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IL!..IHOIS 
ANHUMZIO YEA ANDERSON <IL> HY 
COLL!HS (fl) PRES CRANE HAY 
FAR'f YEA DERIHNSKI YEA 
HALL <IL) VEA ERLEHBORH HAY' 
l'tETCALFE YEA FINDLEY H'./ 
MIKVA YEA HYDE 'fEH 
'1URPliY <IL> 'fEA rt AD I CAN YEA 
PRICE YEA MC CLORY YEA 
ROSTEHKOWSKI YE A l1ICHEL HV 
RUSSO YEA O'BRIEH HY 
SH I PL E.V HY RAILSBACK YEA 
StrtOH HY 
'fAT ES YEA 

IND I AHA 
BR A DE 11A S YEA HILLIS NY 
EYANS <I H> VEA "YERS <I H> YEA 
FITHIAN YEA 
HAIHL TOH YEA 
HAYES <IH> VE A 
JACOBS HAY 
t1ADDEH YEA 
ROUSH YEA 
SHARP YEA 

I OltlA 
BEDELL YEA GR~SSLEY YEA 
SLOUtH YEA 
HARKIN YEA 
MElYIHSKY YEA 
S"ITH <IA> YEA 

KA HS AS 
KEYS YEA SEBELIUS YEA 

SHRIVER NY 
SKUB.ITZ YEA 
WtHli VEA 

KEitfUCKY 
BRECK IHR IDGE. YEA CARTER YEA 
HUBBARD. YEA SNYDER HY 
"AZZOLI YEA 
HATCHER YEA 

.,, 

PERKINS YEA 

LOUISIAHA" 
BOGGS YEA ftOORE YEA 
BREAUX YEA TREEN HY 
HEBERT NY 

,( ' 

LOMG <LA) NAY f' PRSSf'IAN HY 
WAGGOHNER HY 
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O'HEILL 
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nICHIGAH 
9UtHCHARD 
SRODHEAD 
CARR 
CO HYERS 
DIGGS 
DINGELL 
FORD <KI> 
HEDZI 
O'HARA 
RIEGLE 
TRAXLER 
YAHDER VEEN 

i'IIHHESOTA 
BERGLAND 
FRASER 
KARTH 
HO LAH 
OBERSTAR 

!HSSISSIPPl 
BOWEN 
MOHTGOl'IER'I' 
WHITT EH 
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COHEN 
El'IER'i" 

REP UBL ICAH 

BAUl"IAN 
GUDE 
HOLT 

CONTE 
HECKLER O!A) 

BROOMFIELD 
BROfdN Ot!) 
CEDERBERG 
ESCH 
HUTCHINSON 
RUPPE 
YANDER JAGT 

FRENZEL 
HAGEDORN 
QUIE 

COCHRAN 
LOTT 
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SULLIYAH 
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!10iHANA 
&AUCUS_ 
MELCHER 

HEVqDA 
SAHTIHI 

:·! E iii HAHPSHtRE 
DJ Al1CHJRS 

'4E Iii JERSE"r' 
DAHIELS <HJ) 
FLORI1) 
HELSTIJSK I 
HOVARD 
HUGHES 
l'IAGIJIRE 
r1EYNER 
MI MISH 
PAT TE H (NJ> 
RODINO 
ROE 
THOMPSOH 

HElil MEXICO 
RUN HE LS 
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TA'r'LOR (MO) HAY 

"C COLLISTER YEA 
SMITH <HB> YEA 
THO HE VEA 

CLEVELAND YEA 

FENWICK H~ 

FORSYTHE HY 
RINALDO YEA 

LUJAN NV 
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ABZUG 
ADD AB BO 
AM BRO 
BADILLO 
BI AGGI 
SINGHAl1 
CHISHOLl1 
DELAME't 
DOYHEV <HV> 
HAHLE 'f 
HOLTZ!1AH 
KOCH 
LA FALCE 
LUNDI HE 
t1C HUGH 
MURPHY <HY> 
HOW AK 
OTTIHGER 
PATTISON <HY> 
PIKE 
RAMGEL 
RICHMOND 
ROSENTHAL 
SCHEUER 
SOLARZ 
STRATTON 
YOLFF 
ZEFERETTI 

irnRTH CAROL t HA 
AHDREYS <HC) 
FOUHTAIH 
HEFNER 
HEHDERSOH 
JONES <NC> 
HEAL 
PREYER 
ROSE 
TAYLOR CHC> 

HORTH DAKOTA 
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GIL MAH 
HORTON 
KEJ'1P 

· LENT 
KC EWE!i 
MITCHELL CHY) 
PEYSER 
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WYDLER 

BROYHILL 
"ARTIH 

·ANDREWS <HD> 
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RISE:iHOOYER 
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?EHHS't'LVAHIA 
DEHT 
EDGAR 
EILBERG 
FLOOD 
CAY DOS 
GREEN 
i100RHEAD <PA) 
P'IORGAH 
KURTH A 
HIX 
ROONEY 
VIGOR no 
YATROH 

RHODE ISLAND 
BEARD <RO 
ST GER"AIH 

YEA 
HY 
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YEA 
YEA 
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YEA 

YEA 
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HY 
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ASHBROOK 
BROWH <OH) 
CLANCY 
DEVINE 
GRADISOH 
G!JYER 
HARSHA 
KIHDNESS 
LATTA 
PULLER <OH) 
l'fOSHER 
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REGULA 
ST!HHOr!. 
WHALEN 
WYLIE 

YE~ 

J. !»ILLIA!'! YEii 
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JARMAN 

BIESTER 
COUGHL IH 
ESHLEMAH 
GOODLING 
HE I HZ 
JOHNSON CPA) 
MC DADE 
"YERS <PA> 
SCHNEEi3ELI 
SCHULZE 
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SOUTH CAROLI HA 
llAYtS YEA SPENCE YEA 
DERRICK HAY 
HOLLAND HY 
JENRETTE YEA 
MAHN YE A 

$0UTH fJAK 1HR 
ABDHOR YER 
PRESSLER 'I' E s:;i 

T£NHESSEE 
AL LEH NY BEARD (HD VEA 
EYIHS <TH> HY DUH CAM <TH) YEA 
FORD <TH> YEA Q.UILLEH YEA 
JO HES <HO YEA 
LLOYD <TH) VEA 

fEX:tS 
BROOKS HAY ARCHER HAV 
BURLE SOM <TX> YEA COLLI HS <TX) HAY 
DE LA GARZA VEA PAUL HAY 
ECKHARDT YEA STEEUfAH M'-.1 

GOHZ~L'EZ NAY 
HALL <TX) YEA 
HIGHTOWE~ YEA 
JORDAN YEA 
KAZE:N HAY 
KRUEGER HA 'f 
l'IAHOH VEA 
MILFORD HY 
PICKLE NY 
POAGE ·VEA 
ROBERTS VEA 
TEAGUE VEA 
YHITE YEA 
WILSOf.1, <TiO YEA 
YRIGHT HV 
VOUHG cno YEA 

i..ITAH 
HOWE HY 
l'tC KAY HAY 

YERMOHT 
JEFFORDS VEA 

VIRGINIA 
DANIEL, DAN YEA BUTLER HY 
DOWHIHG <YA> NY DAHIEL .. R. Y. YEA 
FISHER YEA 

f 
ROBIHSOH YEA 

HARRIS YEA WAMPLER YEA 
SATTERFIELD HAY WHITEHURST VEA 
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'l'hursday, 1'.ugust 12, 1976 

Office of the White House Press Secretary 

--------------~--------~------------------------------------
THE WEITE HOUSE 

STATEMENT BY THE PltESIDENT 

I have today signed S. 3735, the "lJational Swine Flu 
Immunization 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 Government to assure 
appropriate liability protection for those manufacturing, 
distributing and administering the vaccine and provides a 
claims procedure for persons who might be injured. Extra
ordinary Federal measures are required to inplement a program 
of this magnitude and I am sure that I speal~ 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 effective vaccine with a very low ris!:: 
of adverse reactions. What we must do now is make it available 
as soon and efficiently as possible. 

I strongly reaffirm my commi tr,1ent to this prograr,1 and I 
have directed the Secretary of Health, Education, and Welfare 
to move as expeditiously as possible to insure that we keep 
our original connaitment of making this vaccine available to 
all Americans. 
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OFFICE OF THE WHITE HOUSE PRESS SECRETARY 

12:12 P.M. EDT 

THE WHITE HOUSE 

REMARKS OF THE PRESIDENT 
UPON SIGNING S. 3735 

THE NATIONAL SWINE FLU 
IMMUNIZATION PROGRAM OF 1976 

THE CABINET ROOM 

Secretary Mathews, Congressman Carter, Dr. 
Cooper, distinguished members of the medical profession, 
ladies and gentlemen: 

I 

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, W:dch 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) 
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THE WHITE HOUSE 

PRESS CONFERENCE 
OF 

DAVID MATHEWS 
SECRETARY OF HEALTH, EDUCATION AND WELFARE 

AND 

5:40 P.M. EDT 

DR. THEODORE COOPER 
OFFICE OF SECRETARY OF HEW 

THE BRIEFING ROOM 

MR. CARLSON: As you know, Secretary Mathews 
and Dr. Cooper just spent about 45 minutes with the 
President, bringing hi~ 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. Secretary, I am wondering wpy~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. 

so, 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 
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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 manuf ac
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 
vaccine, but for the A-Victoria, 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 "overtim~." 
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 dori'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 vials fast enough --
but is it because of their concern over liabilities that 
they won't deliver by October l? 

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

DR. COOPER: 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, 
wnich 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 hign 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 
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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 l 
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 Nation'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? 
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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. 
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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 
manufacturers 
as soon as it 
the barrels? 

Why didn't you and the Government ask the 
to start putting the bulk vaccine in vials 
was produced instead of letting it sit in 

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 
questions 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 • 
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Q 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 yes, 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. 

Q Mr. Secretary, I don't quite understand 
what happens to the children. You said you cannot get 
the parents inoculated until December or late December 
possibly, when the-flu'is already a problem a.round 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 
or the first part of February. 

Q But you think that by the time you get 
ready to inoculate the children, you will have enough stuff 
to do it? 
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SECRETARY MATHEWS: Yes. 

DR. COOPERQ 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 raspond the 
same 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 I tried to 
ask earlier? 

SECRETARY MATHEWS: Sure. 

Q 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 vaccine 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 Apri1 31, 
C. Joseph Stetler, the President of the Phar~aoeutical 
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 proolem 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 in; 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: In 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 at 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 l 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 origin~l 
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 25, they could 
have met the time schedule that would have been 100 percent 
of wnat 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) 




