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Vaccine Is Difficult to Make, !
Scheele Tells A. M. A.

By ROBERT K. PLUMB
Speclal to The New York Tines,

ATLANTIC CITY, June 7T—:
The new Salk vaccine against
polio is difficult to manufacture,
and no batch can ever be proved
to be 100 per cent safe before
it is given to children,

These statements about the
safety of the vaccine were made
here today at a special sympo-
sium on “Prospects for the Con-
trol of Poliomyelitis” by Dr.
Leonard A. Scheele, Surgeon
General of the United States
Public Health Servic:. Dr.
Scheele, Dr. Jonas E, Salkk and a
dozen of the nation's leading
polio research and public health
men discussed the vaccipe at the

symposium arranged by the
American Medical Assocation.
Regarding the potencyr of the|
present vaccine, various spinions
were expressed. The last word
seemed to be Dr. Scheele's, how-
ever, and he put it this way:
When supplies become avail-
able, the vaccine will prevent a
“high percentage of raralytic
poliomyelitis cases,” especially
in children betwaeen 6 and O.
The benefits of the vaccine for
children of other ages and for

Continued on Page 23,Column 1

SOME RISK FOUND
INALL POLIO SHOTS

Continued From Page 1

aduits remains in doutt. How
long the vaccine may exert a
protective effect ig not known.

The following suggestions
were made as a “consensus of
judgment” by the polip special-
ists:
qQWhat happened to the un-
satisfactory batches of vaccine,
made by the California Cutter|
Laboratories is not yet known.
Probably some live polio virus
got into the sealed glass ampules
in which the material is bottled.
A full report on the Cutler situ-
ation is expected from Washing-
ton by the end of the week.

9The shots do appear to pro-
voke pulio vitruses that the inocu-
lated child maxr have when he
receives the Salk material. This
provocation has an influence in
localizing the site of parzlysis in
the arm where the shot was re-
ceived. Probably the shot itself,
and nothing in the vaccine, in-
fluences the onset of paralysis.
Any injections would do this.

ONew vaccination programs
probably should be started in
polio epidemic areas this sum-
mer, children should receive
their second doses, if vascine is
available, regardless of an epi-
demic.

GNo one expected the polio
vaccination pruogram te  stavt
vithout hitches. It takes many
vears to develop a new prophy-
lactic agent. The polio vaccine
now in use will be improved.

QThere ig strong belief that
a vaccine completely dfferent
from that now used will be de-
veloped.

GFederal regulations govern-
ing the manufacture and testing
of vaccines have been completely
changed after the Salk vaccine
experience.

QThe “recipe” provided for
manufacture of the material has
not worked as expected. It has
now been changed. But in the
meantuime many covks—too many
—have been at work with un-
fortunate resuits.

Ovation for Dr. Salk

Dr. Salk, University of Pitts-
burgh researcher who developed|,
the vaccine, received a standing/|
ovation at the morning session
of the A, M. A.'s 104th annual|
meeting. |

in his report to the nation's|
doctors through the American|
Medical Association, Dr. Salk
said a series of three shots
stimulated the formation of anti-
bodies against the disease for as
long as thirty months One
shot would give some grotecuon
for six months, he said.

Dr. Scheele reported that
studies on which the revised
minimum Federal standards for
Eroducing the vaccine were/

ased were drawn up with two
principal considerations in mind:

First, the old recipe for pro-
ducing the vaccine has not al-|'
ways worked. That is, manu-|
facturers were unable t» turn|

out safe batches consistently. X
Safety testing has not invariably

detected the presence of live
virus in the vaccine.

Second, the human bing is
incredibly asenasitive to ths pree-
ence of live polio virus in what
might otherwise be considered
“safe"” wvaccine. Present tech-
niques support the assumption
that new vaccine will be so free
of live virus that after nine days
of “cooking” it will contain only

one “dose” capable of starting|
an infection on a tissue culture|.

plate in each ten million tons of
virus solution. However, the
amount of virus that wil cause
disease is so small it cainot be
detected by present means.

Dr. Scheele declined to pin re-
sponsibility for the failur? of the
old recipe for producing the vi-
rus on anyone. Some have sug-
%ested that manufacturers might

e at fault. However, he declined
to say this explicitly. He em-
phasized that production had
been a tricky business with
many variable factors.

Dr. Scheele's associale, Dr.
James A. Shannon, associate di-
rector of the National Institutes
of Health, reviewed the latest
modifications in the Federally
prescribed recipe for making the
vaccine.

In general, these prescribe
longer ‘“‘cooking” of the live vi-
ruses grown on monkey tissue.
The cooking, in acid formalde-
nyae solution, 1S usea 1w Kl
the viruses but leave them po-
tent enough to stimulate anti-
bodies in the blood. High anti-
body levels, according tc an as-
sumption as yet unproved, are
believed to indicate the body's
immunity to further attacks.

In addition to the aleration
in producion methods, the new
rules require more siringent
safety testing of vaccine

Results Lo date suggest that
the old *'recipe” did not assure
the inactivation of all virus, and
the tests did not detect the
presence of non-killed viruses in
the finished product.

Dr. Scheele ana pr, Snannon
reported that part of tre diffi-
culty in clearing up the situa-
tion had been that manufactur-
ers were not required to report
on batches that had not been
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properly “killed” by the form-
aldehyde-heat treatment,

Other Symposium Speakers

At the symposium Dr. Thomas
D. Dublin of New York &nd Dr.
Thomas Francis Jr. of Ann Ar-
bor, Mich., reviewed the resuilts
of the 1954 field trials that
established the effectiveness of
the Salk vaccine.

Three other official ‘discus-
sors” of the symposium papers
were Dr. Aims C. McGuimness of
Washington, Dr. Joseph Stokes
Jr. uf Philadelphia and Dr. Al-
bert B. Sabin of Cincinnati.

Dr. McGuinness pointad out
that the overnight shift of vac-
cine manufacture from the lab-
oratory scale to mass production
was like asking a good cook
used to preparing soup for fifty
to turn out a comparable dish for
50,000. With this in mnd, he
said, it was understandatle that
mistakes—such as that which
apparently occurred with the
Cutter preparation—had been
made. o

Dr. Stokes pointed out that it
was easy to discuss the way a
vaccine could stimulate tie pro-
duction of antibodies, but diffi
cult to discuss safety faclors.

As the formaldehyde eats
away at the virus particles, he
said, the point where the virus
is safe is very close to the point
where it is no longer effective.
That is, in the search for safety
it is possible to overtreat the
vaccine,

Dr. Sabin, who has lorg been
a proponent of the live virus
vaccine for polio, said he feared
that the new Federal regula-
tions governing manufacture of
the vaccine would make invalid
the results of the 1954 field test,
which established the usefulness
of the material, Preservative
agents are different, processing
techniques are different, and
there is a good chance that the
potency of the new vaccine will
be reduced, he said.

Dr. Sabin added later that
pharmaceutical manufacturers,

being reputable concerns, prob-

ably would be tempted to “over-

| cook' batches of the new vac-

cine to be on the safe sice, thus

reducing the potency of the ma-

terial,

The Salk preparation is made
by mixing supplies of the three
known types of polio virus. For
the Type I component, virus of

the Mahoney strain is used.|
This strain is a very virulent|
attacker of human nerve tis-|
sues and its use in the Salk vac-| [1"

cine has been questioned, If all
Mahoney viruses are not killed,
they might cause infecticn.

Dr. Salk and others at the
session declared (hat the search

for a Type I strain other than|

the Mahoney was on. If found,

it could replace the Mahoney,|
which present evidence links|

strongly with the 114 cases of
polio in vaccinated individuals

who received the Salk prepara-|
tion through May 31. Seventy-|

nine of the 114 received Cutter
vaccine, .

LILLY VACCINE SHIPPED

Newly Released Supply Going|"

to 17 Cities in 13 States

INDIANAPOLIS, June 7
UP)»—The EIli Lilly Company to-
day began to send 1,039,860
doses of Salk poliomyelit's vac-
cine to seventeen cities and
thirteen state by order of the

|National Foundation for Infan-

tile Paralysis, The vaccine was
released last night by the Public
Health Service in Washinzton.
Shipments were designated
for Lousiana, New Jersey, North
and South Dakota, Montana,

Maine, Florida, Georgia, Ala-
bama, Mississippt, South Caro-
lina, Arizona and New Mexico.

WASHINGTON, June T UP)—
Two more confirmed cases of
polio in persons inoculated with
Salk vaccine were reported to-
day by the Public Healtl Serv-
ice. This brought the post-
inoculation total to 132 in twen-
ty-nine states. Eighty-nins were
paralytic. Six resulted in death.

SCHEELE AFFIRMS
FAITH IN VACCINE

In TV Talk, He ExplainsThat
All Children Do Not Get
Immunity to Polic

Special to The New York Times,
WASHINGTON, June 7—Dr.
onard Scheele, the Surgeon
General, told a national ‘:elevi-
sion audience tonight that the
Salk anti-polio vaccine was as
safe and effective as srience
could make it, He urged pairents
to consult their family physi-
cians before having childrzn in-
occulated,

With Secretary Oveta Culp
Hobby of the Department of
Health. Education and Welfare,
Dr, Scheele sought through the
television program to tolster
public confidence in the Salk
vaccine. He explained in non-
lechnical terms what had gone
wrong between the laboratory
and the -processing plant to pro-
duce active poliomyelitis in some
cases after vaccination,

The number of such cases was
raised to 132 today when the
Public Health Service announced
two more persons had become|
infected after vaccination

The latest report of the Public
Health Service on polio cases
thranghout the country showed:
Week ended May 28, 1955.. 240
Same week of 1954. ....... 236
Preceding week, 1955 ..... 247
Total since April 1, 1955...1,226
Total same period of 1854..1,133
Post-vaccination cases, 1955, 132

The new post-vaccinatior cases
were in Texas after inoculation
with vacecine made by EL Lilly
& Co. of Indianapolis. One was
paralytic and one was not

The cases by manufacturers
now stand: Cutter Laboratories,
Berkeley, Calif.,, seventy-two;
Lilly, forty; Wyeth Laboratories,
Inc., of Marietta, Pa., twelve;
Parke, Davis & Co., Detroit, six;

‘| Pitman-Moore Company, Zions-

ville, Ind., two,

Dr. Scheele, in hig television
talk, said he wanted to “make
clear that there is always tte pos-
sibility of very minute amounts
of active virus in the vaccine.”

.|However, these amounts of ac-

tive virus, he explained, “have
been reduced as low as science
can reduce them without de-
stroying the effectiveness of the
vaccine.”

He noted that the “pessible
presence of very small amounts
of active virus” was true of all
vaccines made from live virus.
“We have successfully usei vac-
cines made from live virus for
as long as fifty years, because
medical science knows that they
convey a great benefit to man-
kind,” he explained.

‘The vaccine, he said, do2s not
cause all children to develop im-
munity against polio, because
there is no such thing as a per-
fect vaccine. But, he addec, “and
this is the important point—the
risk is much lelss than if the

child were not vaccinated.”




