.

CHAl RPERSON FERRI ERI - Thank you, Dr
Nakhasi .

M. CGHERRY: Before we go, let ne just sa vy
for the record that while Dr. Patriarca was speaki ng,
Dr. ol dman cane into the room

CHAl RPERSON FERRIERI: Thank you. Goo d
nmorni ng, Dr. Col dman.

DR QGOLDVAN  ood norning, Dr . Ferrieri.

CHAl RPERSON  FERRI ERI : V¢ will nove 0 n
then, with Dr. Atreya.

DR ATREYA: (Good norning. Ca n everybody

hear ne? Hell o?
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CHAI RPERSCN FERRER: W can  hear you --
| think we will hear you.

DR ATREYA: kay. od norning. M/ nam e
is CD Atreya, and today | wll be providing th e
agreed overview of ny research project and the title
of the research project is, "Ml ecular Mechanism o f
Rubella WV rus-Induced Pathogenesis". | give you a
brief introduction.

Recent estimations are that 10 to 2 5
percent of uni mmuni zed wonen o f child-bearing age are
susceptible to viral infection worldw de, even though
these nunbers are very low in this country. It | S
well established that gestation rubella infectio n
contracted in the first trimester of pregnanc vy
frequently causes congenital r ubella syndrone, and in
spite of the fact that this rubella virus is a
pat hogenic agent, in cases of CRS that are reporte d
over here, there has been no real, recent initiative
to elucidate the nol ecul ar mechani sns of teratogenesi S
i nduced by rubella virus.

Since viral vaccine safety issues ar e
related, | have initiated studies on the nolecula r
mechani sm of rubella-induced teratogenesis. e o f
the rationales for this investigation is to gai n

know edge that could be wutilized in developin g
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strategies to produce low risk rubella vaccines i n
future.

Qur hypothesis and rationale is that the
clinical significance of CRS is the reduction i n
nunber of cells in affected organs of the fetu s
| eadi ng to devel opmental abnor nalities. At nol ecul ar
| evels, this could be possibly due to the host virus
interaction that inhibits cell growh and possibl y
cause cell death in the devel opi ng fetus.

Since an early developing fetus at an vy
given tine, there are cells that are proliferating :
undergoing termnal differentiation, as the |last cell S
pause to receive a specific signal, either t o
proliferate or to undergo differentiation. Specific
guestions were asked as part o f the research project.

Nunber one, does rubella prefer a
particular stage of the cell f or its infection or its
application? And secondly, th e newy discovered host
protein that interacts wth th e rubella virus -- that
is, the calreticulum-- does it play arole in vira
replication? MNunber three, are there any functions,
functional inter-reactions anong the host and viru s
encoded proteins that could ultinmately | ead to rubell a
vi rus-induced teratogenesi s?

To answer these questions there ar e
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certain experinental approaches that we followed
Number one, identify a suitable cell stage tha t
supports the rubella virus route. Nunber two, testing
the role of calreticulum the host protein, in th e
viral replication by offering its expressional |evels
in the cell.

Nunber three, test for the presence o f
vi ral protein inter-reactions wth cell cycl e
regul atory proteins. Nunber four, identification of
domains in the viral encoded proteins that coul d
facilitate inter-reaction wth key cell grow h
regulatory proteins that could trigger and inhibi t
cell growth and cause cell death.

Nunber five, testing the viral protei n
inter-reactions wth cellular proteins. Sumary o f
the results so far: 1) we denonstrated that rubella
virus prefers quiescent cells for its replication; 2)
that studies with all expressi on of the host protein,
calreticulum denonstrated tha t the protein regul ates
viral replication by altering the cell growh

Three, the highly considered amno-aci d
nmotif, which we called LXCXE that functionall y
interacts wth one of the cell growh regulator vy
proteins, the retinoblastona t unor protein, have been

recent ly identified in our lab; that is, present i n
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one of the rubella virus non-structural proteins whic h
we cal | NSP9O.

The NSP9O0 was shown to bind to th e
reti noblastoma protein, both in vitro and in vivo
Nunber five, the viral applica tion in quiescent cells
positively correl ates with the presence o f
predom nant |y under - phosphoryl ated retinoblastom a
proteins, suggesting that this protein nay have arole
inviral replication.

Wth these kinds of results so far I'll b e
dwel ling on a few nonents on the future direction
Nunber 1, we'll test the functional role of NSP9 O

retinoblastoma protein inter-reaction in the viru s

l'ifecycle. This will be achieved by site direc t
communi cations -- in the NSPOO protein, replacing the
rubella virus infectious CODNA plasmd -- can b e

provided by Dr. Frey of Georgia State University.

Nunber two, using an animal enbryo cultur e
or immunologic tissue culture that is reactive to the
rubella virus, the vaccine and wild-type strains a s
well as the mutants in the NSP region will be tested
for pathogenic potential.

Nunber three, if the specific NSP nut ant s
fromthis study are found to b e | ess pathogenic, they

can be tested as candi date vaccines in future.
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Thank you very mnuch

CHAl RPERSON  FERRI ERI - Thank you, Dr
Atreya. Are there any questions at this point for Dr
Nakhasi or Dr. Atreya?

DR GREENBERG e point -- Harr vy
QG eenber g tal ki ng.

CHAl RPERSON  FERR ER! : Can you pleas e
state your nane before speakin g? This is true of any
of us.

DR GREENBERG Harry @G eenberg. Th e
question is sinply, what is th e teratogenic potenti al
of the current vacci ne?

DR NAKHASI: Can you repeat the question ,
pl ease?

DR GREENBERG Yes. The question I' m
asking is, a goal that was stated was to inprove 0 n
the current vaccine to nake it less teratogenic fo r
the fetus. And | was just try ing to informnyself on
what the problens were with the current vaccine as far
as causing birth defects; how that woul d be inproved
upon.

DR. ATREYA Yes. There are no real
systematic studies using the ¢ urrent vaccines rel ated
to the teratogenic potential of them And so one of

the goals is to test that potential conpared to th e
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w | d-type. And also our goal is to nake the futur e
vaccine |ess imuno-reactive and immunogenic to th e
patient, or the specific.

MR POAND Thisis Qeg Poland speaking
| think another answer to that question is, CDC ha s
collected | believe, about 300 cases of wonen who wer e
inadvertently admnistered vac cine in the early first
trimester of their pregnancy. And t here have been no
birth defects related in that kind of observational -
type study.

And to ny know edge, there's no reported
case of a fetal defect in a woman -- in a non -
i mmunoconprom sed wonan receiving the rubella liv e
vacci ne.

CHAl RPERSON FERRIER : Thank you, Geg

That is ny understandi ng as wel|.

DR NAKHASI: If | may -- this is Hr a
Nakhasi .

CHAl RPERSON FERRIERI :  Yes, pl ease.

DR NAKHASI : If | may add to that
Recently, sone of us mght have seen that peopl e, a

child who had received vaccine at the 12 nonths a s
well as 11 years of age, when she becane of child -
bearing age, she devel ops certain autoi mmune di sorder S

and the fetus was affected in that situation. An d
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there was a correlation to sone extent that the - -
even in the presence of maternal immnity, that th e
rubella virus infection caused the fetal -- congenita |
rubel I a syndrone.

Now, the question is whether it is th e
vaccine or the viral type. | believe noreso it's the
viral type, but the question is, the vaccine did not
conpletely protect that fetus from being affected

This study was done in Journal of Infectious D seases

in 1997, March or April issue.

CHAl RPERSON  FERRI ER - Thank you. | f
there are no other points then we'll nove on to Dr
Rol and Levandowski, pl ease.

DR LEVANDOABKI : H, this is Rolan d
Levandowski. Good norni ng, everybody. |'magoing to
give a brief overviewof the program for the influenz a
and respiratory viruses team Qur program has th e
sane responsibilities as the other prograns within th e
Cent er for Bi ol ogi cs; t hat is, we hav e
responsibilities for regulation and research rel ated
to specific products. The product that our teamwork s
on predomnantly is influenza virus vaccine.

The regulatory activities that we hav e
occupy the great majority of our effort, and I woul d

estimate that it's probably around 75 percent. Th e
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things that we do for regulatory activities includ e
revi ew and approval of INDs -- Investigational Ne w
Drug Application -- product |Ii cense applications, and
establ i shment of |icense applications.

In addition, we have a |lot of |aboratory
work to do to qualify and rele ase the influenza virus
vaccines that are used inthe Uiited States, and that
includes things like testing a nd approving all of the
seed viruses that are intended for use 1 n
manuf acturing and testing the potency of all |lots of
vaccine that are intended to be narketed inthe United
St ates.

V¢ also reviewthe release pro tocols that
the manufacturers produce, and reviewtheir testing o n
the products for the influenza virus vacci nes intende d
for use in the United States, which currently ar e
about 70 to 75 mllion doses yearly. That nay be at
a plateau but it has been rising in previous years an d
had added to the anount of work that our group has ha d
to do.

I n addi ti on, we are i nvol ved i

=}

surveillance activities of a variety of types |,
including review of adverse reactions for influenz a
virus vaccines, doing inspections of manufacturers :

and then being involved in other conpliance activitie S
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including activities related t o the vaccine shortages
and recal | s.

The | aboratory activities that we perform
inrelation to our regulatory work include a | ot that
are related to selection of th e strains that are used
in the vaccine, which many of the commttee nenber S
will be very famliar with. W do serologic testing
of a large nunber of strains every year to determne
whet her these new strains are inhibited well by anti-
sera produced by the current vaccines.

In addition, we produce, qualify, an d
distribute the reference stains and reference reagent S
that are used for vaccine stan dardization -- not only
inthe United Sates but in other countries including
Canada and sone European countri es.

And finally, we produce high-growt h
reassortants that are used for manufacturing current
i nfluenza virus vaccines. Wt h the anount of vaccine
that's being produced these days it's likely that it
would be inpossible to nmeet the production goal S
without the availability of strains that have bee n
adapted for growh in eggs, and that's the functio n
that the high-growth reassortant serves, since nany o f
the wld-type strains reproduce fairly poorly in eggs

The renainder of our tine is devoted t o
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research activities, and that's approximately 2 5
percent of our time. Qur rese archis, by its nature,
applied and directly supports our regul atory duties,
not only for the current vacci nes but to prepare us t o
deal with new vaccines that are in devel opnent, such
as the live attenuated influenza virus vacci ne.

The goals of our research are t o
under stand and devel op hi gh-growt h reassortants that
could be useful for manufacturing. V¢ have mad e
several new high-growth reassortants every year fo r
the past several years, and one of our reassortant ha s
been used in manufacturing world-w de in each of the
| ast three years.

V¢ have established a programto produce
hi gh-growth reassortants by other neans, including th e
use of controlled introduction of single genes or what
is being terned popularly as reverse genetics. W e
have currently been investigat ing introduction of the
matrix gene of A Puerto Rco/8/34 into wild-typ e
strains to nake high-growh reassortants, and th e
reason we've been pursuing thi s is because the matrix
gene has been associated wth the high-growt h
properties of the other high-growth reassortants whic h
have been nmade by cl assical, reassorting mnethods.

W're at an early stage in that progra m
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and so there's not really nuch to say except that we
have produced sone reassortant by that nethod.

V¢'re al so devel oping a system to produce
hi gh-growth reassortants for influenza B viruses
Qurrently, there are no high-g rowth reassortants that
produce for influenza Bviruse s, and this could be of
i nportance because we have occasionally had strain s
that grow very poorly in eggs and we have only bee n
very lucky to find an alternate strain that could be
used.

The strategy that we're using to devel op
these high-growth reassortants takes advantage of the
fact that there are two antigenically divergen t
lineages of influenza B which are represented b vy
BAVAGATA 1688 and BUICTCR A 28 7. And again, we're at
an early stage of investigation here since we'v e
started this programonly |ast August.

But we have been able to demon strate that
We can produce reassortants by using those two strains
and that we can identify the origin of the hemmagl uti n
and the neuram nidase gene, and we're working o n
identification of other genes related to that.

Finally, we have devel oped a systemt hat
will permt us to identify by nolecular nmeans, th e

donor origin of all influenza A and B genes which wl |
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help us to better understand and nani pulate high -
growt h properties for the reassortants.

In addition, this will prepare us to b e
able to qualify live attenuated vacci nes whi ch wll be
i nportant because the attenuation of these vaccines i S
dependent upon the presence of specific genes within
t hose reassortants.

Qur future goals for this programwould b e
to continue to prepare for production and use of new
i nfl uenza virus vacci nes, including the liv e
attenuated vaccines, as |'ve already indicated. W e
woul d like to be able to develop additional, high -

growth reassortants for influenza B and al so to expand

=

our program of mnaking high-growh reassortants fo

influenza A viruses, particularly as those nmay b

(¢

needed for preparing for the next antigenic shift in
influenza A viruses and being prepared for th e
possibility of a pandem c.

And one further thing that we related to
both of those that we would want to do would be t 0
continue to, as we can, to investigate the specifi C
properties that are responsible for the high-grow h
phenot ype so that we can inprove what we're doing at
this point.

"1l think 1"l stop there, and thank you .
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CHAl RPERSON  FERRI ER! : Thank you, Dr
Levandowski. Are there questi ons for Roland fromthe
commttee nenbers? Pl ease announce your nane before
you speak.

MR POAND Thisis Geg Poland. Roland ,
haven't you already been successful in producin ¢
i nfl uenza A high-growt h reassortants?

DR LEVANDOABKI :  Yes, we have produce d
i nfl uenza high-growth reassortants for H3N2 and HLNL
influenza A strains. V¢ have not worked at thi S
point, but would anticipate doing so, other strain s
that mght be potential strains for a new shift i n
influenza A viruses, including the H2, H4, and H 7
subt ypes.

MR PQOLAND. (kay. Thank you.

CHAIRPERSON FERRER: Qher questions for
Rol and?

DR EDMRDS: In terns of the DNA vacci ne

CHAIRPERSON FERRER: Dr. Kat hy Edwards,
for the transcriber.

DR EDMWMRDS. Sorry. Are those also goin g
to be evaluated in your division, or will those b e
eval uated i n anot her division?

DR. LEVANDOMBKI :  Yes, those will be - -
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well, it will probably have mu Itiple eval uations, but
we will certainly be involved in eval uati ng vacci nes
as the relate to influenza -- the use for influenza.

DR EDWARDS. kay, thank you.

DR CLEMENTS- NANN This is Mary Lo wu
d enent s- Mann. Interns of the DNA vaccine, would yo u
al so be looking at the safety of those vaccines, o r
| ooking at sone of those issues in your |lab or nor e
the i mmuno --

DR LEVANDOABKI:  Well, if you 're asking,
wll we beinvolved inclinical trials, it's not clear
to ne that we will be involved in any kind of clinica |
trials. VW wll of course, review any clinical trial s
t hat are being done for both safety an d
i mmunogenicity. W do not have the specific program
to look at aspects of DNA vacc ines in our |aboratory;
however, we do have the ability to evaluate th e
pl asmds, at |east to know what they are and to know
what genes are present in those plasmds as the vy
relate to influenza.

DR CLEMENTS- MNANN  Ckay.

CHAl RPERSON  FERRI ER! : QG her question s
fromthe panel ?

DR CGREENBERG Harry QG eenber g¢g. Roland,

| assune that your nethodol ogy that you plan to uset o
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genotype the live influenza viruses, the reassortant
viruses, are sone sort of PCR -- how far that' S
progressed. That's strikes ne as not totally sinple
to do.

DR LEVANDOABKI: |'msorry, | m ssed t he
m ddle portion of your question; it was sort of cu t
out. Mybe you could repeat that, please?

DR GREENBERG The question -- | assune
that you are using a PCOR based assay to do genotyping
on the influenza |live reassortant-type vaccines. M
guestion was, do you have such an assay in hand or is

that just beginning to be devel oped?

DR LEVANDOMSKI : VW have all th e
techniques in hand to doit. If you' re asking have w e
done it for every gene for the |live attenuated strain ,

the answer to that is no, but it's a straightforward
process to apply the procedures that we use alread vy
for influenza Aviruses, as we do themfor inactivate d
vacci ne strains or for influenza B.

The short answer is yes, we can do it

Now.

CHAl RPERSON  FERRI ER! : QG her question s
fromthe panel? If not, | wan t to thank everyone who
pr esent ed. Ve will need to clear the room now i n

order to nove on to the cl osed session, so we'll take
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a fewmnutes and during that tinme panel nenbers, if
they want to tell a few of their favorite jokes --
M. CHERRY: It's only going to take
monent, and we're going to keep Drs. Neil ol dnan
Peter Patriarca, and Bill Egan in the room at th

table, along with the transcriber.

28

(Wher eupon, the foregoing matter went off

the record at 11:47 a.m and r esuned at 11:48 a.m

d osed Session.)
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MB. CHERRY: And we have checked th e
hal lway. W are officially now open for open public
hearing but there is no one there beating at our door

CHAl RPERSON FERRIERI :  Prai se the Lord.

M5. CHERRY: So that being the case,
guess we are ready for you to adjourn.

CHAI RPERSON FERRIER :  Yes, | woul d nove
for adjournment and want to thank everyone for hanging
in. It didn't take us the two hours and 45 m nutes;
we're short of two hours. And | think we did a very
conplete job here, soit was g reat being with you all
again by renote, and | ook forward to being able to
talk with all of you in August.

Nancy, we're still on for the other site
Vi sits?

M5. CGHERRY: W go through the same kind
of fun again in August, yes.

CHAl RPERSON  FERRI ERI : Yes, terrific ,
Nancy. We'll be tal king some nore about those other
itens then, Nancy.

M5. CHERRY: Absolutely.

CHAl RPERSON FERRIERI:  Ckay. Wl 1, bye-
bye everyone.

M5. CHERRY: Thank you, all.

DR GO.DVAN  Thank you very much.
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the Vaccines and Related Biolo gical

CHAl RPERSON FERR ER :  Coodbye.

(Wer eupon, the tel econference

Comm ttee was concluded at 1: 04 p.m)
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