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WYETH LABORATORIES Division of American Home Products Corporation, Box 8299, Philadelphia, Pa. 19101

19 February 1965

Albert B. Sabin, M.D.
The Children's Hospital Research Foundation
Elland Avenue and Bethesda
Cincinnati, Ohio 45229

Dear Dr. Sabin:

Thank you for your letter of 10 February. We truly appreciate your taking
time to study our package insert for Poliovirus Vaccine, Live, Oral,
Trivalent, and to forward your comments and constructive criticisms.

A few general points require some clarification before proceeding to
discuss your specific comments. As you know, the package literature and
all other labeling must be submitted to, and "approved" by, the DBS before
a product license is issued. All subsequent revisions and labeling must
also be submitted to the DBS before use in trade packages. We are re-
quired to mention the medium used in preparing a toxoid or vaccine, for
instance, and any other ingredients that are potentially allergenic.
Also, as I am sure you are aware, todays package and advertising literature
must, in most companies, be reviewed by the legal department. The legal
departments in different companies have different opinions. Interpretation
of product liability by the courts has caused much more cautious wording
to be used, especially in the package literature. For instance, we may
no longer "promise" inmmnity after immunization with tetanus toxoid;
there are a few non-responders. We must make statements concerning ef-
ficacy which can be backed-up by published literature. I am not imply-
ing our package literature in the past contained exaggerated claims; I
am trying to point out that we cannot assume the user knows anything
about the product, its use, its side-effects, its contraindications, the
beneficial results to be expected following its use, or that some might
not respond with the expected effect.

While it is true that calf serum is only used for growing the kidney cell
sheets, I believe you would agree that we can not guarantee there is no
calf serum in the final product. We see nothing wrong with citing the
maximal amount of calf serum that was ever present in the system, especially
since we know of no contraindication to oral administration of the equiva-
lent of two drops of two percent calf serum.
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We do not add penicillin to the medium. It was our understanding that the
seed strains obtained from you (prepared by MSD, I believe) did have penicil-
lin added to the culture medium. Hence, we chose a figure of <0.0001 units
for the final product based on no dilution of the virus fluids for titer.
Elsewhere in the circular it is stated that penicillin hypersensitivity is
not a contraindication to administration.

In regard to your comment about "at least two doses", we have been consider-
ing for sometime addition of the following statement to the circular at
the next printing: "NOTE: Sabin and the Committee on Control of Infectious
Diseases, American Academy of Pediatrics, recommend three doses of trivalent
vaccine at eight week intervals as the primary immunizing course for infants
under one year of age followed by a fourth dose at twelve to fifteen months
of age ;!'

Your criticism of the circular statement cited in your second paragraph is
justified. Evidence has indeed accumulated indicating a fantastic reduction
in incidence or complete eradication. We will delete this statement at next
printing.

While we agree with your comments about the last sentence in paragraph two,
left column, on the back side of the circular, we feel we cannot change it
when Henderson's J.A.M.A. article states, on page 48: "Despite the ad-
ministration of large amounts of vaccine in community programs, some of
which included children only, vaccine-associated cases among contacts have
been infrequent. Prior to general-vaccine use, concern was expressed that
there might be mutant strains transmitted from vaccinees to non-vaccinees
which would induce disease in the contacts. This has not proved to be a
significant problem."

Our Legal Department prefers to keep the next paragraph unchanged. "Im-
munization" under natural conditions is not controllable by any means; in-
voluntary vaccination by contact can be controlled to some extent.

With best regards.

Sincerely,

MZB/pg


