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ROLL NGC. 638

UENMOCRATIC #HCTHER®® REFUBLICAN
CONNECTICUT ‘
CUTTER . NV MC KINNEY NV
ponon NAY SARASIN Nv
Gilalve YEA -
MUFFETT NAY
DELAWARE
DU PONT Ny
FLUKIDA
BENNETT YEA ’ BAFALIS YFA
CraPPeELL NV ‘ BURKE (FL) NaY
FasceLL ‘ YEA FREY Nv
tUJUA NV KELLY YFA
G1H30NS NV YOUNG (FL) NAY
HALEY YEA
LEHMAN YEA
PEPPER YEA
HOGERS YEA
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GEUkG 1A
He [NKLEY YEA
FLYNT NV
GINN YEA
LANURLM NV
LEviTas NAY
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MC UONALD NAY
STerrENS NV
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Hawall
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SYMMS NaY
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ROLL NO. 638

DEMOCRATIC #HCTHER®® KEFUBLICAN
\ INE
' COHEN NAY
EMERY * YFA
A\ RYLAND \
BYRON YEA SAUMAN NAY
LONG (MD) NAY GUDE YFA
MITCHELL (MD) YEA HOLT Ny
SAHBANES NV
SPELLMAN NV
SSACHUSETTS
HOLAND YEA CONTE Nv
BURRE (Ma) YEA ‘ HECKLER (MA) YFA
ORINAN NAY
EakLY NV
HARRINGTON NAY
MOaKLEY YEA
Oentk ILL YEA
STuuus YEA
TSUNGAS NAY
[CHIGAN
sLANCrHARD YEA BROOMF IELD YFA
SROUHE AL NAY HeOwN (M1 Y¥ A
Cark NAY CEDNDERHERG YFA
CUONYE=S NAY ESCH Nv
DIGLS YE A HUTCHINSON NAY
DINGELL NAY RUPFE YEA
FORD (M) YEA VANDER JAGT NV
NEDZT YEA
OtnAaRA YEA
~IEGLE YEA
THAALER NV
vaNuER VEEN YEA
NNESOTA
sl AN YEA FRENZEL YFA
F=aSEK NAY i HAGEDORN YFA
KArTH NV : * QUIE YFEA
NQOL AN NV
OnERSTAR YEA
SS1SSIPF] -
HUWEN NV : COChHRAN Nv
MONTCUMERY NAY LOTT TNV

wHITTEN NV
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ROLL NO. 638

PDEMOCKRATIC ##CTHER##® KEFURLICAN
SS0UK]
sULLING YEA : TAYLOR (MO) NAY
BURLISON (#MQ) NAY
CLay NV
HUNGATE NAY
IChu=D NAY
RAnuALL YEA
SULLIVAN YEA
SYMINGTUN YEA
NTANA
BauCus NAY
MELCHEw YEA
HRASKA
MC COLLISTER YFA
SMITH (NB) YEA
THONE YFEA
vaia
SAanTIN] YEA
W HAMPSHIKE
UramMiuns YEA CLEVELAND YFA
w o JEwSEY . .
DaNIELS (M) NAY FENWICK Ny
FLOKIOC YEA : FORSYTHE Nv
MELSTUSKI NAY rRINBLDO YFA
MUwARL YEA
HUSHES - NAY
MacgUIxE YEA
MEYNE M YEa
MIvlse YEA
PaTTEN (NJ) YEA
RO ING YEA
it YEA
TrUmeE SUR YEA
w MEALCO

HRUNNEL S NAY LUJAN Ny
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ROLL NC., 638

verMUCKRATIC #uCTHER®® KEFUELICaAN

IEw YURK
ARZUG NV CONABLE Ny
ADDABRO YEA S -1 YEA
AMRK0 YEA GILMAN YFA
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slavGl YEA KEMP YFA
BHINGHAM NAY LENT YFA
CH1ISHOLY NAY MC EwEN Nv
DELANEY YEA MITCHELL (WhY) YEA
DOanEY (NY) YEA PEYSER NV
HANLEY YEA WALSH : NV
HOLT Zwr AN NAY WYDLER YFA
KOCrH NAY
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LUNDINE YEA
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MURKFHY (NY) YEA
NOwaK YEA
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PIRE YEA
RONOEL NAY
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SQLa=/ NaY
ST=aTTun Yt i
wJLFF YEA
JEFE~ETTI YEA
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OrTH UaKGla
ARDREWS (KDY Nv



STATE AND PARTY REPORT ' 10 AuG. 1976 8:57 Bwv PACE 8

ROLL NO. 638

UENMOCRATIC ‘ ##CTHERQ## REFURBRLICaN
Onlo ‘
ASHLEY YEA ASHBROCK NAY
CAXNEY NV 8r0OWN (CH) Ye A
HAYS (OF) NV CLANCY YFA
MOTTL YEA ) DEVINE YFA
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MILLER (Om) NAY
MCSHER NV
- REGULA YFA
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18 AUG. 1976 8.28 PM  PAGE 2

YEA
NY
NaY

NY

NY
YE&

NAaY

NAY

TEA
YEAR
YEA
YEA
HARY
HY
NY
YER
HAay
NAY
YER

HAY
-YEA

HY

YEA

YER
YER



"STATE AND PARTY REPORT 18 AUG. 1976 8.28 PH PRGE 3

 ROLL HO. 633

A1
mi

g«
o
me
-~
et
[}

£

b H

- BEWGCRATIC. srJTHER>*
COHNESTICUT ~
COTTER ' HY MC KINNEY WY
303D NAY SARASIH o NY
glaime . YEa ~ :
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LEHMAN . YER
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ROGERS . YEa
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MIKvA
HURPHY (ILD
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ROSTENKOUSKI
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SHIPLEY
SIMON
YATES

INDIANA |
BRADEMAS
EVANS C(IN)
FITHIAN
HAMILTON
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MADBEN
ROUSH
SHARP
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BEBELL
BLOUIN
HARKIN
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SHITH (14D

KANSAS
KEVS

KENTUCKY
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HUBBARD
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- HATCHER
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LOUISIANA
BOGGS
BREAUX
HEBERT
LONG (LA)
PASSHAN
WAGGONNER
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ANDERSON CIL)
CRAME

DERWINSKI

ERLENBORH
FIRDLEY
HYDE
MADIGAN
MC CLORY
MICHEL
0’'BRIEH

 RAILSBACK
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~ MYERS C(IN)
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MOORE
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STATE AND PARTY REPORT 18 A6, 1576 3.28
ROLL W3, 633

DEHOCRATIC #*QTHER2* REPUBLICAN

A3 INE ,
COHEH NAY
EHERY YEA

AQRYLAND , , :
SYRON YER , ‘ BAUHAN NAY
LONG <(HD)D NAY o GUDE YER
MITCHELL ¢¥D) YEA T OHOLT Ny
SARDANES MY :
SPELLHAN HY

HASSACHUSETTS : -
BOLAND , YER  COHTE NY
BURKE (M&) YEA . HECKLER (#Ha)» YEA
DRINAN NAY
EARLY NY
HARRINGTON HAY
HOAKLEY YEA
8°NETLL YER
STUDDS ’ YEA
TSONCAS HAY

RICHIGAN o
BLANCHARD YEA , BROOHFIELD YEA
BRODHEQD NRY : BROWR (HID YEA
CARR NAY . CEDERBERSG YER
CONYERS ’ NAY ESCH NY
3IGGLS YEA ' , HUTCHINSON NAY
DINGELL NAY ; RUPPE YE&
FORD (MI) YEA VANDER JAGT NY
NEDZI YEA : '
G’ HARA ~  YEA
RIEGLE ~ YEQ
TRAXLER : SNV
YANDER VEEN © YEA

AIHHESOTA
BERGLAHD YER ' FRENZEL YE&
FRASER NAY HAGEDORN YEA
KARTH NV QuIE - YEA
NOL AN B NV
OBERSTAR , YEA

41S3ISSIPPI »

" BOWEN ‘ NV COCHRAMN NY

HONTGOHERY NAY LaTT - NY

YHITTEN - NY
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HOWARD
HUGHES
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HEYNER
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PATTEN (NJ)
RODIND

ROE

THOMPSON

MEXICO
RUNNELS

STATE AHD PARTY REPORT

YEA
NAY
HY

NAY
NAY
TEA
YEA
YEA

HAY
YEA
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REPUBLICAN

TRAYLOR (M0

MC COLLISTER
SHITH (HBD
THOHME

CLEVYELAND

FENWICK
FORSYTHE
RINALDO

LUJAN
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CHORT

DEMOCRATIC

YORK
ABZUG
ADDABEO
AMBRSG
BADILLD
BIAGG!
BINGHAN
CHISHOLM

BELANEY

DOMKNEY (NY)
HANLEY
HOLTZMAN
KOCH
LAFALCE
LUNDIHE

MC HUGH
HURPHY C(HY)
NOWAK :
OTTINGER
PATTISON (NY)
PIKE |
RANGEL
RICHMOND
ROSEHTHAL
SCHEUER
SOLARZ
STRATTON
WOLFF
ZEFERETTI

H CAROLINA
ANDREWS (HC)
FOUNTAIN
HEFNER
HENDERSON
JONES (NC)
NEAL

PREYER

ROSE |
TAYLOR (NC)

HORTH DAKOTA

STATE A

Y
YEA
YEA
HY
YEA
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NAY
YEA
YEA
YEA

ND PARTY REPORT
ROLL NO. 633
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NAY
NAY

NV
YER
YEA
YEA
YEA
HAY
YEA
YEA
HAY

HAY -

HAY
HAY
NAY

YER

YER
YER

YEA
NY

YEA
YEA
NY

YEA
PRE
YEA
YEA

5

18 aug. 1378
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- COMABLE

FISH

GILHAN
HORTON
KE#AP

- LERT
‘HC EYEN

MITCHELL (NY)
PEYSER

. YALSH

UYDLER

BROYHILL
MARTIN '

" ANDREWS (ND)
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NY
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YEA
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NY
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NY
NY
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STATE AND PARTY REPORT

DENOCRATIC

C3QHID
RASHLEY
CRARNREY
HAYS (OH>
HOTTL

- SEIBERLING
STANTGN, JAanMES ¥.
STOKES ‘
YANIK

OKLAHOMA
ALBERT
ENGLISH
JOHES ¢OK)
RISEHHDOVER
STEED

IREGIN
AUCOTH
JUNCAN COR)
ULLMAN
WEAVER

PENNSYLYANIA
DENT
EDGAR
EILBERG
FLOOD
GAYDOS
GREEN
MOORHEAD (PA)
MORGAN
MURTHA
HIX
ROONEY
VIGORITO

- YATRON

RHODE ISLAND
BEARD (RI>
ST GERMAIH

YEAR
NY
NY
YER
YEA
YEAR
NY
YER

YEA
NY
NV
YER

YEA
YER
YEa
NY¥

NAY
YERA

ROLL NO.

YER

YEA

YEA

NY.

NY

YEA
YER
YEA
YEA
YER
YER

YEA
YER

638

*xGTHER*®*

18 RUG.

1976 38.28

REPUBLI

ASHBRONK
BROWN (OH)
CLANCY
DEVINE
GRADISGOH
GUYER
HARSHA
KIHBNESS
LATTA
MILLER (9H)
MOSHER
REGULA
STaNTON, J.
WHALEN
VYLIE

JARHMAN

BIESTER
COUGHLIN

ESHLEMAH

GOODLING
HEINZ
JOHNSON (PR)
MC DADE
RYERS (PR}
SCHHEEBELI
SCHULZE
SHUSTER

iy PAGE 3

CaN

BILLIng

May
YEa
TEH
YEA
YEA
YEA
Y4
YEA
NY

NRY
N¥

YEA
TER
YEAR
YEA

YER

NY

YER
YE#
HaY
NY¥

YER
YEA
YEA
NY

YER
NAY
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ROLL HO. 633
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THE WHEHITE HOUSE

STATEMENT BY THE PRESIDENT

I have today signed S. 3735, the "llational Swine Flu
Imnunization Program of 1976."

I am gratified that the Congress has responded to this
potential public health emergency by providing, as I requested,
the assurances necessary to make possible the protection of
all Americans against this threat.

S. 3735 will permit the Federal CGovernment to assure
appropriate liability protection for those manufacturing,
distributing and administering the vaccine and provides a
claims procedure for persons who might be injured. ZIZxtra-
ordinary Federal measures are required to imnplement a progran
of this magnitude and I am sure that I speak for all Americans
in expressing appreciation for this Congressional action.

Scientific and medical evidence continues to support the
need for a national influenza immunization program. We have
developed a safe and effectlve vacclne with a very low risx
of adverse reactions. What we must do now is make it avallable
as soon and efficiently as possible.

I strongly reaffirm my commitment to this program and I
nave directed the Secretary of Health, Education, and Welfare
to move as expeditiously as possible to 1insure that we keep
our original commitment of making this vaccine availlable to
all Americans.

R
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THE WHITE HOUSE

REMARKS OF THE PRESIDENT
UPON SIGNING S. 3735
THE NATIONAL SWINE FLU
IMMUNIZATION PROGRAM OF 1976

THE CABINET ROOM
12:12 P.,M. EDT

Secretary Mathews, Congressman Carter, Dr.

Cooper, distinguished members of the medical profession,
ladies and gentlemen:

I am deeply appreciative that the Congress, as
one of their final actions before the scheduled recess,
sent to me for signature the National Swine Flu Immuniza-
tion Program of 1976. I would like to express my deep
appreciation to the bipartisan leadership of both the House
and the Senate and responsible leaders in the committees
that had jurisdiction for their cooperation in making
certain that this legislation got to the White House in
time for us to carry forth this program.

This program will permit the Federal Government
to assure appropriate liability protection for those
who manufacture, distribute and administer this life-
saving vaccine, The program also provides a claims
procedure for those who might be injured. Scientific
and medical evidence continues to support the need for
a swine flu inoculation program. A vaccine has been
developed that is both safe and effective, with a very low
risk of adverse reactions.

I have directed the Secretary of Health,
Education and Welfare to move as quickly as possible to
make this vaccine available to all Americans., I strongly
reaffirm my commitment to this program, which will afford
millions of Americans protection against an outbreak of
swine flu this winter,

I say again, I am grateful that the Congress did
take this action so this program could continue,

END (AT 12:14 P.M, EDT)



FOR IMMEDIATE RELEASE SEPTEMBER 2, 1876

OFFICE OF THE WHITE HOUSE PRESS SECRETARY

THE WHITE HOUSE

PRESS CONFERENCE
OF
DAVID MATHEWS
SECRETARY OF HEALTH, EDUCATION AND WELFARE
AND
DR. THEODORE COOPER
OFFICE OF SECRETARY OF HEW

THE BRIEFING ROCM

5:40 P.M, EDT

MR. CARLSON: As you know, Secretary Mathews
and Dr. Cooper just spent about 45 minutes with the
President, bringing him up-to-date on the swine flu program,
and here to answer your questions and summarize the
meeting are Dr. Cooper and Secretary Mathews.

SECRETARY MATHEWS: We did meet with the
President, as we have done periodically. You will
recall that I appeared before you about every four to
six weeks in the process of making a report to the
President., What we are doing is accounting for the

delay that was occasioned by the problem of liability
insurance,

That necessarily forces some adjustments in
the schedule that we announced here in August of roughly
six weeks. The State associations that had geared
their programs to that schedule and announced in August
are going to have to delay the administration of the
program until the time that we get the vaccine, which
we anticipate to be in the first week of October. In
addition to that, we have been in contact with the
manufacturers to discuss their program to date and the
schedule for the delivery of the doses.

I did write the manufacturers on August 31
to indicate that the information I had about the schedule
for the availability of the doses seemed to me to be
off the pace more than it should be, and I would
appreciate, I said in the letter, if they would revise
those schedules upward.

Dr. Cooper has been in conversation with each
of the manufacturers today and they tell him that there
has been no delay -- other than for the obvious one that
we all know about -- no delay in their manufacturing or
bottling -~ they use the term "flat-out" to describe their
work.,

MORE
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We thanked them for that, and we encouraged
them to consider overtime or even a faster schedule if

necessary, so that we could begin this program the first
week in October,

That, as you know, is the date when the
legislation calls for the claims system to go into
effect, Quite frankly, we would like to get delivery
on those doses beforehand. We did not anticipate there
would, even under the best circumstances, be much before
September 15, We said at the time we had the delay,

I testified on the Hill that if we got a resolution on
the date of the testimony, that it would be five to six
weeks for us to go through the bottling period.

Well, that would have run us to about September 15
anyhow. But we would like to get delivery then or as
soon thereafter as possible.

There is some hesitation, I understand, on
the part of the legal advisers to the manufacturers
because they interpret the October date to be the
permissible date for starting the program. It is our
view, and I believe it is the view of the Congress,
that is simply the date which one may file a claim under
the program. We hope that we can clarify that so that
we can get delivery,

We do now have manufactured already enough
dosage to supply the needs of the adult population at
the expected rate of use of the vaccine, A recent poll
indicates that most Americans are aware of the program,
About 56 percent have indicated that they plan to take
the shots. Another 20 percent are undecided.

Let's assume that between 70 and 80 percent
of the adult population of about 150 million poople
will want the dosage. That would mean that we would
have to have about 110 to 115 million doses. We already
have manufactured that amount.

Dr. Cooper reminds me to say in bulk form.

So, we are concerned about the delivery schedule,
we are concerned that we encourage the manufacturers and
work with them any way we can to make sure that the
schedule for delivery is as early as possible. We do
have a six-weeks delay that we discussed in July. That
was the delay that occurred then, and we do have assurances
from them that they are working, as they put it, "flat-out"
in the production and the bottling of the vaccine.

MORE
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Q Mr., Mathews, you said you encouraged them
to work overtime, or you said something else?

SECRETARY MATHEWS: As fast as necessary.
Q What response did you get?

SECRETARY MATHEWS: They indicated they would
consider that., Dr. Cooper actually talked to them, but
their report to us was that they had no intention of
doing anything other than being cooperative and that
they were, to use their phrase, working flat-out in the
production and the bottling of the vaccine.

Q And the September 15 date, as far as
they are concerned over liabilities, have their

concerns been assuaged and are they now ready to deliver,
if it is ready?

SECRETARY MATHEWS: We are not in a position
to say that.

Q Mr. Secrétary, I am wondering why_ you
were so surprised, as people in your Department indicated,
with their delivery schedule being so far below what
you expected? Secondly, if they are now working seven
days a week and 24 hours a day, how can they do any more?

DR. COOPER: Not all are working 24 hours
a day. Most are working seven days a week. Some have
indicated to me that they have double shifts. So, that
is not really a round-the~-clock necessarily, all the
way. Every one of the manufacturers has in good faith
continued to work every day on this and have indicated to
me today that they will reassess the rate at which they
can provide the early supply.

Now, let me respond to the other part of your
question by saying we were not surprised about the total
numbers because we knew what the total numbers were when
the Secretary testified in August. What we were concerned
about was the shape of the curve of delivery of it, from
the early part, the skewing of the curve, what its
delivery would be, because there had been testimony
about whether or not ~- you know, if the indemnification
legislation was passed, it would take weeks and so on,

S0, We expected the larger peak early and it was
on this regard we were somewhat concerned. The manufacturers
have indicated they are going to study the possibilities
for improving that early delivery,

MORE



-u»u-

There was the problem of October 1 for delivery.
You also have to recall in that law, as the Secretary
has pointed out, that there are certain cost responsibilities
that are involved.

Q In that context, you are talking about
‘the possibility of overtime, and you do not yet have any
contracts between the drug firms and the vaccine manufac=-
turers, Now, it would seem to me probably that if these
people are going to work overtime, it is going to cost
even more.

And what about this contract thing? As I
understand it, there is a controversy about what
"reasonable" profit shall be, not for the swine flu
vacecine, but for the A-Vietoria, of which 45 million
doses are to be combined.

SECRETARY MATHEWS: I don't think you should
put too much literal emphasis on the word "overtimz."
That is to say, we contacted them and said we really
hoped they would work at maximum effort to give us
the vaccine on a schedule that, as Dr. Cooper said,
shifted more of it toward the front than the present
profile indicated.

Now, obviously, a contract cannot be completed
until we have the price. Obviously, too, the price is
set by law to be a not-for-profit price. So, we now
have the auditors in the companies making a determination
of what that price is.

How to expedite the contract--we have indicated
to them verbally, and will indicate in writing this
week the general form of the contract. Dr. Cooper has
talked to them about the general form of the contract
in the manner of a letter of intent. They have indicated
on the basis of what they have heard about it, and they
will have a chance to see it in writing this week, that
they feel comfortable with signing that. So, we dor't
anticipate the inevitable auditing that would set the
precise price to limit coming together on an agreement
on the contract.

Q You didn't answer my question about the
"reasonable" profit of the 45 million doses.

DR, COOPER: They have verbally agreed to
accept a letter of contract, which will allow us to
continue the auditing and determination without impeding
production and bottling and delivery of the vaccine.

MORE
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Q In other words, they might start to deliver
even though there are no contracts?

DR. COOPER: Yes.

Q Is delivery being held up more because of
supply or because of concern over liabilities?

SECRETARY MATHEWS: If you mean by supply is
the bulk form of the vaccine there, obviously it is there.

Q Can they get it into wvials fast enough --
but is it because of their concern over liabilities that
they won't deliver by October 17

SECRETARY MATHEWS: Even by our estimates they
couldn't get it into vial form before about September 15
in any significant amount,

DR. COQPER: We have cleared, as a matter of fact,
the first 2 million today.

Q Is the liability thing a real problem?

SECRETARY MATHEWS: The question of what that
October 1 date means is problematic.

Q Well, what is your answer to them so they
can deliver?

SECRETARY MATHEWS: Our answer is that the
legislation in our judgment and the judgment of Congress
did not mean that they were prohibited from delivering before
October 1.

Q Those numbers you gave yesterday and the
letters to the manufacturers, generally interpreted as
20.4 million doses, would be available on October 1. The
way that broke down was 5 million would be doses for the
general public and 15.4 million doses for high risk people,
which leads me to ask you this: Originally your program
was, if you had started in July and August, you were going
to vaccinate high risk people and get them out of the way,
and then vaccinate the general public., Then you blended
those two programs when you started running into delays.

What are you going to do now? Are you going to
now reassign priorities and reconfigure this program?

DR. COOPER: I think it was never the intention
that you could make it clear cut only high risk, because
the combination in the pool -~ as the products, both the
A-Victoria and the swine, come off the assembly line =--
it would indicate that we couldn't necessarily put them all
together at the same time, so that in an efficient way some
of the monovalent and general application could go as well
as the high risk. This reflects the same intent that we
want to make available, when it is available for, as soon
as possible, that area. That shows the emphasis.

MORE



Q It would be nice to have something done in
this program in an efficient way.

My question was, are you going to put high risk
people out front?

DR. COOPER: Sure.

Q When are you going to make these formal
announcements?

DR. COOPER: The high risk people are out front
in all the guidelines, in all the State plans. The law
says that you can't file a claim before October 1. This
has been interpreted to mean -- despite my interpretation,
or the Secretary's interpretation that we could deliver it
and get it out before that -- that in order to assure that
there is protection, that doses can't be given before that.

Q Okay, but on October 1 or about October 1
when you start this, according to your present delivery
schedules, you are going to have three times as much bivalent
vaccine as you have monovalent vaccine. How are you going
to make sure the right people get the right vaccine at
the proper time?

DR. COOPER: Because there are criteria set out
which identify the high risk population between the State
plans and community plans, identify that those are the
people that get the bivalent vaccine first.

Q How long will it be before the last person
in the country that wants this vaccine will be able to have
the shot?

DR. COOPER: The last adult or last child?

Q The last person that wants it. How long
before it is packaged in individual bottles and distributed
to health centers?

DR. COOPER: It is our estimate that by Christmas
and certainly by the end of the calendar year, the adult
demand -~ tnat is, the 18 and above group -- can be met
well within the production schedule. It is the shift of
the curve that was identified earlier -- we would like it
earlier in order to make sure that we have maximum protection
available,

We feel that with the knowledge that we have right
in hand at the moment now, without any extraordinary efforts,
the total amount will allow us to conclude that the expected
adult demana can be met by Christmas. That is not to say --
suppose there was an epidemic early on, that that demand
might not go up, we would have to revise our estimate, Or
if the studies on the children are complete, we have a
larger expected demand for that. The whole thing would have
to shift by the four to six weeks that the Secretary
mentioned earlier,

MORE
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Q When are the children going to be able to
get all the dosage they need?

Q What did the President ask you to do?

SECRETARY MATHEWS: The President asked me to give
him a status report on where we were. We do this, as I
say, about every four to six weeks.,

Q Did he express satisfaction or did he say
he was a little bothered by these delays?

SECRETARY MATHEWS: No, he simply asked for a
status report,

Q Mr, Nessen said this morning at his briefing
that the President said, "It damn well better run right,"
which would indicate there was a certain amount of dissatis-
faction on his part. Did he voice any of this to you or
impart any idea that it wasn't being run right?

SECRETARY MATHEWS: None whatsoever,
Q Is there a problem? Is it serious?

SECRETARY MATHEWS: This program has been
problematic from the time it started.

Q Why?

SECRETARY MATHEWS: Because of about 600 different
factors that range all the way from the six weeks it took
to solve the liability problem to the question of how many
doses you could get out of an egg, to the question of what
kind of shots the children would have.

It seems to me that we are being surprised by
the obvious. A program of this magnitude in this time frame
is bound to occasion these kinds of problems, I don't see
why we are surprised that a program of this scale of this
boldness =--

Q When the President announced this program,
he said this would be the greatest mass medical experiment
in the NWation's history, or of any country. He said 200
million shots and we would beat the threat of swine flu,
and we haven't.

In Congress they say they are going back to
investigations because there is a big snafu. Is it a
snafu or isn't it?

SECRETARY MATHEWS: There is no evidence I have seen

of a snafu. Why are we surprised that a program of this
unprecedented magnitude, that has raised all of the
problems that have been raised, is a difficult one to
accomplish in this period of time?

MORE
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Q Are you happy and satisfied with the
program, Mr. Secretary?

SECRETARY MATHEWS: Yes, I am.

Q You are happy and satisfied with it as it
stands right now?

SECRETARY MATHEWS: I believe that we have done a
good job of meeting the problems that are attendant to a
program of this kind.

Q The problem, as stated by the President on
the 25th of March in his message to Congress, as I recall
it, was to start vaccinations by the first of September
and have them all completed by November. Are you satisfied --

DR. COOPER: He didn't say November.

SECRETARY MATHEWS: No. The President did say
he hoped to start and I said, some time in August, as a
matter of fact, and end up by Christmas.

Now the only difference in that schedule is
the six weeks delay that was occasioned by the liability
question. The President didn't cause the liability question.

Q I didn't say the President did. I was
just asking you -- you say you are happy with this program
that has not met the --

Q Is there any slowdown on the part of the
manufacturers until they get something in writing?

SECRETARY MATHEWS: We called and had a confirmation
verbally that there is not.

It seems to me the standard for judging this
program is not whether it encounters the inevitable
difficulties of a program of this newness and this magnitude.
The standard for judging it is whether it can in fact
resolve those difficulties, and I would remind you that
six weeks ago we were not even sure we could resolve some
of those difficulties.

We have done that and I think that all of the
partners, which includes not just the Federal Government,
not just the Executive Branch, but the Congress and
the manufacturers and the liability people -~ we have, on
the whole, faced up to those problems.

DR. COOPER: Could I comment on that? Every
year the United States Public Health Service has recommended
influenza shots for the high risk population. A good year's
performance for the people of the high risk population who
actually take it, which may be between 25 million and 40
million, has been about 15 percent.

MORE
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That is not a good performance. I think we have
run into some difficulties in a very large effort here,
as the Secretary has explained, but in my view it is
inevitable that we will do better this year.

I would call to your attention that already
from influenza, irrespective of the variant that we are
talking about, it has claimed in excess deaths of over
10,000 to 12,000 lives since January, already. It is
not a trivial disease.

Q Why didn't you and the Government ask the
manufacturers to start putting the bulk vaccine in vials

as soon as it was produced instead of letting it sit in
tne barrels?

DR. COOPER: That is easy. First off, we had
to have the right dose to put in the vials.

Q You had that in July,
DR. COOPER: All right, we had it in July.

Secondly, there was some question about whether
the program would go forward at all because of the liability
question. The companies had gone through and produced
100 million doses in the bulk form with no contract or

assurance whatsoever. So, I don't think that they have been
unresponsive to our needs.

We had to agree on both the dose and subsequently

the labeling and the packaging amounts and the liability
question.

Q But that all was done by August 1, all those
except the liability. The questions that said what the
package is going to look like and what ought to go in and
what the labeling is had been resolved. Indeed, if they
had started putting them in vials on August 1 when those
questions were resolved, we would not be facing the problem
right now of this shortfall.

SECRETARY MATHEWS: No, sir. We said then if
‘they did exactly what we said and we finished that program

out, it would be five to six weeks, which would be September
15.

Q But they took two more weeks before they
started putting the stuff in vials.

SECRETARY MATHEWS: No, they testified to Dr. Cooper
verbally that they did not delay putting it in vials. We
asked them to start putting it in vials in July. We were
discussing bottling it then because that is when the
gquestions were raised about how can we bottle it if we
don't know the dosage or whether it is going to be a
Government or private program,

Q They haven't put it in vials.

DR. COOPER: Not since July.
Ky
LA
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0 Since the day they had the labeling and
the dosage?

DR, COOPER: Well, they began the recognition
that they had the pool for bottling right after the July
period. I cannot say vyes, you will have to get from
them when they began doing it in the actual packaging.

In fact, the actual packaging determination was not agreed
upon until there was an agreement about the liability and
that was signed, as you know, subsequent to that,

0 Mr, Secretary, I don't quite understand
what happens to the children. You sgaid you cannot get
the parents inoculated until December or late December
possibly, when the flu'is already a problem around the
country,

SECRETARY MATHEWS: No, we did not say that.

Q Well, they are the last ones. Just tell
us what the kids are going to get.

SECRETARY MATHEWS: We do not know at the present
time what the proper way is to administer the doses to
the children under 18 until we have the completion
of the tests that are underway.

We will have the completion of these tests
fairly soon. The latter part of September, I would
imagine, we would be able to make a decision about how
best to approach the children, So that means that, since
that determination won't be possible until September,
probably October, that the inoculation of the children
will come later in the fall,

Q Will they all be inoculated in time
so that if there is a danger, they will escape the
danger?

SECRETARY MATHEWS: The flu season, the normal
pattern for the flu season, is a January-February peak
and we anticipate, we anticipated all along when we made
our announcement, that we could wind this program up
Christmas.

We have said, because of the liability
question, we have a six-weeks delay. That means that
you can add six weeks to Christmas, which means the
total program should wind up the latter part of January
opr the first part of February.

0 But you think that by the time you get
ready to inoculate the children, you will have encugh stuff
to do it?

MORE
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SECRETARY MATHEWS: Yes,

DR. COOPER. Let me add that on September 8,
there will be a meeting with the proper committee of the
American Academy of Pediatrics to discuss the appropriate
dosage for what are called high risk children, which
are regularly recommended every year. These are
children that have chronic lung disease, cystic fibrosis,
chronic heart disease, probably children under immuno-
therapy for leukemia, that sort of thing. These are
recommendations,

We expect to have them, that is, a few million
children, potentially, I expect, in this country.

Q That will be here in Washington?

DR. COOPER: No, the meeting will be in
Atlanta on September 8, The completion of the studies
on the normal children is, as the Secretary indicated,
later in September., That means at the completion of
those studies, we will then determine whether it is
appropriate to recommend the dosage in consultation
with the virologist, the immunologists and the
pediatricians.

In any case, it is likely to be not a single
shot because children immunologically do not respond
the same way as adults, and they do not respond the
gsame way in response to side effects. They are more
fever-sensitive and so on., That is not unusual.

As you know, even in polio, it is in divided
doses. In DPT,.it is in divided doses, and the studies
going on now are oriented toward what would be the best
to offer them in divided doses.,

The high-risk children recommendations will
be discussed on September 8.

Q You say there are several million high-
risk children?

DR, COOPER: My guess would be a few million,
a few million children.

Q What you are telling us is that you don't
even know yet whether you can give this stuff to kids,
you won't know until September?

DR, COOPER: We know we can give it. In the
first studies, we had children in it., We want to decide
on what the right schedule and dosage is so that they can

get the immunization without high fevers, and within an
acceptable -level of sore arms and other effects.,
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Q Can we go back to something T tried to
ask earlier?

SECRETARY MATHEWS: Sure,

0 You were talking about the fact it
is not surprising that you have had problems.

SECRETARY MATHEWS: Yes.

Q The day after the press conference that
CDC held in which they compared this to the 1918 flu
epidemic, there was an influenza workshop at NIH at
which Dr, Hellman, who is the vacécine expert, raised
the question of wasn't there a possibility of running
into the very liability problem that you ran into.

I am wondering why, when he raised this on
February 20, it was June before the thing really steamed
up?

SECRETARY MATHEWS: I think Dr. Cooper could
give you some information on that, but even as late as
the date that we had the meeting with the President, when
we had the manufacturers there, people who had the
liability problem, there was no indication that the
problem would reach the magnitude that it did.

We talked about delays in the program, The
only delay I know of, by the way, is the delay occasioned
by that liability program that lasted six weeks.

Q Why is the program two-plus months
behind?

SECRETARY MATHEWS: It is six weeks behind.

DR. COOPER. Let me answer Judy's question.
Hellman was not the first one to raise the possibility
of the liability question. Ever since the Reyes case,

we have been concerned with all our vaccines and these
were regularly discussed.

Now, we thought that we could deal with this
in contract language in which we assigned our own
responsibilities very clearly. That did not turn out to
be acceptable. That was the reason it took so long to
resolve it.

We first thought we could negotiate it by
contract. It was raised at that meeting by the President,
as a matter of fact -~ was this going to be an issue?
Representatives of industry were there, We thought we
could negotiate this, but it did not prove out to be the
case.
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Q But on March 31, again on Apri? 31,
C. Joseph Stetler, the President of the Pharmaceutical
Manufacturers Association, very specifically went into
detail about the liability issue, how legislation would
be required, indicating clearly that it could not be
done in an administrative way. This was 2-1/2 months
before you came to grips with the problem that you had
a problem.

DR, COOPER. It was not that we came to grips
with it., Dr. Stetler felt we should go the legislative
route., Some others felt we should go, other good legal
counsel, said this was a manageable proportion if we
could negotiate it in specific language and even the
companies entered into that discussion with good faith.

We always recognized that one recourse would
be the legislative route and, when it was not possible
to do it, even the Congress, when we first raised it to
them, sent us back to do it again by the administrative
route.

So, it was not at all our insensitivity to
the possibilities of solving it by legislation. It
eventually was done and not by the legislation that was
originally proposed.
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Q If it was solved by legislation then,
Dr. Cooper, why is it we still haven't gotten contracts
signed?

Representative Rogers -- I spoke to him today --
is very much disturbed by the fact that it has been over
three weeks and still no contracts.

DR, COOPER: That is right, but that hasn't got
anything to do with the liability question. The law
requires that we not allow them to make any profit on the
swine portion and, when there is a bivalent, only on the
Victoria portion, you recall that.

Now the criteria on which you assign costs in a
program in which the manufacturers in good faith have already
spent 60 percent of their cost, requires that we send auditors
in to do the full audit at that time, and you can't do
that in one day.

Q They are trying to maximize their costs in
order to get an attractive contract; is that right?

DR. COOPER: I didn't say that. I don't have
any indication that they are trying to maximize.

SECRETARY MATHEWS: You see, what you haven't
associated is the contract problem with any delay. There
is no evidence that the manufacturers of the vaccine are
in any way not performing because they do not have a contract.
They have already produced 100-some-odd million doses
without a contract.

Q We are talking about a delivery. As
Dr. Sabin says, it doesn't do any good until it gets in
the person's arm.

DR. COOPER: Dr. Salk.

SECRETARY MATHEWS: The delivery question does
not turn on the contract issue. The delivery question
turns on the October 1 date, and its implications in the
legislation. So, it is not accurate based on any information
we have discussed here today.

Q So, the delay is Congress' fault for
writing that inj; is that right?

SECRETARY MATHEWS: I have simply said the delay
is a result of the liability problem.

Q I don't understand your reasoning when you
say it is a six-week delay when the first injections were
to begin in July.

SECRETARY MATHEWS: No, sir, nobody said injections
were to begin in July.
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Q In July and August for high risk people?

SECRETARY MATHEWS: We talked about August in
those conversations.

DR, COOPER: 1In the first discussions we indicated

that we would like to begin in late July or the first of
August,

Q Here we are, it has got to be at least two

months. If you take everything s+ best, you have a two-month
delay, and if you take at worst, you have a three-month
delay.

DR. COOPER: We never said the first of July.
Q So, say two months.

DR. COOPER: We said the studies would be done
June 21. If you take the four to six weeks after that, it
is possible we could have had delivery under the best of
circumstances by late July or the first of August. So, at
the worst, it would be two months.

In realistic terms, even if we finish the studies --
and that is not their liability fault because, as the
original study showed, they were not adequate for all the
children, as you know, so more were needed. All right, so
we are really talking on an average of six weeks that set
us back, of a serious nature in delay of the States' plans.
The July to August differential was not a critical feature
and if you look at the States' submissions that was never a
critical issue in that regard.

SECRETARY MATHEWS: Nor was there any statement
that we planned to do this in July.

Q You said July, mid-July.

‘ SECRETARY MATHEWS: Spencer may have said that
is what he would like to do.

Q I am a little confused about how the October 1
date in the legislation is the cause of the delivery problem.
Is it that the manufacturers don't want to deliver it
before then because, even if they did, they don't have
enough ready to deliver?

SECRETARY MATHEWS: We don't know that,
Q They said that.

DR. COOPER: One manufacturer told me that their
storage capacity --

Q Could you tell us which manufacturer?
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DR. COOPER: I am not trying to be coy; I am
just trying to remember which one. I am reluctant to say.

But, one manufacturer said that their storage
capacity under the proper storage conditions is limited.
When they make a certain amount and they store it, if they
could deliver it on the 20th, they could make room for
more, so that is a limitation.

Now not every company has a limitation in storage
capacity., Most of them have acknowledged that the legal
interpretation of the October 1 date is a determinant of
when they would make it available. So it depends on how
you calculate whether it is October 1 or October 2 or October
3, depending on what is available.

Now I asked them, are there any technical problems
that have changed your ability, your estimates of your
ability to put this in the context of your original
bid, which is what these percentages were originally measured
against. To my knowledge, there are no technical problems
that have been involved,

What they were saying in June -~ you know, the
bids were due on June 15 to 20, something of that order --
when they were making their original estimates, is that if
they were able to get an order under full indemnification
by the end of that period, by say around June 2§, they could
have met the time schedule that would have been 100 percent
of what the Secretary is talking about 74 percent.

Q Isn't there some way they can ship it in
bond or something to clear out the storage area?

DR. COOPER: Believe me, we have asked them to
look at all possibilities, to move it as fast as possible.
You know, I don't want to risk the possibility that this
season can't shift. We would like to have it as early as
possible. That is what the original plan was.

Q Have you thought of going back to Congress
and asking them to eliminate the Brock amendment from that --

DR. COOPER: I talked to Mr. Rogers today about
it and asked him what the interpretation of that was. I
think, yes, we have considered if it is necessary. Tomorrow
we expect to get, in response to the Secretary's letter --
all of them are aware of the data in the letter, all of
them have said they will make every effort today to look
at every possible way to do this.

They have verbally assented to signing a letter
contract and we hope to have some time tomorrow or the next
day their assessments of any revision of schedule that will
help us skew that curve backwards.
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You know in reality I am delighted that everybody
is now concerned whereas before everybody was saying, what
do you need it for. Now that there seems to be some
difficulty and a short supply, I am delighted that everybody
is concerned that we get it early enough. I think that is
fine, and I would be delighted to have your help in getting
it done that way.

Q Maybe a lot of people are concerned about
the availability of the Victoria vaccine which, through
your doing, is all tied up with the swine vaccine?

DR. COOPER: The Victoria vaccine will be three
times, as you yourself have said, in greater amounts available,
and it will be available in greater amounts than originally
planned because of this program. If we can get a better
performance than that 15 percent that we got last year,
this also will be greatly to the benefit of each.

So, I am a believer in giving the Victoria
but you will be pleased to know that our estimates of the
serology of the general population shows that because
of last year's spread of Victoria over half the population
already has antibodies to Victoria. That is much less of
a problem at the present time, We think it needs to be
addressed particularly in the high risk population and all
of it will be greatly beneficial.

THE PRESS: Thank you.

END (AT 6:17 P.M. EDT)





